IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OE30®EMIH® 30

Cknao:
0itoui peyoBuHU: eTHHINECTPamion, Ie30reCcTpe;

1 TabGneTka, BKpUTa IUTIBKOBOIO 000JI0HKOI0, MiCTUTE eTUHinecTpagiony 0,03 Mr, me3orecTpeny
0,15 mr;

O0ONOMIdICHI peyoBUHU: TAaKTO3U MOHOTIApAT, KPOXMaslb KyKyPYHA3sSHUM, MalbTOOEeKCTPUH, IPO30pa
i307TI01049a CyMilll [i71g TIOKPUTTS, HATpieBa Cinb TMMKONATY KpoxMmario (Tun A), anbda-Tokodepon, Oina
CYMIIl A1 TIIBKOBOTO TTIOKPUTTS.

Jlikapcbka ¢popma. TabmeTKy, BKPUTI MTiIBKOBOIO 000JI0HKOIO.

OcHogHi ¢i3uko-ximiuHi 81acmusocmi: Kpyrii TabaeTKy, BKPUTI I1iBKOBOIO 000I0HKOI0 6inoro
KOJIbOPY, 3 TUCHEHHSIM y BUTJISIAI KBagpaTa 3 OGHOT0 00Ky, 0e3 Je(eKTiB IOKPUTTS.

®apMakoTepaneBTUYHa rpyna. CeyocraTeBa CUCTeMa Ta cTaTeBl ropMOHU. CTaTeBi TOPMOHY 1
MOJIYJISITOPH CTATeBOl CUCTEMHU. ['OpMOHAIbHI KOHTPAeNTUBY [ CHCTEMHOI'0 3aCTOCYBaHHS.
EcTporenu i rectarenu y ¢pikcoBanux komOiHarisx. Kog ATX GO3A A09.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika

Hesodemin® 30 - e KOMGIHOBaHHI ITEPOPAIbHIN KOHTPALCITUBHUMA 3acif, 110 MicTUTh 150 MKT
ne3orectpeny i 30 MKTr eTUHIIeCTpagiony.

Etuninectpapion - goOpe BimoMuit CUHTETUYHHM €CTPOTEH.

[le3orecTpern - lle CAHTeTHYHUM IIporecTtareH. [1icis mepopaabHOr0 3aCTOCYBaHHS YUHUTH IIOTYKHY
Mit0, CTIPSIMOBAHY Ha iHTiOyBaHHS OBYJISIIi, BUSBIISE MIOTYKHY IIPOreCcTareHHy Ta aHTHECTPOTeHHY
aKTHBHICTh, He BUSBJISE €CTPOTE€HHOI aKTUBHOCTI, IEMOHCTPYE AyXKe clnabKy aHOporeHHY/aHa0oIiuyHy
AKTHBHICTE.

dapMaKoKiHemukKa.



QQSOZQCer/l.

Apncop6iiis. [Tpu mepopanbHOMY IIPHUUOMI e30TecTpert IMBUAKO i TOBHICTI0O BCMOKTYEThCS Ta
[IePETBOPIOETLCS Ha €TOHOrecTpesl. MakcuMasibHa KOHIIEHTpAllid Y CUpOBaTLi KPOBi Ha PiBHI Maunxe
2 HT/MIJI 0OCSITAETHCS MPUOIU3HO YIPOAOBXK 1,5 TOOMHY IiCis 3aCTOCYBaHHS Pa30BOi HO3H.
BiopgoctynHicTs cTaHOBUTE 62-81 %.

Posnopin. EToHOTeCTpes 3B’ A3y€ETHCS i3 CHPOBATKOBUM albOyMiHOM Ta IJ100yIIiHOM, IO 3B’SI3yE
cratesi ropmonu (I'3CT). Tinbku 2-4 % 3araibHOI KOHILIEHTPAIlil TiIkapChKOro 3aco0y B CHPOBATIIi
KPOBi IPUCYTHI ¥ BUTJIALIL BimbHOTO cTepoiny, a 40-70 % cnenudivuno 38’s13aHi 3 ['3CT. CipuunHeHe
eTuHinectpanionom 36ineienns [3CT° BniuBae Ha PO3MOALNT MiX OilKaMu CHPOBATKX KPOBi, TUM
camuM cupuunHse 30inpuienns ['3CI-3p’s3aH0i ¢pakiii Ta 3MeHIIeHHs anb0yMiH03B 13aH01 PpaKIlii.
OuikyBaHuii 06’'eM po3nofiny gesorectpeny — 1,5 j/KrT.

MetaboniaM. ETOHOrecTpesn moBHiCTI0O MeTab0Ti3yeThCS BiTOMUMH IIUISTXaMU MeTa00J1i3My CTEPOifiB.
[IBuOKicTh BUBEIEeHHS MeTa0bOIITiB i3 CMpPOBAaTKY KPOBi CTAaHOBUTH MPUOIU3HO 2 MJI/XB/KT. B3aemoqii
3 eTUHIIeCTPaionoM, 110 IPUUMAETLCA CYIIyTHLO, HE BUSIBJIEHO.

BuBeneHnHd 3 opraHi3My. PiBeHb €TOHOTECTPEIY B CUPOBATLI KPOBi 3HUXKYETHCA y [Ba €TallH.
Kinmesuii etan BUBeEHHS XapaKTepU3yEThCS YacoM HalliBBUBe#eHHs npubau3Ho 30 rofuH.
IlesorecTpern Ta #oro MeTabOoIiTH BUBOISITHCS Pa30M i3 cedelo i KOBYIO Y CIiBBiIHOIIIEHH]I TPUOIN3HO
6:4.

CraHn piBHOBaru. Pisens ['3CT’, 1m0 3pocTae BTpUUi Imif gi€l0 eTUHiNECTpaAiony, BIJIKBaE Ha
(dhapMakoKiHeTUKYy eToHOTecTpeny. [1icis M[0leHHOr0 3aCTOCYBaHHS PiBeHb PEUOBUHU B CUPOBATIII
KPOBi 3pocTae MpuOIM3HO B 2-3 pa3u, gocsaraiyuu cTabinbHOI KOHIIEHTpallil ¥ ApyTill I0JT0BUHI ITUKITY
3aCTOCyBaHHS IIperapary.

EmuHinecmpadioa.

Apncop6itis. [Ipu mepopanbHOMY IPUUOMI €TUHIIECTPATioN IIIBUAKO i ITOBHICTIO BCMOKTYEThCS.
MaxkcuMasbHa KOHIIEHTPAIliss B CUPOBATIIi KPOBi Ha piBHI mpubau3Ho 80 Ir/MiT JOCATaEThCS
ynpomoBxK 1-2 roguH. AGcosoTHa 6i0IOCTYIHICTL BHACIIJOK ITPEeCUCTEMHOI KOH foraliii i mepiuIoro
eTany MeTabosi3My CTaHOBUTEL Matixke 60 %.

Posnopin. ETrHinecTpamion cumbHO, ane HecnelniuHO 3B’I3Y€ETHCS i3 CHPOBATKOBUM aIbOyMiHOM
(mpubmu3Ho 98,5 %) Ta iHOyKye 30inblIeHHs CUPOBaTKOBUX KOHIeHTpali# ['3CT. BusHadeHo, 1110
ysIBHUM 00’€M PO3MOAiNy eTHHIIeCTPaAiony CTaHOBUTh MPUOIU3HO 5 JI/KT.

MetaboniaM. ETuHinecTpafion miggaeThCcs MpecucTeMHiM KOH I0rallil ¥ CIM30Bill TOHKOTO KUIIEeYHUKY
Ta y nedinui. ETuHinectpamion Metabomi3yeThCs TOJIOBHUM YMHOM IIJITXOM apOMaTUYHOTO
TiOPOKCHUITIOBaHHS, IIPOTE NOOAaTKOBO YTBOPIOETHCS BeNIMKA KiJIbKiCTh FiAPOKCUIbOBAHUX 1
MEeTHUJIbOBAaHUX MeTabO0IiTiB, cepefl SKUX iCHYIOTh SIK BinbHiI MeTaboIiTH, TaK i KOH'10raTu 3
TJIIOKYPOHigaMmu i cynbgaramu. KnipeHc cTaHOBUTH MPUOIU3HO 5 MII/XB/KT.

BuBenenHd 3 opraHi3Mmy. PiBeHb eTUHINIECTPaKioNy Y CUPOBATLI KPOBi 3HUXKYETHCS Y [Ba €Tally,
KiHIIeBHY eTall BUBE[EHHS XapaKTepU3y€EThCS YaCOM HalliBBUBEEHHS MPUOIN3HO 24 TOOUHH.
ETuninectpapnion He BUBOAUTLCS 3 OPraHi3My y He3MiHEHOMY BUTJIAML, HOT0 MeTaboIiTh BUBOLATECS
3 cedelo i K0BYIO y criBBigHOIIEHH] 4:6. [Iepion HaniBBUBeAeHHS MeTa0OJIiTiB CTAHOBUTH IPUOIN3HO
OIVH [I€Hb.

CraH piBHOBaru. CtaH piBHOBaru MOCATAETLCS Yepe3 3-4 mHi, Komu piBeHb y cupoBaTii Ha 30-40 %



IIepeBUIlye KOHIIEHTPALil0 Y IOPiBHAHHI 3 O4HOPa30BO10 A030I0.

Kniniuni xapakKTepuCcTHKH.
Iloka3aHHA.
KonTpanermniis.

Po3rnsganyy NUTaHHs Opo npusHadends Jesodemin® 30, ciin GpaT [0 yBaru
iHOMBiOyanbHI PU3UKU Y KOXKHOI OKPeMol XKiHKU, 0COOJIMBO PU3UK PO3BUTKY BEHO3HOI
tpomboembomii (BTE), a TakoX 3icTaBUTH PU3UK p03BUTKY BTE npu 3acTocyBaHHi
Ie3odemin® 30 i inmmx KoMGiHOBAaHKUX KOHTPAIENTUBIB (AUB. po3finu «[IpOTHIIOKa3aHHS» Ta
«Oc0obIMBOCTi 3aCTOCYBAHHS»).

IIpomunoka3aHHs.

Komb6inoBaHi ropmoHanbhi KoHTpauenTuBu (KI'K) He MoXKHa 3aCTOCOBYBATH 3a HASIBHOCTI OyIb-IKUX
nepeiueHuX HUXK4Ye CTaHiB. Y pasi Ko Oyaob-aKuii i3 WX cTaHiB a0 3aXBOPIOBaHb BUHUKAE
BIIeplile Mg yac 3actocyBaHHsa KI'K, mpuiiom nikapchbKoro 3aco0y CIifi HeraiHO IIPUIIUHUTH.

[TigBullleHa YYTIUBICTH [0 [il0YKUX pedoBUH ab0 m0o OyAb-KOTO 3 KOMIIOHEHTIB JTiIKapChKOTO
3aco0y.

Beno3sna tpom6oemboris (BTE) abo pu3uk ii po3BUTKY:

- HasiBHicTh BTE Ha maHu# yac (IIpu 3aCcTOCYBaHHI aHTHKOATyJISHTIB) ab0 B aHaMHe3i
[Hampukmnam, TpoMm603 rimubokux BeH (TT'B) abo Tpomboembomist nereresoi aptepii (TEJIA)];

- crajgkoBa abo HaOyTa CXUIBHICTE 10 BeHO3HOI TpoMOoeMOoITii, Taka K Pe3UCTEHTHICTH 10
akTrBoBaHoro npoteiny C (Bkmoyaioun Gakrop V JlsaiigeHa), gediuut antutpombiny III, gedinut
npoteiny C, nedinut mpoTeiny S;

- oOIMpPHI XipypridHi BTpy4aHHS i3 TpuBasoko iMMobinizaiieto (AuB. po3aisn «OcobmruBOCTi
3aCTOCYBaHHS»);

- BHCOKUM PU3NK BUHMKHEHHS BeHO3HOI TPoMO0eMOoIil yepe3 HasgABHICTh MHOKHMHHUX (aKTOPiB
(muB. po3min «OcoOMMBOCTI 3aCTOCYBaHHS»).

Aprepianbaa TpoMboeMOoris (ATE) ab60 pu3uK ii pO3BUTKY:

- HasIBHICTh apTepianbHOi TpoMOoeMOoItii Ha JaHUY Yac, HasBHICTh apTepianbHOI
TpoMOoeMOoITii B aHaMHe3i (Hanpukiag, iHhapKT Miokapaa) abo IpogpoManbHuM CTaH (HapUKIIaf,
CTeHOKaphis);

- 11epe0poBacKyIgpHe 3aXBOPIOBaHHS — iHCYNbT Ha aHUU Yac, iHCYJIbT B aHaMHe3i abo
IIPOPOMabHUM CTaH [HallpuKIlaf, TPAaH3UTOPHA imemiyHa ataka (TIA)];

- crapgkoBa ab0 HabyTa CXWIBHICTH 10 apTepiaibHOi TpoMO0eM0oTTil, Taka SK
rimeproMouucTeiHEMis Ta HasIBHICTh aHTUTIN [0 docdorminmigi (aHTUTINA K0 KapaiomimniHiB,



BOBYaKOBUU aHTUKOATYJISIHT);
- MirpeHb B aHaMHe31 3 (OoKaIbHOI0 HEBPOJIOTIYHOK CUMIITOMATUKOIO;

- BHCOKHWM PU3UK BUHUKHEHHS apTepianbHoi TpoMO0oeMOo0Tii yepe3 HasiBHICTh MHOXKHUHHUX
daxTopiB (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS») a00 HaABHICTh OHOTO CeP03HOT0 (HaKTOPa,
TAKOTO SK:

- IIyKpOBUii fiabeT i3 CYAMHHUMHU YCKIIaAHEHHSIMU;
- TSXKKa rinepTeHsis;
- TSIKKa [UCIIIMONPOTeIHEMis.

[TanKpeaTuT, y TOMY YUCJIi B aHaMHE31, SKIIO BiH [I0B’'I3aHUU i3 TAXKKOI0
TinepTPUTTiEPUAEMIEIO.

HasiBHiCTH Ha maHW# 4ac abo B aHAMHE3i TSIXKKOT0 3aXBOPIOBAHHS MEYiHKHU (OKU ITOKA3HUKHU
GYHKIII Te4iHKY He TIOBEPHYTHCS J0 HOPMH).

HasiBHiCTH Ha faHuM Yac a00 B aHaMHe3i MyXJIMH MeYiHKy (qo0posKicHuX abo 3/0SKiCHUX).

Bigomi abo mimo3proBaHi ecTporeH3anexHi 37105KiCHI HOBOYTBOPEHHS (HAIIPUKJIIAM, CTaTEBUX
opraHiB a00 MOJIOYHHUX 3aJ103).

lnepnnasis eHgoOMeTpis.
BariHanbHa KpoBOTe4Ya HEBCTAHOBIIEHOI €Ti0NOT1I.
BcranoBneHa abo mifmo3pioBaHa BaTiTHICTb.

Ie3obemin® 30 IPOTUIOKA3aHO AT OJHOYACHOTO 3aCTOCyBaHHS 3 JIiKapChKUMU 3acobaMu, 110
MicTaTh oMbiTacBip/mapuTanpeBip/puToHaBip i gacabysip, 3 mikapchKuMu 3acobaMu, IO MiCTSITh
riekanpesip/miGpenTtacsip abo cohocOyBip/BennaTacBip/BoKcinamnpesip (AUB. pO3Min
«B3aemoqist 3 iHIIMMY JTiKapCbKUMM 3ac00aMu Ta iHII BUTHU B3a€EMOMIIN»).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

3acrepexenHs. HeoOXigHO yBazkHO MPOYUTATH iHCTPYKIIiIO I MEOUYHOTO 3aCTOCYBaHHS
CYIIyTHBOTO JTIKapCHKOI0 3ac0o0y 11 BCTaHOBJIEHHS MOXKJIUBUX B3a€MOMIH.

B3aeMopii MixK mepopanbHUMHU KOHTPAIENITUBAaMH Ta iHIIMMHU JTiIKAPCHbKAMHU 3ac00aMy MOXKYThb
IIPU3BECTH 10 IPOPHBHOI KPOBOTEUi Ta/ab0 HeeheKTUBHOCTI TePOpabHOr0 KOHTPAIeNnTuBy. [1po
HUXKYe3a3HaueHi B3a€MOJil TOBIHOMIISIETLCS B JIiTEPATYPHUX [XKepesax.

Memabonism y neuinui. MoxirBa B3a€MOfIis 3 JTiIKapChKUMHU ab0 POCTUHHUMU 3aco6aMu, SKi
iHAYyKyIOTh MiKpocoMasibHi pepmeHTH, 30KpeMa pepmentu P450 (CYP), 110 npu3BOAUTE KO
IiIBUIIIEHOTO KJIipEeHCY CTaTeBUX TOPMOHIB i MOXKe 3HU3UTH e(PeKTUBHICTh KOMOIHOBAHUX
IepopasbHUX KOHTPALENTHBIB, B TOMY YKCIIi JTikapcekoro 3acoby Hesodemin® 30. Jo Takux
JiKapchKuX 3aco0iB HaymexkaTh (HeHiToiH, henobapbitasn, mpuminoH, 60ceHTaH, KapbaMa3erriH,
pudamMminyH Ta, MOXKJIKMBO, OKCKapOa3eriH, Tomipamar, ¢henbbamMaT, rpu3eodyibBiH, AesdkKi iHridiTopu
npoteas3u BIJI (Hanpukian puToHaBip) i HEHYKJIe03UHI iHTi0iTOPU 3BOPOTHOI TPAHCKPUIITA3HU



(Hampukian edaBipeH3) Ta JTiKapchKi 3aco0u, I10 MiCTSATh POCIUHHUN KOMIIOHEHT 3Bipo0il.

[HpyKIig (GepMEeHTIB MOXKe CIIOCTepiraTucs 4epes KijnbKa OHIB JTiKyBaHHA. MaKcHuMasbHa iHAYKIig
(bepMeHTIB 3a3BUYail CIIOCTEPIraEThCA MPOTITOM AEKiTbKOX TUXKHIB. [Ticnsa npunuHeHHS
3aCTOCYBaHHS JTiKapChKoro 3acoby iHayKIis hepMeHTiB MOXKe TPUBATU MPOTSITOM IPUOGIN3HO 28 gHIB.

[Tpu cynyTHROMY 3aCTOCYyBaHHI 3 TOPMOHa/IbHUMU KOHTpalenTiBaMu Oarato iHribiTopiB npoTea3u
BIJI (manpukinapn HendinaBip) i HEHYKII€03UAHUX iHTI6ITOPIB 3BOPOTHOI TPAHCKPHUIITA3U (HAIPUKIIAL
HeBipamiH) Ta/a6o nmikapchki 3acobu mpotu Bipycy rematuty C (BI'C) (Hanmpukmnapg 6o1enpesip,
TeJlalpeBip) MOXKYTh 30i/bIyBaTH ab0 3MEHIIyBaTH 11JIa3MOBI KOHIIEHTpAllil IPOreCTUHY, B TOMY
YUCJIi eTOHOTEeCTPENy, aKTUBHOTO MeTaboIiTy ne3orectpeny, abo ecTporeHiB. Yuctuii eexT Iux
3MiH B IeIKUX BUIaKax Moxe OyTH KIIIHIYHO 3HAUYIIUM.

Kinkawm, siKi mpuiiMaloTh Oyab-sIKUH i3 I[UX JiKapchKuX abo poCIMHHUX 3aco0iB, 110 iHAYKYIOTh
GepMeHTH IeYiHKY, CIIi MaTH Ha yBasi, 0 epeKTUBHICTh TiKapchkoro 3acoby Jesopemin® 30 Moxe
OyTtu 3MeHeHa. [1if yac npuiiomy 3aco0iB, 110 CTUMYJIIOIOTE MiKpOCOMaslbHI (pepMeHTH, CIIif
3aCTOCOBYBaTH 6ap’€pHUN METON KOHTPALENIlil K MOIOBHEHHS [0 JIiKapCchKoro 3acoby Me3zobemin”
30 mpOTATOM yChOTO TEPMiHY 3aCTOCYBaHHS JIiIKapPChKOTO 3ac00y, 110 CTUMYJIIOE MiKPpOCOMAJIbHi
dbepMeHTH, Ta IPOTATOM 28 [HIB IiC/Is MPUIUHEHHS 3aCTOCYBAaHHS TAKOro JIiKapChKOTo 3acoby.

fKI10 mepion MpuitoMy CYIMyTHBOTO JIIKAPCHKOTO 3aC00y MOUIMPIOETHCS 3a MeXKi MPUUOMY aKTUBHUX
tTabneTok 3 ynakoBku KIIK, HaCTyIHY yIaKoBKY CIIif mounHaT 60€3 3BU4aiHOl IIEPEPBU Y
3acTocyBaHHi TabreToK. YV pasi TpuBajoro nikyBaHHS HepMEHTOCTUMYTIOIUYUME 3aco6aMu CJIif
PO3TAIIHYTU alnbTepPHATUBHUN METOJ KOHTpAIellil, Ha SKUI He BIUIMBAIOTH JIiIKapChKi 3acobu, 110
CTHUMYJTIOI0Th MiKpOCOMaJIbHi (pEpMEHTH.

OpHOYacCHe 3aCTOCYBaHHS 3 IOTYKHUMU (HaIIpUKJIa[ KeTOKOHA30J1, iTpaKOHA30J1, KJIapUTPOMILIUH)
abo moMmipHuMY (Hampukiam GIyKOHA30J, JuiiTia3eM, epuTpoMmituH) inriditopamu CYP3A4 mMoxe
IIPU3BECTH [I0 MiBUIIEHHS CUPOBAaTKOBUX KOHIIEHTpPALlill eCTPOreHiB abo MPOreCTUHIB, B TOMY YMCIIi
€TOHOTeCTpPesy, akTUBHOTO MeTaboIiTy me30recTpeny.

[TepopasnbHi KOHTPAlENTUBY MOXKYTh BIUIMBATH Ha MeTa00J1i3M iHIIKX JTiKapChKUX 3aco0iB.
BigmoBigHo, y ma3mi KpoBi Ta B TKaHMHAX KOHIIEHTPAIlil TaKUX JTiKapChKUX 3aC00iB MOXKYTh
MigBUILYBAaTUCA (HApUKIIaA IUKIOCIOPUHY) YU 3HUKYBATUCS (HaIpUKIaf JTaMOTPUAKUHY).

[Tig yac KMiHIYHUX [OCTiAXKeHb 3 MallieHTaMu, SKi OTpUMYBaIu JliKapchKi 3acobu Oys NTiKyBaHHS
indexkuiit Bipycuoro renatuty C (HCV), mo mictsiTh ombiTacBip/mapuTanpeBip/puToHasip i
nacabyBip 3 pubaBipuHoMm abo 6e3 HbOro, O0yI0 BUSIBIEHO MifBUIIeHHS TpaHcaMiHasu (AJIT)
Oinbine HiX y 5 pasiB Buille BepxHboi Mexi HopMu (BMH). Lle BigbyBasnocs 3i 3Ha4HO 6iNIbII0I0
YacTOTOI0 Y XKIiHOK, SIKi 3aCTOCOBYBaJlu JIiKapChKi 3aco0u, 1110 MiCTATh €TUHINIECTPaiol, 30KpeMa
i komOiHnoBaHi ropMoHanbHi KoHTpanenTtusu (KI'K). KpiMm Toro, Takox y malieHTiB, AKi
OTPUMYBAaJM JIiKyBaHHS TJieKanpeBipoM/nidOpeHTacBipoM abo
codocOyBipoM/BenmaTacBipoM/BoKcimanpeBipoM, croctepiranocs migsumenus AJIT y XKiHoK, sKi
npuiMany aikapchki 3acobu, 1mo MicTsATh eTuHinectpamion, Taki sk KI'K (muB. po3min
«IIpoTunoKa3aHHg»). [IoHOBIIOBaTH 3acTocyBaHHsa Je3odemin® 30 ciim npubIM3HO Yepes 2 THXKHI
micys 3aBepIIeHHSI KOMOIHOBAHOTO JTiKyBaHHS.

JlaGopaTopHi aHai3u. BUKOpHCTaHHS KOHTPALEIITUBHUX CTEPOI/IiB MOXKe BIUIMHYTHU Ha Pe3yIbTaTh
IIeBHUX JTA00OPATOPHUX TECTIiB, BK/II0Yaroun OioxiMiyHi moka3HMKY QYHKIIIN TeYiHKY, HUPOK,
IITUTOBUIHOI 3271031, HQHUPKOBUX 3aJ103, PiBeHb OiNKiB (MepeHOCHUKIB) B CUPOBATIIi KPOBi, HAIPUKJIIa/
r100ymiHy, 0 3B’513y€ KOPTUKOCTEPOInYU Ta/a0o MimigHy/minonpoTelHOBY (ppakiiil, TOKa3HUKU
BYTJIEBOLHOTO 00MiHY, Koarynsuil Ta ¢GibpuHoi3y. 3MiHN 3a3BUYail 3aTUIIAIOTHCS B MeXKaxX HOPMHU.



Oco6.1ueocmi 3acmocy8aHHs1.

3a HasIBHOCTI Oymb-sIKOTO i3 3a3HaYEHUX HUXKYe CTaHiB/QaKTOpiB pU3UKY MPU3HAYEHHS Teparii
nikapcekuM 3aco6oMm Jesodpemin” 30 ciifg 06roBOPUTH 3 XKiHKOM. Y pasi 3aroCTpeHHs, TOCUIIeHHS
abo mepioi mosiBu OyOb-SKOTO i3 I[UX CTaHiB XKiHKa Ma€ 3BEPHYTHUCH M0 Jikaps. JIikap MOBUHEH
BM3HAQYUTH, YU MOTPIOHO MPUNMHUTHU 3acTocyBaHHsA KI'K.

ITopyweHHs Kposoobiay.
PHU3HK PO3BHTKY BEHO3HOTr0 TpoMOoeMO01i3my (BTE)

3acrocyBaHHs Oymb-sgskoro KI'K mifiBuillye pu3uk po3BUTKY BEHO3HOTO TpoM6GoeM0Ooi3aMy (B
nopiBHSAHHI 3 pu3ukoM, Konu KI'K He 3acTocoByioThCs). JIikapchKi 3ac00H, 110 MiCTSTh
JIEBOHOTECTpeJI, HoprectuMaT abo HOPETHUCTEPOH, acollilioBaHi 3 MiHiMaIbHUM PU3UKOM PO3BUTKY
BTE. Inmi nmikapceki 3aco6u, Taki sk Jesodemin® 30, MOXKyTh MiIBUIIYBaTH PU3KK B 2 Pas3u. PilleHHs
IIPO 3aCTOCYBaHHS OyIb-IKOT0 KOHTPALIEITUBY, SIKUH He € JTiIKapChbKUM 3aCc000M 3 MiHiMaTbHUM
pu3ukoM po3BuTKy BTE, MoxKHa MpuUMaTH TiJIbKY IiC/Ist 00TOBOPEHHS 3 XKiHKOI0 PU3UKIB PO3BUTKY
BTE mpu 3acTocyBaHHi JiKapchKoro 3acoly Hesodbemin® 30, Binusy il iHguBigyansHux GakTopis Ha
I[ell pU3KK, a TAaKOXK TOro, 110 PU3UK po3BUTKY BTE € MakCUMaIbHUM YIPOLOBXK IIE€PIIOT0 POKY
3aCTOCyBaHHS JIiKapChKOro 3aco0y. TaKoK pU3UK MigBUIIYETHCS NIPY BiTHOBIEHHI 3aCTOCYBAHHS
KTK, akuio nepepBa ctaHoBuja 4 TxkHi abo Oinble.

Cepepn XiHOK, gKi He 3acTocoBy10Th KI'K i He BaritHi, y gBox i3 10 000 po3BuBatumeTscsa BTE
YIIPOMOBXK TIEPIIOTO POKY. [IpoTe y KOKHOI 0KpEeMO1 XKiHKM PU3UK MOXKe OyTy HabaraTo BUIIMH,
3aJIeXHO Bil OCHOBHUX YWHHUKIB PU3UKY.

Bcranosneso', mo 3 10 000 xiHOK, siKi 3acTocoByroTh KI'K, 1110 MicTUTh fle3orectpe, y 9 - 12 XiHOK
yepe3 1 pik po3BuBaTuMeThCsa BTE; nysa nopiBHAHHSA npu 3acTocyBaHHL KT'K, 1110 MiCTATH
nesonorecrpes, BTE BuHuKaTHME y 6° XKiHOK.

B o6ox Bumagkax KinbkicTs Bunagkis BTE B pik MeHIIa, HiXK o4iKyBaHa KiNbKiCTh ITpU BariTHOCTI i B
IiCIISIIONIOTOBUM IIEPiO.

BTE moxe 6yTu netanbHuM B 1 - 2 % BUIAAKIB.

YacToTa BCTaHOBJIEHA 3a JaHUMHU eIifleMiOIOTiYHOT0 HOCTIgXKEeHHS 3 BAKOPUCTAaHHAM BiTHOCHUX PU3UKIB M5 Pi3HUX
TiKapchKUX 3aco0iB B mopiBHSHHI 3 KT'K, 1110 MiCTSITH TI€BOHOTECTPEI.

Cepepnii miana3oH Bifg 5 1o 7 Ha 10 000 xiHOK-POKiB BCTAHOBJIEHO 3a BITHOCHUM PU3UKOM IIpu 3actocyBarHi KI'K, mo
MICTSITh JIEBOHOTECTPEJI, B TOPiBHSHHI 3 HE3aCTOCYBaHHIM 3acoby - Bix 2,3 1o 3,6.

KinskicTts BunaakiB BTE na 10000 xinok 3a 1 pik

2KiHKH, sIKi He 3aCTOCOBYIOTh KT'K, m1o MicTaTh



KTI'K, 1o MicTSaTh

KI'K (2 BUnmagkmu) meBOHoOprecrpen (5-7 BUNMaaKiB)
me3orecTpet

* [lyxke pigko moBigomiisinocs mpo TpoM0603, sIKMi BUHUKAB B iHIIMX KPOBOHOCHUX CYy[IMHAX,
HaIpUKJIa[ TeYiHKOBUX, Me3eHTepiaIbHUX, HUPKOBUX, MO3KOBUX ab0 peTUHAIbHUX BeHaX i apTepisx,
y XiHOK, 1110 3acTtocoByBanu KI'K.

®akTopu pU3HKY PO3BUTKY BTE

* TIpu 3actocyBanHi KI'K pusuk TpoM60eMO0TiuHIX BEHO3HUX YCKIIa[IHEHb MOXKE iCTOTHO
IiABUIIYBATUCS Y KIiHOK 3 JOJATKOBUMH (DaKTOpaMu PU3UKY, 0COOIMBO 3a HaIBHOCTI MHOXKMHHUX
pu3uKiB (muB. TabmuUIo 1).

» Jlikapcekui 3aci6 Je3odpemin® 30 mpoTUMOKa3aHMIA XKiHKaM 3 MHOXUHHUMYU (aKTOpaMé PU3KKY,
SKi IPU3BOIATH 10 BUCOKOTO PU3UKY PO3BUTKY BEHO3HOT0 TpoMOO03y (IUB. PO3Min
«[TpoTumoka3anHs»). AKIIO ¥ KiHKY Oinble HiXK oquH GaKTOp PU3UKY, MOXKIIMBO, 1110 Mipa
nifBUIEHHS PU3UKY Oyne BUllla, HiXK CyMa iHguBimyanbHUX GaKTOpiB. Y TakoMy pasi ciin
IIpoaHai3yBaTy 3arajbHuM pu3uK po3BUTKY BTE y XKinku. fKI0 CHiBBIIHOIIEHHS IIepeBar i pu3ukis
€ HeCIpuUATIuBUMH, He ciif npusHadaTyd KI'K (guB. po3min «IIpoTumnoka3aHHS»).

Taomunsa 1
®axkTopu pu3uKy BTE
DaxTOp PU3UKY KomeHnTap
Oxupiuns (iHgekc macu tina (IMT) Pu3WK iCTOTHO MigBUIIYETHCS P 30i/bIIIEHH]
6inpme 30 Kr/m%). IMT.
Oco6m1BO BaXKJIMBO BPax0BYBaTH HasIBHICTh
iHmMx GakTopiB PU3UKY.
TpuBana iMMoGinizanisg, o0mupHe PekomeHn0BaHO IPUNIMHUTY BUKOPUCTAHHS
XipypriuHe BTpy4YaHHS, OyOb-aKe IIacTups/TabneTok/Kinbis (y pasi e1eKTUBHOI
XipypriuHe BTpy4YaHHS Ha HOTax a0o Xipyprii - K MiHiMyM 3a 4 TUXKHI 70 1i
opraHax Ta3a, HeUpOoXipypris, BelruKa MIPOBEIEeHHS) i He IOHOBIIOBATH PaHillle Hixk
TpasMa. 4yepe3 2 TUXKHI IiC/Is TOBHOT'O BiTHOBIEHHSI
[Tpumitka. TuMuacoBa iMMob6inizaris, PYXJIUBOCTI.
BKJTIOYAlOYH aBiamepenboTH TpuBamicTio  [I1s 3amobiraHHs BariTHOCTI CITif
Oinbine 4 ToouH, TAaKOXK MoXe 0yTH BUKODPUCTOBYBATH iHIIIi 3aCO0U KOHTPALEMIIil.
(daxTopoM pu3uKy po3BuTky BTE, Crip po3rigHyTH MUTAHHS IPO
0CO0ONIMBO y XKIiHOK 3 iHMMMH (pakKToOpaMyd aHTUTPOMOOTHYHY Tepalliio, SKI0 3aCTOCYBaHHS
PU3UKY. nikapceKoro 3aco6y Hesodemin® 30 He Gyno
MIPUNKHEHO 3a37aerigb.
[To3uTuBHUM CiMEeNHUM aHAMHeE3 SAKI0 Mimo3PI0ETHCS HASIBHICTh BPOMKEHO1
(BeHO3HMM TPOMOOEMOOII3M ¥ CXUJIbHOCTI, Ilepe[ yXBaJIeHHAM pillleHHS IIPO
OpaTa/cecTpu abo 6aThKiB, 0COOIMBO Y 3actocyBaHHS Oynb-sikoro KI'K xinky cmin
BiTHOCHO paHHBOMY Billi, To6TO IO 50 HaIlpaBUTU Ha KOHCYJIbTaLlil0 A0 ¢axiBis.
POKiB).
[HIIi MemuyHI cTaHU, SKi Pak, cucTeMHUM YEPBOHUM BOBYAK,
cynpoBonxywThcsa BTE. TeMOJIITUYHUN YPEMIYHUN CUHAPOM, XPOHIYHE

3arajbHe 3aXBOPIOBaHHS KUIIeYHUKaA (XBopoba
Kpona a00 BUPa3KOBHUi KOJIT) i
CepHonogiOHOKITITUHHA aHeMis.

Bik Oco06muBo micnst 35 PoKiB.



e Hemae equHO1 IyMKU ITPO MOKJIMBY POJIb BaPUKO3Y BEH i ToOBepxHEBOTO TPoMOoDnebiTy y
BUHUKHEHHi a00 ITporpecyBaHHi BEHO3HOTO TPOMOO3Y.

e Crmipm OpaTu o yBaru mifgBUILEHUN PpU3UK TpoMOoeMOoi3My B repiof BariTHOCTI, 0CoOOIHBO
IIPOTSITOM 6 TUXKHIB ITiCJIg TOJIOTiB (OUB. PO3Min «3acToCyBaHHS Y mepiof BariTHOCTI abo
TOyBaHHS IPYHOI0»).

Cumnromu BTE (TpoM003 r1HO0KHX BeH i eM00ITisl 1ereHeBuX CyIHH)

Y pasi BUHUKHEHHS CUMIITOMIB XKiHKa IIOBUHHA HeTalHO 3BEPHYTHUCS 3a MEIUYHOIO JOIIOMOTI010,
IIOBiIAOMMBIIIN JIiKaps PO Te, 110 BoHa npurMae KI'K.

Cumnmomu mpom603y 2aubokux seH (TI'B) mooxcymb eKkarouamu:

- OMHOCTOPOHHIN HaOpsAK HOrM Ta/abo cTonu abo HabpSK 110 X0y BEHU HOTH;

- 6i1b @60 XBOPOOIUBICTH B HO3i, SIKa BiUyBa€ThCS TiIbKU MIPU CTOSTHHI a00 X0mh0i;

- TelJIillla Ha JOTUK ypaXkeHa KiHI[iBKa; T0YepBOHIHHS a00 3MiHa KOJILOPY IIKipU HOTH.
Cumnmomu emboii ne2eHesux CyOUH MONHCYMb BKAUAMU:

- parnToBa 3afuiliKa abo MBUIKE OUXAHHS;

- panTOBUY Kallleslb, SKUI MOXKE CyIPOBOMXKYBATUCS KPOBOXapKaHHSM;

- ToCTpuit 6inb B TPYOHIM KITiTII;

- CUJIbHE 3allaMOPOYEHHS;

- mBupgKe abo HeperynsipHe cepreOuTTs.

IesiKi 3 X CUMIITOMIB (HalpUKJaf 3afullIKa, Kallesb) € HeClleIUu(piYHUMHY i MOXKYTh OyTH
ITOMHUJIKOBO ITPUUHSTI 3a TakKi, 1110 YaCTO BUHUKAIOTh a0 € MEHII TSIXKUMU (HapuKiIam mIpu iHeKii
pecnipaToOpHOro TPakTy).

[H1Ii 03HAKM OKJTI03il CyOUH MOXKYTh BKJIIOYaTH PANTOBUY 0ifib, HAOPSKIIICTS i 371eTKa CUHIOIIHUM
BiITIHOK IIKipH KiHI[iBKH.

AKio BigOyBa€eThCS OKIIIO3ist CYIMH 0Ka, CUMIITOME MOXYTh BapiloBaTH Bif 60110901 HEUITKOCTi 30py
10 BTPaTH 30pYy. [HOMI BTpaTa 30py MoxKe BUHUKATH MPAaKTUYHO HeTalHo.

Pu3uk aprepiajibHoro rpomooemoonizmy (ATE)

* Enigemionoriyydi qocigKeHHs BCTaHOBUIM 3B’130K MiX 3acTtocyBaHHAM KI'K i migBuieHuM
PU3HUKOM PO3BUTKY apTepianbHOro TpoM6oeMOosiamy (iHdapKT Miokapia) abo mopyIiieHs MO3KOBOTO
KPOBOOOIry (TakKux SIK TpaH3UTOPHE IOPYIIeHHS MO3KOBOT'0 KpOBOOOIry, iHCYynbT). ApTepiabHi
TpoMO0eMOO0IiuHi peakiil MOXYTh OyTH JI€TaTbHUMU.

®axkTopu pU3HKY PO3BHTKY ATE

* Pu3uk po3BUTKY apTepianbHUX TpoMO0eMOOTiYHNX YCKIagHeHb abo IopyeHHS MO3KOBOT0
KpoBooOiry mpu 3actocyBanHi KI'K migBuIyeTbcs y XkiHOK 3 ¢hakTOpamMu puU3UKY (OUB. TaOIUINO 2).
Jlikapcekuit 3aci6 Jesodpemin”® 30 mpoTunoKa3aHU KiHKaM 3 OGHUM CEPHO3HAM a60 3 MHOKUHHUMHU
YUHHUKAMU PU3UKY PO3BUTKY ATE, sKi Mpu3BOOATh [0 BUCOKOT'0 PU3UKY apTepiaTbHOTO TPOMOO3Y



(muB. po3min «IIpoTunokalaHHs»). AKII0 Y XKiHKY Oilbllle HiXK OOUH PAaKTOP PU3UKY, MOXKJIIHUBO, III0
Mipa mifBuIeHHs pu3uKy Oymae OGinbioio 3a cyMmy iHOUBinyanbHUX GaKTOpPiB. Y TakoMy pasi ciin
IIpOaHali3yBaTy 3araJbHUM PU3UK OJId XKIHKHU. AKI0 BBAaXKA€ETHCS, 110 CIIBBIAHOIIEHHS IIepeBar i
pu3sukiB € HecripusaTnuBuM, K['K npusnavaTty He ciif (muB. po3min «IIpoTUnoKa3aHHS»).

Taonunsa 2

®axkTopu pU3HKY PO3BHTKY ATE

DaxTOp PU3UKY KomeHTap
Bik Oco06muBo micnst 35 pokiB.
IMaminHsS [Tig yac 3acTocyBanHa KI'K XinIi

PEKOMEHNYETLCA IPUITUHUTY MTaJTIHHS.
ZKinkaMm BiKOM mOHap 35 POKiB, sKi IPOAOBXKYIOTh
[IaJINTY, HAIIOJIETJIUBO PEKOMEHYETHCS
3aCTOCOBYBATH iHIINM CIIOCI0 KOHTpALEMIIil.
AprtepiasibHa rinepTensis
OxupiHHs (iHOeKC Macu Tina GinmbIie PU3WK iCTOTHO MigBUIIYETHCS MU 30i/bIIIEHH]

30 kr/m’) IMT. Ocob6muBO BaXKIMBO BPaxOBYBaTH HasBHICTh
iHIMX (PaKTOPiB PU3UKY.

[To3uTuBHUY CiMEeNHUN aHaMHe3 SK1110 TiK03PI0ETHCS HAsABHICTh BPOMXKEHOI

(apTepianbHuii TpoM60eMO0ITI3M ¥ CXUJIBHOCTI, IIepef yXBaJIeHHSIM pillleHHS IIPO

Oparta/cectpu abo 6aThKiB, 0c00MMBO y 3acTocyBaHHA KI'K XiHKY CIIif HampaBUTH Ha
BiITHOCHO paHHBbOMY Billi, To6TO 1o 50  KOHCymbTaliio Ao (axiBiid.

POKiB)

MirpeHsb [TigBuIeHHS YacTOTH ab0 TSKKOCTI MirpeHi mipg
yac 3actocyBaHHs KI'K (10 Moxe OyTH
IIPOAPOMAaJIbHUM CHMIITOMOM IIPHU IIOPYLIEHH]
MO3KOBOT0 KpPOB0OOOIry) Moxe OyTH IPUUUHOIO
[JIs1 HeTalHOI BiIMiHHU JTiKApChKOTO 3ac00y.

IHIIl MeOuyYHI cTaHHU, SKi LlykpoBuii miabGeT, TineproMonucTeinemis,

CYTIPOBOMXKYIOThCS ITOOIYHUMU 3axBOPIOBAHHS KjlamnaHiB cepis, GiOpunsiis

peaxuisiMu 3 00Ky CynuH nepencepasi, OUCTITIONPOTeIHeMis i CUCTeMHUM

4YepPBOHUYU BOBYAK.
Cumnromu ATE

Y pasi BUHUKHEHHS CUMIITOMIB XKiHKa IIOBUHHA HETalHO 3BEPHYTHUCS 3a MEIUYHOIO JOIIOMOTI00,
IIOBIAOMMBIIN JIiKaps PO Te, 110 BoHa npurMae KI'K.

CumMnmoMu nopyweHHs M03K08020 Kposoobi2y MoXCymb 8KAI0UaAMU:

- panToBe oHiMiHHS a0 cnabKicTh B OinsHIL 0671KU4Ys, B pyLi abo HO3i, 0cO6/IMBO 3 OOHOTO OOKY Tina;
- parnToBe MOPYIIEHHS XO[U, 3allaMOPOYeHHS, IIOPYIIeHHS piBHOBaru abo KooparHallil;

- parnToBa CIUIYTaHICTh CBiIOMOCTI, IIOPYIIeHHST MOBJIEHHST a00 PO3yMiHHS;

- parnToBe MOPYILIEHHS 30PY B OMHOMY OI1i a60 B 060X;

- panToBUY iHTEHCHUBHUM a00 TPUBAIMK TOJIOBHUH 6ifb, 110 BUHKUK 0e3 IeBHOI IPUYUHU;

- BTpaTa CBigoMoCTi abo HETTPUTOMHICTh 3/6e3 CyIoM.

TumyacoBi CUMITOMM BKa3ylOTh Ha TPaH3UTOPHY imeMiuny ataky (TIA).



Cumnmomu iH(papkmy miokapoa Moxcymbv 8KA0HAMU:

- 6inb, MUCKOMDOPT, TOUYTTSA TUCKY, TAKKOCTi, CTUCKyBaHHS ab0 IIepeIllOBHEHOCTI B TPYAHIM KITiTII,
pyui abo HUXKYe TPyIHUHY;

- puckoMopT 3 ippafialli€io B COUHY, LleJIey, TopJIo, PyKy, LIIYHOK;
- BiI4yTTS IepeloBHEHOCTI IIJTyHKa, AUCIIencisg abo 3armop;

- MiTIUBICTh, Hy[IOTa, O/M0BaHHS ab0 3allaMOPOYEeHHS;

- Hai3BUYaliHa C1abKiCTh, TPHBOKHICTE ab0 3aUIIKa;

- IIBUJIKE i HEPeryIspHe CepreOuTTs.

ITyxauHu

[TeBHi goCniAXeHHS TT0OKa3a/Iu NiABUILIIEHUN PU3UK PaKy MIMWKYA MAaTKU Y XIiHOK, IKi IPOTATOM
TpuUBanoro 4yacy 3actocoBytoTs KIIK, mpore, SK i paHillle, iCHye HeBU3HAUYEHICTh 100 CTYIIEHS
00yMOBJIEHHS 3aXBOPIOBaHHS CYIyTHIMU edeKTaMU, HallpUKIaf BiTMIHHOCTSIMU Y CEKCYyaIbHil
noBemdinIl abo iHmMMYU GpakTopaMu, SIK, HapuKiaz iHGikyBaHHS BipycoM marminomu mogusu (BITIT).

* MeTaaHani3 54 emifeMionoriyHux JOCiAXKeHb II0Ka3aB, 110 iCHye He3HauHe 30iNnbIIeHHS
BigHOCHOTO pu3uKy (BP = 1,24) BUsIBIEHHS paKy MOJIOYHOI 3aJI031 y XKIiHOK, SKi Ha JaHUWA MOMEHT
3aCTOCOBYIOTh KOMOiHOBaHI nepopasbHi KoHTpaenTusu (KIIK). Bunagky paky MOJIOYHOI 3aJ103H, 1110
[iaTHOCTYIOTh Y XKiHOK, siKi mpuiiMatoTs KIIK Ha nanuii MoMeHT abo 3acTocoByBanu KIIK B octanHi
IecaTh POKiB, GiNbIN iMOBipHIIlle T0Kali3yBaTUMyThCS B MOJIOYHIN 3aJ103i, HiXK AiarHOCTOBaHi
BUIMAOKU PakKy y XKIHOK, fAKi Hikonu He npuuManu KIIK.

* Pak MOJI0YHOI 3a/1031 PiAKO BUHUKAE Y XKiHOK 710 40 pOKiB, He3aeXKHO Biff TOTO, Y1 3aCTOCOBYIOTh
BoHU KIIK. Ockinbku ey (poHOBUM PU3UK 3POCTAE 3 BIKOM, AOJATKOBA KiJIbKICTh BUNAJKIB paKy
MOJIOYHOI 321034 y THX XKiHOK, 110 3acT0ocoBYIOThH KIIK Temep abo 3aCTOCOBYBau iX paHillle, € Majio
y IIOPiBHAHHI i3 3araJIbHUM PU3UKOM PO3BUTKY PaKy MOJIOYHOI 3a1034 (OUB. Tpadik).

* HatiBaxXuBimuM (HakKToOpoM pHU3UKY paKy MOJIOYHOI 3a/1034 y THX, XT0 3acTtocoBye KIIK, € BiK, B
SIKOMY XiHKa npunuHse npuiMmaty KIIK; yum cTapiia XiHKa IIpyU NPUIKMHEHH] 3aCTOCYBaHHS, TUM
BHIIA BipOTigHICTh AiaTHOCTYBaHHSA PaKy MOJIOYHOI 3a/103U. TpUBaIiCTh 3aCTOCYBaHHS MEHII
BaXKJIMBQ, i MiBUIIEHUY PU3UK IIOCTYIOBO 3HUKAE NPOTAroM 10 pokiB micisd NpUNUHEHHS
3acrocyBaHHA KIIK HacTinbky, 110 4epe3 10 pokiB pU3UK BXKe He IEepPEBULLYE 3BUUAVHUMN.

* MoxnuBe MigBUIIEHHS PU3UKY pPaKy MOJIOYHOI 3aJI03H CJIifi 0OTOBOPUTH 3 XKIiHKOIO i 3BaXKUTH
nepeBary 3actocyBaHHs KIIK 3 ypaxyBaHHSIM gaHux 1npo Te, 1o KIIK 3abe3neuyioTs 3HaUHUM 3aXUCT
Bifl pU3UKYy PO3BUTKY [ESKUX IHINX BUMIB PaKy (pak sSI€YHUKIB Ta €HIOMETPil0), IUB. HUXKYe
HaBefeHuy rpadik.

* B iHmoMy emifeMionorivyHOMY AOCIigXKeHH] 3a y4acTio 1,8 MiH XiHOK 3 [laHil, 3a IKUMUI
croctepiranu B cepegaboMy 10,9 poky, nosigomismnocs, mo BP BugBIeHHS paKy MOJIOYHOL 3a/103U
TUX, XT0 3acTocoBy€e KIIK, 36inbIIyeThcst IpyU TPHUBAJIIOMY 1X 3aCTOCYBaHHi Y MOPIiBHAHHI 3 XKiHKaMu,
sKi Hikonu He 3acTtocoByBanu KIIK (3araneruit BP = 1,19; noka3uauk BP 3HaxonuBcs B giama3oHi Bif
1,17 npu 3actocyBanHi KIIK Big 1 mo 5 pokis Ta go 1,46 npu 3actocyBaHHi KIIK nonan 10 pokis).
Bimoma ab6comntoTHa pisuulg y BP (KinbKicTh BUNIa[KiB BUHUKHEHHS PaKy MOJIOYHOI 3aJI031 y XKiHOK,
sKi Hikonmu He 3acTtocoByBanu KIIK, mopiBHSIHO 3 TuMH, XTO 3acTocoBye KIIK Hapasi abo HemogaBHO



3akinyumny npuriom) Oyna HeBenukoio: 13 Ha 100 000 marieHTO-pPOKiB.

* Enmigemionoriudi gocnmigxkeHHs He HajaloTh J0Ka3iB IPUYMHHOI 00YMOBJIEHOCTI TAKHX JAaHUX.
Mopenb MiBUILIEHOT'0 PU3UKY, SIKA CIIOCTEPIraeThCs, Moxke OyTH OB’ si3aHa 3 OilbIll pAHHBOIO
[iarHOCTMKOIO PaKy MOJIOYHOI 3aJI031 y XKiHOK, 1110 3acTocoByBanu KIIK, Giomoriunumu epekraMu
KIIK ab6o koMbiHaIli€ro 000X YNHHHUKIB.

* V xkiHOK, siKi 3acTocoByBanu KI'K, y pigkicHUX BuIlafiKax IIOBigOMIISITIOCS TTPO MOOPOSIKICHI i,
HabaraTo piflIe, IPo 3/M0AKICHI NYXJIMHY NevYiHKu. B oKpeMux BUnagKax TakKi MyXJIMHU IPU3BOTUIH
1o HeOe3MeyHuX A7 KUTTS BHYTPIIIHEOYEPEBHUX KPOBOTEY. TaKUM YMHOM, IyXIMHU NTEYiHKHU CIIif
BpaxOBYyBaTU PH AudepeHLianbHil JiarHOCTUI, AKIIO Y XKiHOK, 5Ki 3acTOCOBYIOTh KI'K, BuHUKa€E
Oisib y BepXHil YaCTHHI KUBOTA, CIIOCTEPIraloThCs 30iMbIIeHHS Ie4iHKA ab0 03HaKH
BHYTPIITHEOYEPEBHOI'0 KPOBOBUJIUBY.

IHwi cmaHu.

* IIpu 3actocyBanHi KIIK y xkiHoK i3 rineprpurninepunemieio abo 3 ii HasgBHICTIO B cCiMeitHOMY
aHaMHe3i MOXKJIMBUY MiABUILEHUN PU3UK PO3BUTKY IaHKPEATUTY.

* EK30reHHi eCTPOTreHM MOXKYTh BUKJIMKATH a00 MOCUJIUTH CUMIITOMU CIIafIKOBOTO Ta HabyTOro
AHTiIOHEBPOTUYHOT'0 HAOPSIKY.

* Xoya ITOBiIOMJISAIOCS IIPO He3HAUHE IiABUINEHHS apTepialbHOT0 TUCKY ¥ 0araThoX XiHOK, SKi
npunMatoTh KIIK, KIiHiYHO 3HaUyIIi MigBUIIEHHS 3yCTPidarThCA PifKo. B3aeM03B’ 130K MixK
npuriomoM KIIK i KiiHiYHOO rinepTeH3ieio He BCTaHOBIeHO. OfHaK, SIKII0 TpUBaia KIIiHIYHO
3Hayyllla apTepiasibHa rinepTeH3is po3BUBaEThCA Ha GoHi 3acTtocyBaHHSA KIIK, mikap mMae
3aboponutu 3actocyBanus KIIK Ta nikyBatu apTepianbHy rineprensito. 3actocyBanHs KITK MoxHa
BiIHOBUTH y pa3i HOpMaJi3allil apTepiaJbHOTO TUCKY 3a JOIOMOI0I0 aHTUTINEPTEeH3UBHOI Teparlil.

* TToBigoMIsisIOCSs IPO BUHUKHEHHS ab0 MOTipIIeHHs TaKUX CTaHiB IIPU BariTHOCTI i IpM 3aCTOCyBaHHI
KIIK: xxoBTsHu1g Ta/abo cBepOiXK, OB’ A3aHi 3 X0IeCTa30M; YTBOPEHHS KaMeHiB Y 2KOBYHOMY MiXypi;
nopdipid; CUCTEMHUY YePBOHUY BOBYAK; F'€MOJIITUKO-YPEMIYHUN CUHAPOM; Xopes CumeHrama;
repIiec BariTHUX; BTpaTa CIIyXy, ITI0B’'sI3aHa 3 OTOCKIEPO30M.

* TocTpi ab0 xpoHiYHi MOpyIIeHHs GYHKIIIl Ie4YiHKKA BUMaraloTh HerahHOTO IPUITUHEHHS
BuKopuctauHs KIIK notu, 0ok mediHKOBi MpoOU He TTOBEPHYTHCS N0 MPUUHSITHUX MTOKA3HUKIB.
PenupuBu XKOBTSHUI Ta/ab0 cBepbOixKy, OB A3aHi 3 X0JIecTa3oM, SKi BUHMKAIU paHille Iif 9ac
BariTHOCTi ab0 BUKOPUCTAHHS CTaTeBUX CTEPOIMiB, TAaKOXK BUMaraioTh NpunuHeHHs npuiiomy KIIK.

* Xoua KIIK M0XyTh BrIuBaTH Ha Iepudepiiiny Pe3UCTEHTHICTh [0 iHCYIiHY Ta OPYIIEeHHS
TOJIEPAHTHOCTI [I0 TJII0K03U, HeMa€e HeoOXiTHOCTI 3MiHIOBaTH CXEMU JIiKyBaHHS XBOPUX Ha IIYKPOBUH
miabert, siki mpuriMmaloTh KITK. OgHak, 3a XKiHKaMu, XBOPUMH Ha IIYKPOBHUi fgiabet, Mae 6yTu
peTeNnbHUM Harisap mif yac 3actocyBaHHS KIIK.

* Xj0a3Ma MOXe NepiofuyHO BUHUKATH, 0COOJIMBO Y KIiHOK 3 HasABHICTIO B aHaMHe3i XJ10a3MU
BariTHUX. 2KiHKaM 31 CXUIBHICTIO IO XJI0a3MU PEKOMEHAYEThCA IIifl 4YaC 3aCTOCYBaHHS JaHOI0
niKapchKoro 3aco0y yHuKaTu nepe0yBaHHS Ha COHII abo mif fieio yabTpadioneToBoro
BUIIPOMiHIOBAHHS.

* XBopoOa KpoHa i Hecnienudiunmii Bupa3KoBiit KoJiT nos’sg3aHi 3 nputomom KITK.

Mepnnute 00CTeKEeHHSI



ITepen moyaTkoM a60 BifHOBIEHHSM 3aCTOCYBaHHS JTiKapChKOro 3aco0y desodemin® 30 nikap Mae
YBaXXHO 03HAMOMUTUCS 3 0COOMCTUM Ta CiMEMHUM aHaMHE30M XKiHKY i BUKJTIOUMTHU BaTiTHICTb.
BpaxoByiouu nmpoTtunoka3anHs (OUB. po3min «[IpoTUoOKa3aHHI») i 3acTepekeHHs (IUB. PO3MiN
«0Oco6IMBOCTI 3aCTOCYBaHHS») IIIOA0 3aCTOCYBAHHS 1IbOTO JIIKaPCHKOT'0 3aC00y, TPOBOASTL TOBHUMN
MeOUYHUM OTJISI Ta BUMIPIOIOTh apTepianbHuy TUCK. KiHIIi c/Iif HamaTH iH@opMalliio om0
BEHO3HOTO Ta apTepiarbHOro TpoMO03y, BKII0YalouX JaHi Ipo PU3UKU IIPU 3aCTOCYBaHHi
JIiKapChKOT0 3ac00y Iesodpemin® 30 y nopiBHAHHI i3 iHmuMu KI'K, mono cumnromis BTE Ta ATE,
BimoMux (paKTOpiB PU3UKY Ta IIOAO Ail IpU mifo3pi Ha TpoM003. TaKoXK, XKIHIN CHIif MOSCHUTH, II0
BOHA [TOBUHHA PETEJIbHO IEePeUYNTATH iHCTPYKIIiIO OIS MEAUYHOTO 3aCTOCYBAHHS JTiKapChKOIo 3aco0y
i moTpuMyBaTHCS BKa3aHUX Yy Hilt pekoMeHpali#. YacToTy i xapakTep 00CTeXKeHHSI BU3HAYAE JTiKap,
BpaxoByiouM o(illifiHi MpaKTU4HI peKOMeHallil, iHIUBigyanbHO OIS KOXKHOI OKPEMO]I XKiHKH.

KiHKY CIlif MoIepenuTH, 110 TOPMOHaIbHI KOHTpalLleNTUBY He 3axuinaioTh Bif BlJI-indexkmnil (CHIIy)
Ta iHIINX 3aXBOPIOBaHb, AKi MepefalThCsl CTaTEBUM IUIAXOM. fKIIO iCHY€e TaKUW PU3UK 3apakeHHS
(y ToMy umchni i mig gac BariTHOCTI abo Iicyig I0JIoTiB), pPEKOMEHOYEThCS afieKBaTHE BUKOPHUCTaHHS
IIpe3epBaTHBa 3 IHIIMMHU MeTOJaMU KOHTpPAIeIil.

3MeHIIeHHA e(heKTUBHOCTI.

EQeKTHBHICTh 3aCTOCYBaHHS JiKapChKoro 3acofy desodemin® 30 Moxke 3HUKYBATHUCh, HAIIPUKTIAZ ¥
pasi mpomnyckKy 3acTocyBaHHS Ta0lIeTOK, BUHUKHEHHS IIJTyHKOBO-KUIIKOBUX PO3JIafiB (AXUB. PO3Min
«Cmocib 3acTocyBaHHS Ta §o3u») ab0 TPy OJHOYACHOMY 3aCTOCYBaHHI IeAKUX JTiKapChKUX 3aC00iB,
SIKi 3HMKYIOTh KOHIIEHTPAIIiI0 B IJIa3Mi KPOBi €TOHOTECTPENy, aKTUBHOTO MeTaboIiTy me3orectpeny
(muB. po3min «B3aemogmis 3 iHIIUMY JTiIKapPCHKUMHU 3aco0aMu Ta iHIM BUIH B3aEMOIIN»).

HOT‘ipH.IeHHH KOHTPOJIIO MEHCTPYAJIBHOT'O ITUKITVY.

[Tig gyac 3actocyBanHs KI'K Mok/uBi HeperynapHi (He3HauHi abo psiCHI) KpoBOTedi, 0CO0IMBO
IIPOTSATOM IEPIIKX MiCAIB 3aCTOCyBaHHS. ToMy OlliHKa Oyab-IKUX HEPETYISIPHUX KPOBOTEY MOXKE
OyTH KOPEKTHOIO JIUIIIEe ITiCIIs alallTallitHOT O Mepiody, SKUi CTAaHOBUTD MPUONIU3HO TPHU IIUKITH.

fKIII0 HeperynsapHi KpoBoTedi 36epiraroThcst @00 BUHUKAIOTH ITiCIIS MTOIEPEIHIX PeTYISPHUX IUKIIiB,
CJIiZl PO3TJISHYTU HErOPMOHaJIbHI IPUYKUHY | IPU3HAYUTH afleKBaTHI JiarHOCTUYHI 3aX0MH,
BKJ/TIOHAIOYH KIOpeTax, AJIsT BUKIIOYEHHS BaTriTHOCTi ab0 3/M0SKiCHOI MyX/IUHHU.

YV mesikvx XKiHOK ITif 9ac iHTepBasy 6e3 TabIeTOK KpOBOTeYa BiIMiHU MOXKe He CIIOCTepiraTucs.
dxmo KI'K 3acTocoByBasu BilIOBiHO 10 peKOMeHAallili, HaBefeHuX y po3mini «Crocib 3acTocyBaHHS
Ta J03U», TO MOXKJIMBICTh BariTHOCTI HeBenuKa. [IpoTe Ko Oynu MOpyIIeHHS IUX PeKOMeHallil 1o
IepIol BifCyTHOCTI KPOBOTEYi BimMiHM B mepiox 6e3 TabneToK abo SIKI0 KPOBOTEYi BifMiHU BiiCyTHi
OBiUi migpsm, mepen TUM SK MPomoBxkuTH mpuiiMaTt KI'K, moTpiOHO BUKITIOUUTH MOKIIMBY BariTHICTh.

Hesohemin” 30 MiCTUTh TaKTO3y Ta HATPIM.

AKI10 y XKiHKM BCTAHOBJIEHO HETIEPEHOCHICTh OesKUX I[yKPiB, 1 IOTPiOHO MPOKOHCYIbTYBATUCS 3
JikapeM, NepIl HiXK NpUiMaTu el TiKapchKuii 3acio.

Lleit mikapcbku# 3aci6 MictTuth MeHIe 1 Mmonb (23 Mr) / mo3y HaTpito, TOOTO MPAKTUYHO BiTbHUU Bif
HaTpIik.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyodo0to.



BariTHICTE.

BariTHiCTE € IPOTUIIOKa3aHHAM M1 3aCTOCYBaHHSA Jleso(beMiH® 30. dxmo xiHkKa 3aBariTHiNa mig gac
3acTocyBanHs JJezopemin® 30, mofasbiue 3aCTOCYBaHHS CIif NPUOMHUTH. ONHAK pe3ylbTaTh
eMnifieMioNIoTiYHUX AOCIiAXKEeHb He BKa3yIOTh Ha MiABUIIEHHS PU3UKY BPOIXKEHUX Baf y AiTel, MaTepi
akux npuiManu KI'K mo BariTHOCTI, K i Ha MOXKJIUBICTh TEPATOT€HHOI [il IpY HEHaBMUCHOMY
npuroMi KI'K Ha paHHIX TepMiHax BariTHOCTI.

[TigBuienust pusuk BunukHeHHs BTE y micnsnonorosuit nepiox ciig 6paTé [0 yBaru npu
BiIHOBJIEHHI IPUIOMY JiKapcekoro 3acoby Hesodemin® 30 (muB. posginu «Crocib 3acToCyBaHHS Ta
no3u» ¥ «OcoBIUBOCTI 3aCTOCYBaHHS»).

CogyBaHHS TPYOOIO.

KI'K MOXKyTb BIIJIMBATH Ha JIaKTallil0, OCKIIbKM BOHU MOXKYTh 3MEHIIYBaTH KiIbKICTh Ta
3MiHIOBaTH CKJaf 'PyAHOT0 MoJioKa. TakuM umHOM, 3acTocyBaHHA KI'K 3a3Buyaii He
PEKOMEHYETHCS [0 MMOBHOT'O 3aKiHYEHHS IIePiOAy TOMyBaHHS TPYAII0. 3 MOJIOKOM MOXKYTh
BUOINSATHCS MaJli KiTbKOCTi KOHTPAIIEITUBHUX CTEPOidiB Ta/abo ix MeTabomiTiB, ane HeMae XKOTHUX
[0Ka3iB, 1110 LIe HeraTUBHO BIIJIMBA€ Ha 3[I0POB’SI HEMOBJIAT.

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

JlikapchKuii 3acib He BIJIMBAE Ha MIBUOKICTH Peakilii Ipy KepyBaHHiI aBTOTPAHCIIOPTOM abo
IHIIUMU MeXaHi3MaMu.

Cnocib 3acmocyeaHHsi ma do3u.
[l11s mepopanbHOro 3aCTOCYBaHHS.
Llo3ysaHHA

[Tpotsirom 21 mgHS mMOCMine mpuiiMaloTh o 1 tabneti. TabmeTKy 3 HACTYIIHOI YITaKOBKY ITOYMHAIOTh
IpUUMaTH IIiC/s 3aKiHYeHHS 7-OeHHOoro mepiony 6e3 mpuiioMy TableToK, MPOTATOM SKOT'0 3a3BUYai
BimOyBa€eThCSl KPOBOTEYA BiMiHU. K IIpaBuiio, BOHA IOUMHAETHCS Ha 2-3-# IeHb IiC/Is 3aCTOCYBaHHS
OCTaHHbBOI TaOIETKH i MOXKe MPOIOBKYBATUCS [0 IIOYATKy 3aCTOCYyBaHHS Ta0JIETOK 3 HACTYIHOI
YIIaKOBKM.

Sk nputimamu Jesogpemin® 30

TabmeTKy HeoOXimHO MPHUUMATH Y 3a3HaUeHOMY Ha YIIaKOBI MMOPSAKY, II0JeHHO, MPHUOIM3HO B OUH i
TOM Ke Yac, 3alIuBaloyy Mpu HeoOXiqHOCTI HeBEIMKOIO KiMbKICTIO PiTUHH.

Sk posnouamu 3acmocysanHa [esopemin® 30

AKuL0 20pMOHANBHI KOHMPAuenmueu y nonepedHil nepiod (MUHYAUl MicAUb) He 3acmMoco8Yy8aau

3acTocyBaHHS TabJIeTOK MOUYUHAIOTH y EPIINH IeHb IPUPOTHOTO LUUKITY KiHKU (TOOTO B IEPIIAN
IeHb MEHCTPYaIbHOl KPOBOTeYi). MOXKHa IT0YaTy 3aCTOCYBaHHS 3 2-5-TO OHS, IPOTE B TAKOMY BUIIQ[IKY



TIPOTSITOM TEPLIMX 7 [HIB MEPILIOT0 LUKJTY 3aCTOCYBaHHS TabJIETOK PEKOMEHTYETHCS JOIATKOBO
BUKOPUCTOBYBaTH 6ap’€pHUM METO KOHTPALENIIii.

ITepexio 3 iHWO020 KOMOIHOBAHO20 20PMOHA/bHO20 KOHMpauy,enmuay (KoMb6iHOBAHO20 NepPopPaIbHO20
koumpauenmuay (KIIK), 8az2iHanbHo20 Kiavusa abo mpaHcoepmaabHo20 niacmupy)

Baxawno, 1100 XiHKa Io4aja 3aCTOCyBaHHS Tesopemia® 30 HaCTYIIHOTO OHA IIICJIs OCTAHHLOI'O
3aCTOCYBaHHS aKTUBHOI TabaeTKH (0CTaHHBOI TaOJIETKH, 1110 MiCTUTh AKTHBHI PEYOBUHHU)
nonepenuboro KI'K, ane He mi3Hile HaCTYIIHOTO OHS IiCIIs TePePBH Y 3aCTOCYBaHHI TaOneTok abo
IiCJIs 3aCTOCYBaHHS HEAaKTUBHOI Tab/IeTKM MMOMepefHbOr0 TOPMOHAIBPHOTO0 KOHTPALIETITURY. Y pa3si
BMKOPUCTAHHS BariHaJIbHOTO KifbId a00 TpaHCHepMasbHOTO IIJIaCTUPY XKiHIli 6akaHO MOYWHATHU
3aCTOCYBaHHSA He30(beMiH® 30 B meHb BUMaIeHHS, ajie He Mi3Hille HA HaCTyIIHOTO 3aCTOCYBaHHS.

fAKI10 monepegHi MeTon KOHTpAIeNIlil BAKOPHCTOBYBABCS ITPABUILHO Ta CUCTEMATUYHO i XKiHKa
I[IIKOM BII€BHEHA B TOMY, IIJ0 BOHA He BariTHa, BOHA TAK0X MOXe 3[iMCHUTH IepeXif 3 iHIIoro
KOMOiHOBAaHOT'O TOPMOHAJIBHOTO KOHTPAIIETITUBY B OyIOb-IKUY MEeHb ITUKITY.

[Tepion Oe3 3acToCyBaHHS TOPMOHAIBHOTO KOHTPAlleNITUBY He Ma€ OyTH HOBIIUM, HiX
PEKOMEH[I0BaHO.

ITepexid 3 npenapamis, sKi Micmsame Auwe npo2ecmazeH («MiHi-niai», iH’ €kuis abo imnaanmam),
abo 3 sBHympiwHvoMamxoegoi cucmemu (BMC), w,0 8usinbHAE npo2ecmazeH

’Kinka Moxe mo4yuHaTH 3actocyBaHHs Je3odemin® 30 y Oynb-aKuil AeHb MiCIs IPUIMHEeHHS
3aCTOCyBaHHS «MiHi-Iini» (y Bunmaaky immnantaTy abo BMC % y meHb #0r0/11 BU#alEeHHS, Y BUIAAKY
in’ekuii ¥ B meHb HACTYMHOI iH €KIIil). Y BCiX 3a3HaUYeHUX BUITaAKaX XKiHKa Ma€ BUKOPUCTOBYBATH
momaTKOBO Oap’€pHUM METOM IPOTSITOM IEePIIUX 7 OHIiB 3aCTOCYBAHHS TabIIeTOK.

ITicas abopmy 8 nepwomy mpumecmpi sazimHocmi

2KiHKa MoKe IMOYMHATHU 3aCTOCYBaHHS IIpenapaTy ofgpasy Imicis abopTy. Y TakoMy BUIIQIKy HeEMae
HeoOXiTHOCTI 3aCTOCOBYBATH NOOATKOBI 3aC00M KOHTPAIEIIIIii.

ITicas nosnozig abo abopmy 8 Opy2omy mpumecmpi eazimHocmi

[ITomo 3acTocyBaHHA IIpenaparty IIifi Yac TOOYBaHHS I'PYALI0 AUB. TAKOXK PO3Min «3aCTOCyBaHHSA
y Tepiof BariTHOCTi abo rooyBaHHS TPYOII0».

2KiHKaM peKOMEeHIY€eThCA IIOYMHATU 3aCTOCyBaHHSA 3 21-r0 abo 28-ro gHs micns monoris abo abopty y
OPYTrOMYy TPUMeCTpi. fAKI0 po3moyaT 3aCTOCOBYBaTH Ipenapar Mi3Hille, peKOMEeHAYEThCS
IOOaTKOBO BUKOPUCTOBYBATH Oap’€pHUM METO[ IMIPOTSATOM IepIInX 7 [HIB 3aCTOCYBaHHS TaOleTok. Y
Oynmb-sIKOMY pasi, SKIIOo B Iel mepion yxke OyNx cTaTeBi KOHTAKTH, TO Iepef I04aTKOM 3aCTOCYBaHHS
KT'K crip BUKITIOUUTY MOKJIMBY BariTHiCTh a00 Imo4YeKaTu [0 IepPIIol MeHCTPYallii.

IIJo pobumu y pasi nponycky nputiomy mabiemku

fKI10 XiHKa CIi3HUIacs 3 3aCTOCYBaHHSIM HACTYIHOI TabIeTKH MeHIIe K Ha 12 romauH,
IIPOTU3AIJIiHA Oisl TpernapaTy He 3MeHMIyeThCs. 2KiHKa MOBHHHA IPUUHATH TabNIeTKy, SIK TinbKU
3rafia€ mpo Hei, i mani mpogoBXKyBaTH 3aCTOCYBaHHS y 3BUYaWHUIM dac.

fAKio XiHKa CcIi3HunIacs 3 3aCTOCyBaHHSIM HACTYIMHOI TabneTKy Oinblile K Ha 12 ToOuH,
KOHTPaALIENITUBHUY 3aXUCT MOXKe 3MEHIIyBaTUCS. Y I[bOMY BUIIQKy AiI0Th ABA OCHOBHI IIpaBuia:



1. He npunumHsATH 3aCTOCYBaHHS TabneTOK Oinblle sIK Ha 7 OHIB.

2. Ilicnmsa mo4aTKy 3aCTOCyBaHHS Ta0JIeTOK afieKBaTHE rajlbMyBaHHS CUCTEMHU «TilloTanaMyc —
rinodis — f€YHUKU» [OCATAETHCA 3a 7 NHIB Oe3lepepBHOr0 3aCTOCYBaHHS.

BiAmoBigHO [0 [IBOT0 Y OBCAKIEHHOMY XKUTTI CJIifi KEPYBaATUCSA TaKUMU IIOpPafaMu:

Tuxpgens 1

2KiHKa IMOBMHHA MPUMHSATH OCTAHHIO MIPOMYIIeHy TaONeTKy ogpasy XK, SK TiJIbKYU 3rafia€ Ipo
IIPOTYCK, HaBiTh SKIIO JOBEOETHCS MPUUHSTH OBi TaOneTKu ogHOYacHO. [lai BoHa
IIPOMIOBXKYE NMpuiiMaTy TabeTKy y 3BU4aiHuil yac. KpiMm Toro, mpoTsiroM HaCTyIHUX 7 OHIB
CJIiI BUKOPUCTOBYBaTU Oap’€pHUM METON KOHTpAIlemlii, HallpuKJilaf mpe3epBaTuB. AKII0 3a
norepenHi 7 mHIB yx&Ke Oy/TH cTaTeBi KOHTAKTH, CJIifl BDaXOBYBATH MOXKIJIMBICTh BUHUKHEHHS
BariTHocTi. YuM OinbIle mpritoMiB TablIeTOK IPOMYIIEHO i YyuM O6NMuxK4nii nepion 6e3
puiioMy TabIeTOoK, TUM OiNbIINY PU3UK BATiTHOCTI.

TuxpeHb 2

KiHKa MOBMHHA NMPUMHATH OCTAHHIO NIPONyIIeHy TaONIeTKy oAapasy XK, IK TiJIbKYU 3rafa€ Ipo
IIPOIIYCK, HaBiTh SKIIO OOBEAEThCS IPUUHSATH MBI TaOMeTKU ogHOYACHO. [lasi BoHa
IIPOMIOBXKYE IMPUNMaTH TabJIeTKU y 3BUYAMHUN Yac. FKIIO0 [0 IIbOTO XKiHKa MPOTIroM 7 OHIB
IIPaBUJILHO IIPHiIMasa MmonepenHi TabIeTKy, TO fOJATKOBI 3ac00M KOHTpAIleMIlil He MOTPi0Hi.
OpHax B iHIIIOMY BUIMAAKy abo0 SKIIO IPOIMYIIEHO pUitoM Oifbilie OfHiel TabIeTKY, IPOTSATOM
HaCTYIHUX 7 OHIB CJIi BUKOPUCTOBYBaTH AOOATKOBI METOOU KOHTPAIEMNIIil.

TuxpeHs 3

Pu3uK 3HUKEeHHS HalilHOCTi 3poCcTa€ 3 HaONIMKEHHSIM IEPEePBH Y 3aCTOCyBaHHi TabJIEeTOK.
OpHak Ipu NOTPUMAaHHI IIEeBHOI CXeMM 3aCTOCYBaHHS TabJIeTOK MOXKHA YVHUKHYTH 3HUKEHHS
KOHTPAIIEITUBHOTO 3aXUCTY. AKII0 HOTPMMYBATUCh OfHIEl 3 HUXKYeHaBeleHUX BKa3iBOK, TO
He BUHMKHE HeoOXigHOCTi BUKOPUCTOBYBATH [OAATKOBI KOHTPALIENTABHI 3aC00M 3a YMOBH,
SKIIIO XKiHKa IIpriiMasa TabJIeTKy MPaBUIbHO IMIPOTSITOM 7 [HIB IO MPOMYCKY. AKIIO0 X Iie He
TakK, TO XKiHKa Ma€ JOTPUMYBATHUCS MEPIIO] 3 HUKUYeHaBeJeHNX BKa3iBOK i BUKOPHCTOBYBaTH
IOOaTKOBi 3am00izKHi MeTOY MPOTITOM HACTYIIHUX 7 OHIB.

1. 2Kinka moBHMHHA MPUMHSATH OCTAHHIO IIPOIYINEHy TabIeTKy ogpasy X, K TiIbKHU 3rafia€ Ipo
IIPOTIYCK, HaBiTh SKIIO IOBEOEThCS MPUUHSATH [Bi TabMeTKH omHOYACcHO. [lasi BOHA IPOIOBXKYE
npuiiMaTi TabNeTKyu y 3BUdaiHuil yac. TabneTKy 3 HACTYITHOI YIIAaKOBKH CJIifl To4YaTu MpuiMaTu
ofpasy X IIicjig 3aKiHYeHHS MoIepefHboi, TOOTO He Mae OyTH IepepBu y IpuiioMi TabIeToK.
ManoiMoBipHO, 10 y XKiHKYM IIOYHEThCS KPOBOTEYa BiIMiHU [0 3aKiHYEHHS 3aCTOCYBaHHS TabJIeTOK
3 OpYyrol yIaKOBKM IIPelapaTy, Xo4da B IIPOIECi 3aCTOCYBaHHS TabIETOK MOXKYTh CIIOCTEePiraTUcs
He3HaYHi KPOB'SIHUCTI BUIiIeHHST ab0 pamToBa KPOBOTEYa.

2. XKiHkKa Tak0X MOXKe IPUIUHUTH 3aCTOCYBaHHS TabJIETOK 3 YIIaKOBKHU, STKY BUKOPUCTOBYE.
B uboMy BUIAAKy IepepBa Ma€ CTAHOBUTH 7 OHIB, BKJIIOYAIOYM [IHI MPOIMYCKYy NMPUAOMY TablIeTOK;
3aCTOCYBaHHS Ta0JIEeTOK CIIif pO3MOYaTy 3 HACTYIIHOI YIIaKOBKHY.

AK1110 XKiHKa ITPOITyCTHJIa YeProBUii IPUtOM TabJIeTOK i MPOTSTOM IIEPIIIOro MJIAHOBOTO Mepiony
0e3 npuitoMy TabIeTOK KPOBOTEYi BifMiHK He 0y710, MOXKJ/IMBO, BOHA 3aBariTHina.



PexomeHOauii Ha 8unadok wayHKOBO-KUWKOBUX po3aadis

Y BUMafKy TSKKOT'0 IITYyHKOBO-KUIIKOBOTO IIOPYIIEHHS BCMOKTYBaHHS IIpelapary Moxe
OyTu HEMOBHUM i Tpeba 3aCTOCOBYBaTH HOAATKOBI 3ac00U KOHTpPAIENIIi.

fAxkmio 6/moBaHHS CTasiocs He Mi3Hilne K yepe3 3-4 TOOWHY IIiC/IsA 3aCTOCYBaHHS TabneTKH, Tpeba
DOTPUMYBaTUCS PeKOMeH Al 00 IPOITyCKy npuiioMy TabneTok (quB. migpo3nin «Io pobutu y pasi
IIPOMYCKY mpuiioMy TabmeTKu» Bulle). JAKII0 XKiHKa He X0ue 3MiHI0OBaTH CBOIO 3BUYHY CXEMY
3aCTOCyBaHHS Ta0JIeTOK, BOHA [TOBUHHA IIPUMHSATH NONATKOBY TabneTKy (TabneTku) 3 iHIIOl
YTIaKOBKH.

Sk 3miHumu abo 3ampumamu NOYamMoxK MeHcmpyau,ii

[ITo6 3aTpuMaTH ITOYAaTOK MEHCTpPYallil, XKiHIIi ITPOCTO CJIifl MPOIOBXKYBATU IPUMMaTH
TabJIeTKY 3 HACTYITHOI YIIAaKOBKY IiCJIs 3aKiHYeHHS IOTepeNHbol i He poOUTH TepepBu. 3a
OaXaHHSAM MOXK/IMBa OyOb-fKa 3aTPMMKa B MexKaX KiJIbKOCTi TaOJIeTOK APYroi yIIaKOBKHU ax
mo ii 3akiHyeHHs. [1ig 4ac 3aTpUMKHU y KiHKU MOXKe CIIOCTepiraTucs panToBa KpoBoTeda abo
He3Ha4Hi KPOB'THUCTI BUIieHHs. [Tic/g HaCTYIHOTO IIJIaHOBOTO 7-IeHHOro nepiony 6e3
IpHUOMYy TabJIeTOK BiTHOBIIOETHCS PETYIISIPHUM TPUNAOM TabJIETOK.

Ins Toro, 100 MepeMiCTUTH ITOYaTOK MEHCTPYyallil Ha iHIIW IeHb TUXKHS, Ha BiIMiHY Bif
HOPMAaJILHOTO LIUKJIIY, KOJIM He 3aCTOCOBYIOTh He3odemin® 30, KiHIi MOKHa
TOPEKOMEHIyBaTH CKOPOTUTH Tepiof 6e3 mpuiioMy TableToK Ha MOTPiOHY KiNlbKiCTh [HIB.
YuM MeHIu#H ey nepios, TuM Ginbiia HMOBIPHICTD BilCYyTHOCTI KPOBOTEYi BigMiHH i
BUHUKHEHHSI HEBEJIMKUX KPOB'SHUCTUX BUMIIEHb Ta KOPOTKOYACHUX KPOBOTEY IIifl Yac
3aCTOCYBaHHS TabJIETOK 3 HACTYITHOI YIIaKOBKM (5K i IpX 3aTPUMII MiCAYHUX).

Himu.

HeMae KTiHiYHUX HaHUX OO0 e(heKTUBHOCTI Ta 6e3MeKu 3aCTOCYBaHHS JIiIKapChKOro 3acoby
miTsaM (BikoM o 18 pokiB).

Ilepedo3yeanHs.

I[Tpo cepito3Hi i Hebe3meuHi YCKTamHEHHS IIPY IIepefo3yBaHHi He moBimoMIsiiaocs. Y pasi
Iepefo3yBaHHS MOXKYTh BUHUKATH TaKi CUMIITOME: HYHOTa, OJIIOBaHHS, y iBYaT Y2 HE3HAYHI
KPOB'SIHUCTI BUMIIEHHSA 3 MiXBU. AHTUIOTIB He iICHYE, JIIKyBaHHA [Iepefo3yBaHHs [IOBUHHO
OyTH CUMIITOMaTUYHUM.

ITo6iuni peakuii.

Omwuc oKpeMux MoOiYHUX peakilin

[Tpu 3actocyBanHi KI'K (KoMO6iHOBaHMX TOPMOHAIbHUX KOHTPAIIETITUBIB) CIIOCTEPIraBCs MigBUILIEHUN
PHU3KK PO3BUTKY apTepialbHOI Ta BeHO3HOI TpoMOoeMOortii, BKII04ayy iHpapKT MioKapmda, mapaniiy,



TPaAH3UTOPHE illleMiyHe MOPYLIEeHHS MO3KOBOT'0 KPOB0OOOIry, TpoM0603 rMMOOKUX BEH Ta eMOO0JIii0
JIeETeHEeBUX CYOUH (OeTanbHO OuB. po3Min «OcoGIUBOCTI 3aCTOCYBAHHS»).

[ami mo6ivyHi peakiiii, 110 BiIMidalOThCs ¥ XKiHOK 1pu 3acTocyBaHHi KI'K, po3rnsHyTi B po3mini
«0Oc06IMBOCTi 3aCTOCYBAHHS».

[Tpu 3actocyBaHHi Bcix KI'K cniocTepiranucsa 3MiHE y XapaKTepi BariHaJIbHOI KpOBOTEYi, 0COOIMBO B
IepIIi MicAIl BUKOPUCTaHHS, TaKOXK (PiKCyBayiXCs 3MiHU 4aCTOTH KPOBOTEUi (BiICYTHICTD, MEHIIA
4yacToTa, OinbIa yacToTa a0o TpUBaIMK Yac), iHTEHCUBHOCTI KPOBOTEYi (3MeHIIIeHHS a0

30inbIIeHHs) abo 3arajbHOI TPUBAIOCTI BariHaaIbHOI KPOBOTEU.

MoxxnuBi mo6iuHi peaxmil', Ipo BUHUKHEHHS SKHX IIOBILOMIISAIOCS IIPK 3aCTOCYBaHHi
eTUHinecTtpamiony/me3orectpeny abo KI'K, B y3aranbHeHOMY BUTTISIMI HaBe[IeHO Y MOAaHil HUXYe
tabmnuii. Bei mobiuHi peakirii momaHo 3a CUCTEMaMH OpPTraHiB Ta 4aCTOTOIO.

JacToTa mobOiyHMX peakiiiit

JacToTa HeBimoMa

. Heuacto )
Cucrema opraHiB YacTto (= (= 1/1 000, Pinko (<1/1000) (HEMOXKJIMBO OLIIHUTH
1/100) 3a HassBHUMU
< 1/100)
MaHUMH)
3 00Ky iMyHHOI i i [inepuyTnuBicTh [3arocTpeHHS
CUCTEMU CAMIITOMiB
CIIafIKOBOTO Ta
Ha0yTOro
AHTIOHEBPOTUYHOTO
HaOPSAKY
3 60Ky MeTaboiamMy i | 3aTpuMKa - -
Xap4yBaHHS PioVHA
[Tcuxiuni po3magu [lennpeCcuBHUY [3HUXKEHHS [TigBUITeHHSA
HaCTpil, 3MiHa pribigo mi6imo
HaCTPOIO
3 00Ky HEPBOBOI ConoBHu# O0inb |Mirpesb
CHCTEMU
3 00Ky opraHiB 30py HemnepenocumicThb
KOHTAKTHUX JIiH3
3 60Ky CyauH BeHo3Ha’ /
apTepianpHa’
TpoMOoeMO0ITist
(BTE/ATE)
3 6OKy IITYHKOBO- Hynora, 6ine y |diapes,
KUIITKOBOT'O TPAKTy  PKMBOTI O11I0BaHHS
3 00Ky LIKip# Ta Bucunu, By3nukoBa
MigIIKipHOI KpPOIIMB'AHKa |epuTeMa,
KJTITKOBUHU MyIbTEMOPGdHA
epuTeMa
3 OOKy binb 30inbIIeHHS BariHanpHi
PENpPONYKTUBHOL Y MOJIOUHUX MOJIOUHUX BUIITEHHS,
CHCTEMU Ta 3a/103ax, 3aJ103 BUIIIEHHS
MOJIOUHUX 327103 00JTI04iCTh 3 MOJIOYHMX 3aJ103
MOJIOUHUX
345103
TTociigKeHHS 30iIbIIIeHHS SHUKEeHHS MacHu
MacHu Tija Tijla




' Haii6inpm npuitHaTHER TepMid MedDRA a71a omucy neBHoI HeGaxaHoi peaxilil. CHHOHIME a60
nofi0Hi cTaHU He IlepepaxoBaHi, aje X TakKoX Tpeba OpaTu o yBaru.

2 YacToTa CIIoCTepeXeHb Y KOTOPTHUX JochimxKeHHSX Big = 1/10000 go 1/1000 XKiHOK-POKiB.

YV kiHOK, gKi mpuiiMany KoMOGiHOBaHI TOpMOHaIbHI KOHTpalenTuBH, 6y1o 3adgikcoBaHo Taki mobiuHi
peaxiii: aHrioHeBpOoTUYHUM HAOPSK Ta/a00 3aroCTPEHHS CIIafKOBOTO aHTiOHEBPOTUYHOTO HAOPSKY,
aKHe, ajIomellisl, KiCTH S€YHUKIB, IOPYIIeHHs MEHCTpYyallil, AuCMeHopes, IT03aMaTKOBa BaTiTHICTE,
cBepOiK, BTOMJIIOBAHICTh, COHJIMBICTh, 0€3COHHS, TillepTepMisi, TiHeKOMacTis, IepeIMeHCTpyalbHUN
CHHIPOM, TipCcyTu3M, 3MiHa JIilifiB y na3Mi KpoBi, 3MiHa aneTtuTty. binbi getanpHy iHbOpMalito Ipo
no0OiuHi peakuii, mpo sKi moBigomsnocs mig yac 3actocyBanus KITK (Tpom6oemObomiusi
3aXBOPIOBAHHS BeH, TPOoMO0eMOO0JTiuHi 3aXBOPIOBAaHHS apTePill, apTepiaibHa TinepTeH3is,
TOPMOHO3aJIeXHi IyXJIMHY (HanpuKiaj NyX/INHY Ie4iHKY, paK MOJIOYHUX 3aJ103), XJI0a3Ma),
HaBeleHOo B Po3mini «OcobnuBOCTi 3aCTOCYBaHHS».

Hani mpo By KITK Ha nabopaTopHi aHami3u AuB. y po3mini «B3aemopmisi 3 iHIIMMU TiKapChbKUMU
3aco0aMH Ta iHIIT BUOY B3A€EMOMIH».

[ToBigoMIIeHHS MIPO Mimo3pioBaHi mo6ivHi peakirii

[ToBimomneHnHs mpo mobiuHi peakiril micns peecTpaitlii Tikapchkoro 3aco0y Ma€ BenvKe 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIiBBiIHOLIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI [IbOTO
JiKapchbKoro 3aco0y. MeguuyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAaM, a TaK0OX IallieHTaMm abo ixHiM
3aKOHHUM IIpe[CTaBHUKAM CJIif] IOBiJOMJISITH IIPO YCi BUMIAAKU Mif03PI0BaHUX MOOIYHNX Peakllii Ta
BificyTHOCTi e(heKTHUBHOCTI JIiKapchKOT0 3aco0y yepe3 ABTOMaTH30BaHy iH(popMalliiiHy cucteMy 3
(dhapmakoHarisAay 3a nocunaHHsaM: https//aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.
YMoBH 30epiranHsi.

30epiratu B opuriHaabHiM yrmakosli mpu Temnepatypi He Buire 30 °C. 36epiratu
YV He[OCTYIIHOMY IJISl JiTed MicCIii.

YnakoBka. ITo 21 ta6neri y 6ictepi. ITo 1 a6o mo 3, abo mo 6 6iicTepiB y KapTOHHIN KOPOOTIi.

KaTteropis Bigmmycky. 3a penenTtom.

BupoOHHK.

Mibe I'MO6X ApIHAUMITTENb.



Micie3HaxoIKeHHsI BUPOOHHKA Ta MOr'0 aJpeca MicCIlsi IPOBaiKeHHsI Tis/IbHOCTI.

Miouxenepiurpacce 15, bpena, CakcoHisg-AuxansT, 06796, HiMeyunHa.



