IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OPOCHI®EM® 20

Cknao:
0itoui peyoBuHU: eTUHINECTPaion, IPOCIiPpeHOH;

1 akTBHA TabIeTKa POKEBOr0 Koiabopy MICTUTE 0,02 MI eTUHINECTPaAiony Ta 3 Mr
OPOCIIiPpEHOHY;

1 TabneTka nmane6o 6inoro KoIEOPy HE MICTUTh aKTUBHUX PEYOBUH;
00NOMIdCHI peYoBUHU:

1 akTVBHA TabmeTKa MiCTUTh JTAKTO3W MOHOTiIpaT, KPOXMaslb KyKYPYO3sSHUM, MalbTOOEKCTPUH,
MarHio cteapaT, Opadry 10A240000 poxeBuii (rimpomMesnosa, TalbK, TUTAHY JiOKCH[
(E 171), momicopbat 80, 3amiza okcup uepBonuii (E 172));

1 Tabnetka nnarne6o MiCTATH JIaKTO3U MOHOTIAPAT, KPOXMaJIb KYKYPYI3AHUY,
MabTOJEeKCTPUH, MarHilo cTeapat, 6ijla CyMill [jig IJTiBKOBOTO ITOKPUTTS (TimpoMernosa,
JTaKTO3U MOHOTrigpat, TuTany miokcup (E 171), makporon 4000, HaTpito UTpar)).

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.
OcHosHi (pi3uko-xiMiuHi 81acmu8ocmi:

aKTUBHI TaOMeTKU: KPYTJIi TaONeTKH, BKPUTI IIiBKOBOIO 000JIOHKOIO POKEBOTO KOJIBOPY 63
ne(eKTiB MOKPUTTS;

TabneTky muane6o: KPyriii TabneTku 3 gBOOIYHUM TUCHEHHSM y BUTJISAI OBaly, BKPUTI
TJTIBKOBOIO 000710HKOI0 6i710T0 KONIbopy 0€e3 medeKTiB OKPUTTS.

dapMakoTepaneBTHYHA rpyna. [OpMOHU CTaTEBUX 3aJI03 Ta IIpemnapaTH, SKi 3aCTOCOBYIOTh IPHU
aToJIoril cTaTeBol chepu. [opMOHanbHI KOHTPALENITUBY OIS CUCTEMHOI'0 3aCTOCYBaHHS.

[TporecrareHnu Ta ecTporenu, gpikcoBani kombinanii. [[pocripeHOH Ta eTUHiIECTPamion.

Komg ATX GO3A A12.

dPapmako102iuHi 8 1acmueocmi.



®apmakoOuHamika.

Iapekc [lepns KOHTpaleNTUBHUX HeBAau A npenaparty: 0,41 (BepxHill IBOCTOPOHHIM 95 %
noBipuui intepsarn ([1I): 0,85).

3aranpHuy ingekc [leprnsa (KOHTpalleNTUBHI HeBAaYi MOMUIKY 3 OOKY MallieHTOK) [AJIg Ipenapary:
0,80 (BepxHiit ABOCTOPOHHIN 95 % moBipuuu inTepsan (HI): 1,30).

Ipocnidem® 20 - KoMGiHOBaHUI OpalIbHUI KOHTPAIENTHB, 10 MiCTUTh eTHHIeCTpafion i
OPOCHIPEHOH. Y TepaleBTUYHUX [03aX OPOCIIPEHOH IIPOSABIIS€ aHTHAHIPOT€HHi i MOMIpHi
AHTUMiHEPAJIOKOPTUKOIIHI BTaCTUBOCTI. BiH He Mae eCTPOreHHO], TTTIIOKOKOPTUKOITHOI Ta
AHTUTTIOKOKOPTHUKOIMHOI aKTUBHOCTi. OTXKe, IPOCIipeHOH Ma€ CX0XuH hapMaKoIoTiuyHuY TPodins 3
IPUPOOHUM IIPOTE€CTEPOHOM.

[TpoTu3amnmigHa mis mpemnapaTy 6a3yeThCs Ha B3a€MOil pi3HUX YNHHUKIB, HAMBAXKJIUBIIIUMU CEePef
SKUX € IPUTHIYEeHHS OBYJIAILIl i 3MiHa IepBiKaIbHOI CEKpPeIil.

3rigHo 3 JAaHUMM KJIiIHIYHUX JOCIIiXKeHb TOMipHI aHTUMiHEePaTOKOPTUKOIAHI BTaCTUBOCTI BIaCTUBOCTI
IOpocmidpem® 20 YUHATH IOMIPHY aHTUMiHEPaIOKOPTHKOIIHY Mil0.

Y xofi TPUIMKITIYHOTO KJIiHIYHOTO [NOCTiAXKEeHHS IPUTHIYeHHS OBYJIALil MOPiBHAHHSA KOMOiHaIlil
npocnipeHoH 3 mr/etuHinectpanion 0,02 Mr nipu 24-geHHOMY Ta 21-geHHOMY pexXumi 24-neHHUN
PEXUM acollitoBaBcs 3 OibII0I0 Cympecielo Po3BUTKY doJikymis. [Ticis HaBMUCHUX TIOMUJTIOK Y
MO3yBaHHI ITPOTSATOM TPETHOTO IUKIIY Tepalil y mepeBaxkHoi OinbIIoCTi KiHOK i3 21-IeHUM pPeXKUMOM
CIiocTepiranacs akTUBHICTh I€YHUKIB, BKJII0YalO4YX OBYJIALII0 IIOPIBHAHO 3 XiHKaMU 3 24-0eHUM
pexuMOM. AKTUBHICTh SI€EUHUKIB IIOBepTajacs g0 PiBHIB, 1[0 OyJIK OO MOYATKy Teparlii mpoTAroM
UKy micns Tepamil y 91,8 % XiHOK i3 24-0eHHUM PeXUMOM.

dapmMaKoKiHemuxka.

[IpocnipeHoH

BcMmoktyBaHH4A. [Ipy nepopaibHOMY IIPUAKOMI APOCIIIPEHOH IIBUAKO 1 MalXKe IIOBHICTI0O BCMOKTYETBCS.
MaxkcumasnbHa KOHIIEHTpAllisl y CUPOBaTIl KPoBi - 38 HT/M - gocsraeThcs MpubIn3Ho yepes 1-2
TONUHY IiCNIsT OGHOPA30BOT0 IpuiioMy. biomoCTynHICTE CTaHOBUTD 76-85 %. OmHOYaCHe BXXUBaHHSI
1Xi He BIIMBa€ Ha OI0MOCTYMIHICTh IPOCIiPEHOHY.

Posnopin. Tlicns nepopanbHOr0 IPUKXOMY CHPOBATKOBa KOHIIEHTPALlid APOCIIPEHOHY 3HUXKYETHCS 3
KiHIIeBUM I1€PioA0oM HalliBBUBEAEHHS, 1110 CTaHOBUTH 31 roguny. [IpocnipeHoH 3B A3y€ETHCA i3
CHPOBATKOBUM aJbOYMiHOM, IIPH IIbOMY He 3'€MHYIOYHCH i3 00y IiHOM, 110 3B’SI3y€ CTATEBi CTepoinu
(I'3CC), Ta kopTuKOin03B’s13ytouuM rnodymninom (K3I'). Tinmbku 3-5 % #oro 3aranbHOi KiTbKOCTi B
CHUPOBATI KPOBi IPUCYTHI y BiIbHOMY cTaHi. CipruyuHeHe eTuHinecTpanionoM nigsuineHss ['3CC ve
BIIJIUBA€E Ha 3B’sI3yBaHHS APOCIIiPEHOHY 3 MPOoTeiHaMU CHpPOBAaTKX KpoBi. CepenHilt 00’'eM po3Mmoniny
OPOCHIipeHOHY CTaHOBUTH 3,7+1,2 n/KT.

MeTabomi3M. [[pocnipeHOH 3Ha4YHOI0 Mip0i0 MeTabo0Ti3yeThCS MiC/Is TepopabHOT0 3aCTOCYBaHHS.
T'onoBHuMHU MeTabO0JiTaMH y I71a3Mi KPOBi € KMCJIOTHI ()OPMU OPOCIiPEHOHY, II0 YTBOPIOETHCS
BHACJIiJOK PO3KPUTTS JIaKTOHOBOTO KiNblis, Ta 4,5-OUTigpo-gpocmipeHoH-3-cynbdart, sSKi
YTBOPIOIOTHCS IIISIXOM TigpaTallii 3 moganblIuM cyiabdaTyBaHHAM. [[poCIipeHOH TakoX € 06’ €KTOM
OKHCHIOBaJIbHOTO MeTabomi3my, 1mo katanisyerbcss CYP3A4. In vitro mpocmipeHOH Moxke cabko abo
IIOMIpPHO IpUTrHiYyBaTu pepMeHTH LuToxpoMy P,.;: CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.



Busegenss. [IIBuAKicTh MeTabOJIiYHOTO K/TiPEHCY OPOCIiPEHOHY i3 CUPOBATKM KPOBi CTAHOBUTH
1,5+0,2 mn/xB/KT. [JpocipeHOH BUAINSAETHCS Y HE3MiHEHiM (GOpMi TiNTbKY ¥ AyKe He3HaUYHIl
KinbKoCTi. MeTabomiTi BUAINAIOTHCS i3 cedelo Ta KajoM Y CIiBBigHOIIeHH] npubnusHo Bixg 1,2 o 1,4.
[Tepion HamiBBUBemeHHS MeTabOIITIB i3 ceyero Ta KaJoM CTAaHOBUTD Mpubau3Ho 40 rogus.

CTaH piBHOBard. YIpoaoBXK LIMKIIY 3aCTOCYBaHHS MaKCUMaJllbHa pPiBHOBaKHA KOHIIEHTpALlisd
IPOCIipEHOHY B CUPOBATII KPOBi CTAHOBUTH NMPUOIN3HO 70 HI/MJI Ta OOCATAETHCS Iicis MpubIu3HO 8
nHiB mpuiioMmy. PiBHI mpocmipeHOHY y cupoBaTIli KpoBi 306i/blyBanucs npubau3Ho B 3 pasu K
HACJIIOOK CIIiBBITHOLIEHHS KiHI[EBOTO [1epiofy HalliBBUBENEHHS Ta IHTepBaly JO3yBaHHI.

Oxpemi kame2opii nauieHMox:

- i3 mopymeHHIM (QYHKIII HUPOK: PiBHOBakKHA KOHI[EHTPALlisl POCIIPEHOHY B CUPOBATILi KPOBi ¥
JKIHOK 13 HUPKOBOI HE[JOCTATHICTIO JIETKOT'0 CTYIEeHs TSAXKKOCTI (KJipeHc KpeaTuHiHy 50-80 Mi1/xB)

Oyra MOPiBHSAHHOIO i3 ITUM ITOKa3HUKOM Yy KiHOK i3 HOpMaJbHOI0 (PYHKIIi€I0 HUPOK. PiBeHb
IPOCIIipeHOHY B CHPOBATIIi KPOBi 6YB y cepenHboMy Ha 37 % BUIIUM Y XKiHOK i3 HUPKOBOIO
HEIOCTATHICTIO CePeOHbOT0 CTYIIeHS TSIXKKOCTi (KimipeHc KpeaTuHiHy 30-50 MJI/XB) MOpPIiBHSHO 3 UM
ITOKa3HUKOM Y KiHOK i3 HOpMa/JIbHOIO (QYHKIIEI0 HUPOK. 3aCTOCYBaHHS OPOCIIPEHOHY
IIPOIEMOHCTPYBAJIO N06PY MePEeHOCUMICTh Y TAIliEHTOK i3 HUPKOBOK HEOOCTATHICTIO JIETKOTO Ta
CepemHbOro CTyIeHs TAXKKOCTI. [Toka3aHo, 1110 TpUUMaHHs OPOCIIPEHOHY He Ma€ KIIiHIYHO
3HAQYYLIOTO e(QeKTy Ha KOHIIeHTPallil0 KaJlilfo B CHPOBaTIli KPOBi;

- i3 mopyIeHHIM QYHKIT1 TeYiHKH: y OOCITiAXKeHHI 3aCTOCYBaHHS pPa30BOi 03U KITipeHC

OPOCIIipEHOHY IIPU ITepOopaIbHOMY 3aCTOCYBaHHI 3HMKYBaBcs mpubau3Ho Ha 50 % B ocib i3
TIOMipHOI0 MEeYiHKOBOIO HEIOCTATHICTIO MOPIBHSHO 3 JOOPOBOJIBIIMU 3 HOPMaJIbHOIO (PYHKIIIEI0
nevinky. [ToMiTHe 3HUKEHHS KITiPEHCY APOCIiPeHOHY Y MOOPOBOJIBINB i3 cepeIHbOI0 IeYiHKOBOIO
HEe[OCTaTHICTIO He MIPU3BEJIO OO0 SBHOI Pi3HUIII IIOA0 KOHIIEHTPAIlil KaJliio B CUPOBaTIli KpoBi. HaBiTh
IIPY HasIBHOCTI I[yKPOBOT'O fiabeTy Ta CymyTHbBOI Teparii CIIipoH0IaKTOHOM (fiBa ()aKTOPH, 1[0 MOKYTh
IIPOBOKYBAaTH TilepKasieMilo) He CIIOCTepiranocs 3poCcTaHHS KOHI[eHTPAllil KaJliio ¥ CUPOBaTIli KPOBi
BUIIE BEPXHBOI MeXki HOpMU. MoxKHa 3po0UTH BUCHOBOK, 1110 APOCIHIPEHOH N00pe NepeHOCUThCS
ocobamu i3 Me4iHKOBOIO HEIOCTATHICTIO IeTKOTo abo cepemHbOro CTymneHs (Kinac B 3a kmacudikauieio
Yannna-I1'10).

EmuHisecmpadion

BcMokTyBaHHA. ETUHINECTpanion micias nepopalbHOro 3aCTOCYBaHHS WIBUOKO 1 IOBHICTIO
BCMOKTYETHCS. MakcuMaibHa CUPOBAaTKOBa KOHLIEHTpAllisl, 110 AOPiBHIOE 33 IIKT/MJI, HOCATAETHCS
IPOTSATOM 1-2 TOMH MicCIIsT OMHOPA30BOro mpuiiomy. AGcomoTHa 6i000CTYIHICTD BHACTIIOK
IIPECUCTEMHOI KOH foraiiii i MeTab01i3My Ipy MepiIoMy IPOXOAKeHHi 4yepes MevyiHKy CTaHOBUTh
npu6nu3Ho 60 %. OmHOYacHe BXXKUBAHHS 1Ki 3MeHIIye 610M0CTyIHICTh €TUHIIECTPafioNny IPUbIN3HO
y 25 % pmocmifKyBaHUX IIPU He3MiHHiM 6i0OCTYIIHOCTI y PEIlTH.

Posnopin. PiBHi eTHHiNEeCTpaAiony y CMpPOBaTIli KpOBi 3MEHIIYIOTHCS ABO(a3HO, TepMiHaibHa ¢a3a 3
mmepiogoM HamiBBUBEOEeHHS - TpuOnu3Ho 24 rogunu. ETuHinecTpamion miiHo, mpoTe HecmenudiyHo
3B’I3YETHCS i3 CHPOBATKOBUM anbOyMiHOM (mpubnu3no 98,5 %) Ta iHgyKye 36inmbIleHHs KOHIIEHTPAIIil
['3CC i K3I' y cupoBarTiii KpoBi. YsaBHUI 06’eM po3mofiny - TpubIu3Ho 5 JI/KT.

Mertaboni3M. ETuHinecTpagion 3HayHO0 Mipoio MeTab01i3yeThCs y MITYHKOBO-KUIITKOBOMY TPaKTi Ta
IIPU IIEPIIOMY ITPOXOAXKEHH] uepes meviHky. ['0JI0BHUM YMHOM Ife BimOyBa€ThCS IIITXOM
TiOPOKCHUIIIOBAHHS apOMaTUYHOI'0 KiJIbIF 3 YTBOPEHHSAM ILIMPOKOI0 CIIEKTPa IiAPOKCUIILOBAHUX Ta
MeTHJIbOBaHUX MeTa0OoIiTiB, SKi MIPUCYTHI y BiTbHOMY CTaHi Ta K KOH'I0TaTH 3 IJIIOKYPOHiTaMu Ta
cynbdhaTtamMu. MeTaboMiyHUM KITipeHC €TUHIIECTPAIioNny CTAaHOBUThL OJIM3BKO 5 MII/XB/KT.



In vitro eTuHinecTpamion € 3sopoTHuM iHribitopom CYP2C19, CYP1A1 ta CYP1A2, a Takoxk
inribiTopom CYP3A4/5, CYP2C8 ta CYP2]2.

Busenenns. ETuHinecTpamion npakTUYHO He BUBOOUTLCSA ¥ He3MiHeHiN (popmi. MeTabomiTu
eTUHiIeCTpaniony BUBOOATHCA 3 CEUEI0 Ta KOBUI0 y CliBBigHOWeHH] 4:6. [Iepion HaniBBUBeOeHHS
MeTabomiTiB cTaHOBUTH MpubIu3HO 1 H0o0y.

CraHn piBHOBaru. CTaH piBHOBaru AOCATAETHCA Y APYTid TOJIOBUHI LUKITy IPUUOMY, KOJIU
CHPOBATKOBUY PiBEeHb eTHHiNECTPaiony 30imbIIyeThCS Y 2-2,3 pa3a.

ITokaiHiyHi OaHi 3 6e3nexu.

Y nabopaTOpHUX TBapUH ePEKTH OPOCIiPEeHOHY Ta eTHHiecTpamiony Oynu oOMexXeHi TaKUMHU, II10
acollioBanuCs 3 BimoMoIo (papMaKoJIoriyHoIO Ai€l0. 30KpeMa, JOCTiAKEeHHS 3 BUSBIEHHS
PENPOAYKTUBHOI TOKCUYHOCTI ¥ TBAapPWH II0Ka3aau HAasIBHICTh BUAOCIEU(pIiYHNX eMOPiOTOKCUYHOTO Ta
(beToTOKCUYHOTO BILIHUBIB. [Ipu eKCro3util, 1[0 IePEeBUIIY€E TaKy ¥ KOPUCTyBaydiB IIpenapaTy
IOpocmidem® 20, y mesIKMX BHMiB TBAPHH CIIOCTEPIrajy BIJIUB Ha CTaTeBY AudepeHIfallio.

KrniniyHi XxapaKTepHCTHKH.
Iloka3aHnHs.
[IepopanbHa KOHTpAIEIis.

PimmenHs npo npusHadenss pocmipem® 20 ciin npuiiMaTy 3 OISy Ha iHAMBiNyasbHi HasBHI
(bakToOpu PU3UKY NAlliEHTKH, 30KpeMa Ha (aKTOpPH pU3unKy BeH0o3HOoi TpoMboembortii (BTE). Takox
crig mopisHoBaTH pu3kK BTE mim yac nikysanus Jpocmidpem” 20 3 TaKMM PH3AKOM IIif] Yac
JiKyBaHHS HIIUMU KOMOiHOBAHUMH TopMoHanbHUMU KoHTpalenTtuBamu (KI'K) (muB. po3minu
«IIpoTunoka3aHHsI» Ta «OCOGIMBOCTI 3aCTOCYBAHHS»).

IIpomunoka3aHHs.

KTK He cJ1ig 3aCTOCOBYBaTH TP HAasIBHOCTI Xx04a 6 OOHOTO i3 HUXK4Ye3a3HaueHUX CTaHiB. ¥
pasi Ko Oymb-AIKWi i3 IUX CTaHiB BUHUKAE BIepIie IIif yac 3actocyBanHs KI'K, mpuiiom
Ipenapary CJIif HeraHO IPUIIUHUTH.

HasiBHiCTH @00 pU3UK PO3BUTKY BeHO3HOI TpoMOoemborii (BTE):

0 BeHO3Ha TpoMbOoeMOOTis Ha JaHuM Yac, 30KpeMa BHACJIiIOK Teparlii aHTHKoaryasHTaMu, abo B
aHamHe3i (Hampukiag Tpom6o3 riaubokux BeH (TTB) abo TpombGoembomist nereHeBoi apTepil
(TEJIA));

0 cmapkoBa abo HabyTa CXUIBHICTH 00 BeHO3HOI TpoMO0oeMOoIIil, 30KpeMa Pe3UCTEHTHICTh 10
akTrBOoBaHOro npoteiny C (y ToMmy uucii myTanis ¢aktopa V JlelineHa), nedinut anTutpoMOiny-III,
nedinut npoteiny C, gediuut nporeiny S;

O BeJIMKi ollepaTHBHI BTPy4YaHHS i3 TprBaolo iMMobinizanieo (auB. po3min «OcobnuBocTi
3aCTOCYBaHHS»);



O BHCOKHWII pU3UK BeHO3HOI TpoMO0eMOoIil Yepe3 HasgBHICTh YHCIIeHHUX (HaKTOPiB PU3UKY (OUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

HasiBHiCTh @60 pU3UK PO3BUTKY apTepianbHOl TpoMboeMbonii (ATE):

0 HasBHICTH apTepianbHOI TpoMOoeMOoItii Ha JaHui Yac abo B aHAMHeE3i (HampuKiaj iHpapKT
Miokapaa) abo HasBHICTh MPOIPOMAJIBHIUX CUMIITOMIB (HaIPHUKIA[ CTEHOKAPIis);

0 TIOpYIIEeHHS MO3KOBOT'O KPOBOOOITY Ha maHuUi Yac a0 B aHaMHe3i, HasgBHICTh IPOIPOMAaIbHUX
CUMIITOMIB (HaIlpUKJafd TPaH3UTOPHa imemiyHa ataka (TIA));

0 crmagkoBa abo HaOyTa CXUIIBHICTE IO apTepianbHOl TpoMOoeMOoIIil, 30KpeMa
rimeproMouucTeiHeMist Ta aHTUTINA [0 dhocdosmimigis (AHTUTINA 10 KapaiomimiHiB, BOBUaKOBUMI
aHTUKOATYJISHT);

0 MirpeHs 3 BOTHUIEBUMU HEBPOJIOTIYHUMHU CUMIITOMaMU B aHaMHe3i;

0 BHCOKHWI PU3UK apTepianbHOl TpoMO0eMOoIil Uepe3 HasiBHICTh YMCENIbHUX (PAKTOPiB PU3UKY (OUB.
po3min «Ocob6auBOCTI 3aCTOCYyBaHHS») ab0 Yepes3 HasBHICTh OQHOTO CEPUO3HOTO (aKTopa PU3UKY,
TaKOro fK:

- IIyKpOBUii fiabeT i3 CyAMHHUMH yCKIIaAHEHHSIMU;

- TKKa apTepiajbHa rinepreHsis;

- TSI2KKa [UCIIMONPOTeIHeMis.

HasiBHICTh TSKKOT0O 3aXBOPIOBAHHS IEYiHKK Ha JAHKUM Yac abo B aHaMHe3i, IIOKH’
MTOKa3HUKHY (QYHKIIl TeYiHKKU He TTOBEPHYJIUCS Y MeXKi HOPMH.

HupkoBa HEIOCTATHICTh TSIKKOTO CTyIeHs abo rocTpa HUPKOBa HEJOCTATHICTh.

HasiBHiCTh MyX/IMH MediHku Ha DaHUH 4ac abo B aHaMHe3i (moOposkicHux abo
37I0SIKICHUX).

HasiBHiCTh Ha maHUY Yac abo B aHaMHe3i paKy MOJIOYHOI 3aJI034, IKUU MoxkKe OyTu
TOPMOHOYYTIUBUM (AuB. po3min “OcobnuBocTi 3acTocyBaHHA”, migpo3nin “Ilyxmuau”).

BariHanbHa KpoBOTeYa HEe3's1COBAHOI €TiONOril.

OpHo4YacHe 3aCTOCYBaHHS 3 TiKapChKUMU 3acob6aMu, 1110 MiCTSTh
oMmbiTacBip/mapuTanpeBip/puTOHaBip Ta fa3alyBip, 3 MiKapChKUMH 3acob6aMu, 110 MiCTSTh
rnekamnpesBip/nibperTacip abo codocOyBip/BenmnaTacBip/BoKcinanpesip (quB. po3min «B3aemomis 3
iHITMMHM NTiKapCbKUMM 3aco0aMu Ta iHII BUOYM B3AEMOIiii»).

[TigBullleHa YYTIMUBICTH [0 Mil04UX pedoBUH a00 0o OyOb-IKOTr0 3 KOMIIOHEHTIB
mpenapary.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.



Cnipm o3HallOMUTHCS 3 iHpOpPMalli€lo IMOAo JIiKapChKOro 3aco0y, SKUi 3aCTOCOBYBaIU
OOHOYACHO, [JISI BUSIBJIEHHS IIOTEHIINHUX B3aEMOMIM.

BB iHmux gikapchkux 3aco6iB Ha J[Ipocmidem® 20

B3aemonii MoxnuBi 3 ikapchKuMHU 3acobami, 110 iHAYKYI0Th MiKpocoMasibHi hepMenTu. Lle Moxe
IIPU3BECTH 10 30iIbLIEHHS KIIiPEHCY CTaTeBUX TOPMOHIB, 1110, y CBOIO YEPTY, MOXKe CTaTH IIPUYUHOIO
HaCTaHHS KPOBOTEYi MPOPUBY Ta/abo BTpaTu e(PeKTUBHOCTI KOHTpalleITHBRA.

Tepanis

[HOyK1is eH3uMiB MoxKe OyTH BUSIBJIeHa BxKe yepe3 KiflbKa OHIiB JiKyBaHHS. MaKcuMalbHa iHOYKITiS
(hepMeHTIB 3arajioM CIIOCTEePIraeThCa Yyepes KinbKa THKHIB. [Ticig BigMiHM NMiKyBaHHS iHOYKIiS
dhepMeHTIB MOXKe TpUBaTH OJTU3BKO 4 THXKHIB.

KOpOTKOCTPOKOBE JiKyBaHHSA

2KinKM, sIKi IpU¥MaroTh JIiKapchKi 3ac00H, 110 iHOYKYIOTH GepMEeHTH, MalOTh TUMYaCOBO
BUKOPUCTOBYBaTU Oap’€pHUM MeTOo abo iHIINY MeTOo KOHTpAleNIlil IomaTKOBO 10 KOMOiHOBaHOTO
opanbHOro KoHTpanentusa (KOK). bap’epHuil MeTon Ciif 3aCTOCOBYBaTH IIPOTATOM YChOTO TEPMiHY
CYNyTHBOI Teparlii i mme npotsaroM 28 oHiB micns 1l IpUNUHEHHS.

ZAKIIo CynyTHS Teparisi MPOROBXKYETHCS IMicg 3aKiHYeHHS OCTaHHiIX akTHBHUX TabneTok KOK B
yTIaKoBIi, TpuiioMoM TabeToK myanebo CIifl 3HeXTyBaTH Ta I0YaTH IPUIOM aKTUBHUX TabJIeTOK 3
HacTynHOI yrmakoBku KOK.

JTOBTOCTPOKOBE JIiKYBaHHS

2KiHKaM IIpu [OBrOCTPOKOBI Teparllii Aifo4MMy peYOBMHAMH, 1110 iHAYKYIOTh (epMEHTH MeYiHKHU,
PEKOMEHOYEThCS 3aCTOCOBYBAaTH Oap’epHuUi abo iHIINY HagiiHUM HETOPMOHAIBHUN METO[
KOHTpAaIemIiil.

Huxue3a3HaueHi B3aeMopil Oyu 3adikcoBaHi 3rigHO 3 0ny0/IiKOBAHUMY JaHUMU

Iitoui peuosuHu, w,o 36iavwyroms kaipeHc KOK (3HudceHHs epekmusHocmi KOK uepes
IHOYKUi0 (hepMeHMIB), HANpuk.aao:

O6apbiTypaTu, 603eHTaH, KapbaMas3eliH, GeHiTOiH, MIpUMigoH, prudaMIIilluH; JTiKapchKi 3acobu, 110
3acToCcoByI0ThCS Ipu BlJI-iH(ekmil: pruToHaBip, HeBiparmiH Ta edaBipeHIl; TaK0XK, MOXKJIIUBO,
denbamat, rpu3eodyabBiH, OKCKapOa3eIiH, TomipaMar i pOCIMHHI TiKapchKi 3aco0H, 110 MiCTSTh
eKCTpakT 3Bipo6oio (hypericum perforatum).

Liroui peyoguHU 3 HeNnOCMIiluHUM 8nausoM Ha KaipeHc KOK

[Tpu ogrouacHoMy 3actocyBaHHi 3 KOK Benuka kinbkicTh KoMmOiHaniit iHri6iTopis BIJI-mpoTea3u Ta
HEHYKJIEO3UHUX iHTi0iTOPiB 3BOPOTHOI TPaHCKPHUIITa3H, BKIII0OUal0yy KoMOiHallii 3 inribiTopamu
Bipycy renatuty C (BI'C), MoXKyTb migBuIllyBaTH a00 3HWXKYBaTH KOHILIEHTPAIlil eCTporeHy abo
IIPOTEeCTUHIB ¥ ma3Mi KpoBi. CyKyIHUM BIJIUB TAKUX 3MiH MOXKe OyTH KITiHIYHO 3HAUYIIUM Y OETKUX
BUIIAKaX.

Tomy mist BUSIBIIEHHS IIOTEHIIIHUX B3aEMOIiN Ta OyIb-IKUX iHIIMX PeKOMeHIaIl# cia
O3HaloMuTuCA 3 iHpopMalli€io 010 MEAUYHOT0 3aCTOCYBAHHS JTiKapChbKOT0 3aco0y [Js JTiKyBaHHS
BIJI/BI'C, siki mpuiiMaloTh ODHOYACHO. Y pas3i HasgBHOCTI Oyab-IKMX CYMHiBiB KiHKaM JOJaTKOBO CIIif



BMKOPUCTOBYBaTU Oap’epHUI MeTOX KOHTpallellii Ipu Tepatil inriditopamu mpoTeasu abo
HEHYKJIE03UTHUMU iHTi6iTOpaMu 3BOPOTHOI TPAHCKPUIITA3H.

Iitoui peuosuHu, w0 3HuNcytomsb KaipeHc KOK (iHzibimopu ¢pepmeHmis):
KniniyHa 3Ha4yUIicTh MOTEHIINHOI B3aeMOfii 3 iHriGiTopamMu pepMeHTIB 3aIUIIaeThCs He3’ ICOBAHOIO.

OpHOYaCHe 3aCTOCYBaHHS CUNTbHUX iHTiIOiTOPiB CYP3A4 MOKe HmigBUINUTH IJIa3MOBI KOHIIEHTPAITil
ecTporeny abo mporectury, abo 000X KOMIIOHEHTIB.

YV mocnimxeHHi 6araTopa3oBux 003 KoMmbiHallii gpocmipeno# (3 mr/mo0y)/etuninectpanion (0,02
Mr/mo0y) 3 OMHOYACHUM 3aCTOCYBAaHHSIM cuIbHOTO iHTiOiTopa CYP3A4 KeTokoHa301y mpoTsiroM 10
nuiB 3HaueHHs AUC(0-24h) mpocmipeHoHY Ta eTuHinecTpapiony 36inbiuryBanocs y 2,7 Ta 1,4 pa3a
BiIIOBigHO.

[Tpu ogHOYACHOMY IpUiiOMi eTOPUKOKCHOY Y mo3ax Bif 60 go 120 mr/moby 3 KomOGiHOBaHUM
TOPMOHAJILHUM KOHTpauenTusoM, 1o MictuTs 0,035 Mr eTuHineCcTpagiony, BUABIAIOCS MigBUALIEHHS
IIJTa3MOBUX KOHI[EHTpalill eTuHinectpazgiony B 1,4-1,6 pa3a BigmoBigHO.

Bnaus IIpocnipem® 20 Ha iHwi aikapcvki 3acobu. OpasibHi KOHTPAIEIITABH MOXKYTh BIJIMBATH Ha
MeTa0o0J1i3M iHIMX Aif0YnX peyoBUH. BOHM MOXYTh 3MiHIOBATH KOHIIEHTPAIII0 MiF0UuX
PEYOBUH y IJ1a3Mi Ta TKaHWHAX: HiABUINYBaTH (SIK, HAIPUKIIa[, IIUKIOCIOPKH) 1 3HUXKYBaTHU
(9K, HAaIpUKIa[, TaMOTPUOKUH).

3a maHUMHU OAHWMHU OOCTiIXKEeHb B3aEMOIi in Vivo, TPOBeIeHUX 3 YUaCTIO XKiHOK-TOOPOBOIbIIIB, SKi
IpUiMany OMeNnpas3oJi, CAMBACTaTUH i Mifjla3oyiaM SiK iHIUKaTOpU-CyOCTPaTH, BILIUB IPOCIiPEHOHY B
mo3i 3 MT 3 iHIIUMY JIiKapCbKUMHU 3aco0aMu, MeTabo1i3M SKUX BifOyBa€ThCS 3 yUACTIO IIUTOXPOMY
P450, ManoiMOBipHUH.

Kniniyni mani cBigyath mpo Te, 110 eTUHiNECTpamion nmpurHivye kiipenc cyoctpatis CYP1A2, 110
crpuyuHse ciabke (Hampukian, Teodinin) abo momipHe (Hampukiad, TU3AHIAWH) TiABUIIEHHS 1X
I7Ta3MOBUX KOHIIEHTPAIIil.

IHwi popmu 83aemo0ii. Y mallieHTOK i3 HUPKOBOIO HEIOCTATHICTIO OHOYaCHE 3aCTOCYyBaHHS
ApocImipeHoHy Ta iHribitopiB AII® abo HeCTepOIAHUX IPOTU3aNaNbHUX 3aC00iB He BUABIISE iICTOTHOTO
BIIJIBY Ha PiBeHb KaJlilo B CUpoBaTi KpoBi. OfHaK 0gHOYACHEe 3aCTOCYBaHHS JIiIKapChKOI0 3aco0y
Opocmidem® 20 Ta aHTArOHICTIB aNbAOCTEPOHY ab0 Kasii36epiralouux [iypeTukiB He HOCIiIXKYBaIH.
Y ubomy BUNAAKy HeoOXifiHe OOCTifKeHHs PiBHS KaJlilo B CHPOBATIi KPOBi IIPOTATOM IIEPIIOTO LUUKITY
IPUHOMY ITpernapary (OuB. TaK0XK po3Min «Oco6IUBOCTI 3aCTOCYBaHHS»).

JlabopamopHi aHanizu

3actocyBanHs KIIK Moxke BnMBaTH Ha pe3yJIbTaTy AeAKUX 1a00paTOPHUX aHaNi3iB, TaKUX K
OioxiMmiuHi MOKa3HUKYU QYHKIIII MeUiHKM, IIUTOBUIHOI 327103, HAGHUPKOBUX 3a7103 i HUPOK, Ha
KOHIIEHTPAIIil0 ¥ IIJTa3Mi KPOBi TpaHCIIOPTHUX OiNIKiB, TaKUX SIK TOOYIIiH, 110 3B’SI3y€E
KOPTHKOCTEPOINHY, Ha KOHIIEHTpallil0 y Ia3Mi KpoBi ¢pakiiil mimigiB/ninonpoTeidis, Ha IOKa3HUKH
BYIJIEBOJHOr0 00MiHY, Koaryn4uil Ta GpiopuHonily. 3a3Budail Taki 3MiHU epe0OyBaOTh y MeXkax
HopMHU. [IpocmipeHoH 30iblye aKTUBHICTh PEHIHY Ta ajlbIOCTEPOHY V IJIa3Mi KPOBI, 110 iHOYKYETHCS
J10T0 TIOMIPHOI aHTUMiHEPaIOKOPTUKOITHOIO aKTUBHICTIO.

dapMaKomMHaAMiUHi B3aEMOI1

[Tig yac kniHiYHUX BUMIPOOyBaHb y MAIiEHTIB, gKi NTiKyBanucs Bif iHdekmiit renatuty C (BI'C) 3a



IOTIOMOT010 JTIKapChKUX 3ac00iB, 110 MiCTATL oMOiTacBip/mapuTanpeBip/puToHaBip Ta ga3adyBip 3 a0o
6e3 pubaBipuHy, 3HAYHO MiABUILUBCS PiBeHb TpaHcaMiHa3 (AJIT), 1110 mepeBUIIyBaB BEPXHIO MEXKY
HopMmu (BMH) y 5 pagiB yacrTille y X)iHOK, SKi BAKOPUCTOBYBaIM IIpemnapaTH, 0 MiCTITh
eTHHiecTpaion, Taki sk KoMbiHoBaHi ropmoHanbHi KoHTpanenTtusu (KI'K). Kpim Toro, migBuieHHs
piBug AJIT TakKoXK CIIOCTepiranaocs Ipy 3aCcTOCYBaHHI IPOTHBIPyCHUX JTiKapChKUX 3ac00iB, 1[0 MiCTAThH
riekamnpesip/nibperTacsip abo codocOyBip/BenmnaTacBip/BoKCiianpeBip, ¥ XkiHOK, SIKi 3aCTOCOBYBaIu
JIiKapCchKi 3aco0w, 1110 MicTATL eTuHinecTpamion, Taki sk KI'K (ouB. po3pminu «IIpoTunoka3aHHs»).
TakuM YMHOM, HALi€HTH, Ki npuiiMaioTs Opocmidpem” 20, IOBUHHI IePERTH Ha aJlbTePHATHBHUH
crioci® KOHTpallenil (HallpuKaj, MPorecTareH - TiIbKKA KOHTpAIemniliss a0 HeropMOHaIbHi
MEeTOOM KOHTpPAIeIIlil), epil HiXK pO3IoYaTH JIiKyBaHHS UMM CXeMaMu KOMOiHOBAHUX JTIKapChKUX
3aco6iB. Jlikysanusa pocmipem® 20 MOXKHA BiJHOBUTH Yepe3 2 THXKHI MMiciisd 3aKiHUeHHS
JIIKYBaHHS LIMMU CXeMaMy KOMOGiHOBaHUX JTiKapChKUX 3aco0iB.

Oco6 1ueocmi 3acmocye8aHHs1.

Y pagi HasiBHOCTi OyAb-5IKOTO i3 3a3HaYeHUX HUKYe CTaHiB/(paKTOPiB pU3UKY AOLINbHICTH
3acTocyBanHs JIpocmipem® 20 ciif 06roBOPUTH 3 XiHKOIO.

. Y pagsi 3arocTpeHHs a0 BUHUKHEHHS OyOb-SKOT0 3 I[UX CTaHiB ab0 paKTOpiB pU3UKY
PEKOMEHYEThCSI 3BEPHYTHUCS [0 JliKaps, 1100 BUSHAYUTH, YK CJIifl MPUITUHUTH 3aCTOCYBAHHS
npenapaty Jpocmidpem® 20.

. Y pagzi nigo3proBanoi abo migTBepaxeHol BTE a6o ATE ciif mIpUNIUHUTY 3aCTOCYBaHHS
npemnapary. Ko po3modyaTo aHTUKOATYISHTHY Tepalliio, CJIifi 3a6e3ne4nTy abTepHaTUBHY
aJleKBaTHY KOHTpAalelllil0 Yyepe3 TepaTOreHHUY BIJIUB aHTUKOATYJISHTIB (KyMapuHu).

. LIMpKyISTOPHI po3nagu
Pu3uk BeHO3HO1 TpoMOoeMOo0;1ii (BTE)

3acrocyBanHs Oymb-skux KI'K migBuiiye pu3uk po3BUTKY BeHO3HOI TpoMboembortii (BTE) y XKiHOK,
SKi IX 3aCTOCOBYIOTE, TIOPIBHSIHO 3 TUMH, SKi iX He OTPHMYIOTh, OOHAK il YacToTa MeHIIa, HiXX 4acToTa,
IOB’s13aHa 3 BariTHicTIo (60 Bumankis Ha 100000 BariTHocTel). JIikapchKi 3aco0H, 110 MiCTSATh
JIEBOHOPTECTpPeJI, HoprecTuMaT ab0 HOPETUCTEPOH, aCOIliI0I0ThCS 3 HUXKYUM pu3ukom BTE.
3acToCyBaHHS iHIIKX TiKapChKUX 3aco0iB, Takux sk [Ipocmidem® 20, MOKe IPU3BOAUTH [0
IiBUIIEHHS PU3UKY YOBiYi. PimeHHs npo 3acTocyBaHHS JTiKapChKUX 3ac00iB, OKpIM THX, 1II0 MalOTh
HaMHMKYNM pu3uK po3BUTKy BTE, ciig npuiiMaTu nuiiie micyisi 06roBopeHHs 3 XKiHkoi. HeobxigHo
IIepeKOHAaTHC s, III0 BOHAa YCBimoMIII0€ pu3uK po3BUTKy BTE, acorilioBaHuy i3 3aCTOCyBaHHAM
nikapcekoro 3aco6y Opocmidem® 20, CTymiHb BINIKBY HasgBHUX y Hei GakToOpiB PU3UKY Ta TO# (GaKT,
mo pu3uk BTE € HalBUIIUM IIPOTSATOM IIE€PIIOTr0 POKY 3aCTOCYyBaHHSA. 3a AesIKUMU JaHUMU pu3uk BTE
MO2Ke 3pOCTaTH IIpH BimHOBNeHHI 3acTocyBanHs KI'K micns mepepsu y 4 TuxHi abo moBIie.

Pu3uK PO3BUTKY BEHO3HUX TPOMOOEMOOTIUHMX YCKIIaMHEHb Y XKiHOK, sKi 3acTocoByioTh KI'K, Moxke
OyTH 3HAYHO BUIIKMM IIPU HASIBHOCTI HONATKOBUX (H)AaKTOPiB PU3UKY, OCOOIMBO MHOXWHHUX (IUB.
TaOJININO).

Ipocmidem® 20 mpoTHIOKA3aHKUM XKiHKaM 3 MOEAHAHHSAM (HaKTOPIiB PU3KKY, 110 CTBOPIOIOTH yKe
BUCOKUY PU3UK BEHO3HOT'0 TPOMOO3y (IuB. po3min «IIpoTunoka3aHHs»). AKIo XkiHKa Mae Oinblie
OfHOTO (haKTOpa PU3UKY, 3POCTAHHS PU3UKY MOKe OyTH OiNbIIMM, HiXK CyMa PU3UKIB, acoIlilioBaHUX
i3 KOKHUM OKpeMuUM GaKTOpOM, TOMY CJIifi OpaTy 0O yBaru 3arajabHui pu3uk po3BUTKy BTE. dKimno



CIIiBBiIHOIIIEHHST KOPUCTH/PU3UK BBaXKa€ThCS HeraTuBHUM, TO KI'K He criif npr3HavaTy (OUB. PO3MiN
«IIpoTUNIOKa3aHHS»).

[TpubnusHo y gBox i3 10000 xkiHOK, gKi He 3acTocoByloTh KI'K Ta He BariTHi, po3BuBaeTbcsa BTE
IPOTATOM Tepiony crnoctepexeHHs B 1 pik. [IpoTe gnst 6yab-siKoi OKpeMOI XKiHKU PU3UK MOXKe OyTH
HabaraTo BUIIUM 3aJIe3KHO Bifl paKTOpiB pU3UKY (OUB. HUKYE).

BcranosneHo, mo 3 10000 xiHoK, sKi 3acTocoBy0Th KI'K, 1110 MiCTATE ApocHipeHoH, v 9-12 XKiHOK
po3BuHeThCs BTE npotsirom 1 poky. Lli moKa3HMKY OTPUMaHO Ha OCHOBI BCIX JaHUX
eIIiIeMiOIOTiYHUX OOCIiAXKEeHb 3 ypaXyBaHHAM BiJHOCHUX PU3HUKIB, IIOB’I3aHUX i3 IPUAOMOM Pi3HUX
KTK, nopiBaAHO i3 3acTocyBaHHaM KI'K, 1110 MiCTSATE JIEBOHOPTECTPEII.

ITe OPiBHIOETHCA 3 MOKA3HUKOM 6 y XKiHOK, fIKi 3aCcTOCOBYIOTh KI'K, 1110 MiCTSATE IeBOHOPrecTpes. Y
cepenuaboMy 5-7 BumazkiB Ha 10000 XiHKO-POKiB Ha OCHOBI PO3paxXyHKY BiTHOCHOT'O PU3UKY
3actocyBaHHA KI'K, 1110 MICTATE J1IEBOHOPIeCTpes], IIOPIBHAHO 3 TAKUM Y XKIHOK, SIKi HE OTPUMYIOTh
KT'K (6mu13bK0 2,3-3,6 BUIIagKa).

B o60x Bumaakax KinbkicTh BuHUKHEHb BTE 3a pik Oysia MeHIO00, HiXK 3a3BUYall 09iKyeThCS
IIPOTSATOM Tepioay BariTHOCTI a0 y miCAI0I0roBOMy Iepiomi.

BTE Moxke npu3BOAUTHU [0 JIeTalbHUX HACMifKiB y 1-2 % BUMafKiB.

Kinbkicts BunaakiB BTE #a 10000 xiHok 3a 1 pik

(=]

dakTopu pu3uKy po3BuUTKy BTE

®akTOp PU3HUKY IIpumirka
OxupiuHs (iHOEeKC Macu Tina Pu3uK 3HAYHO MiABUIIYETLCS IPU 30i/bIIIEHH]
nepesumye 30 Kr/m°). IHIleKCy Macu Tina.

Oco6nuBo moTpebye yBaru Ipu HasBHOCTI iHIINUX
(hakTOpiB PU3UKY.

Tpusasna iMMo0inizanis, Benuke PexoMeHy€eTECS IPUNIUHUTH 3aCTOCYBaHHSA
olepaTUBHE BTPy4YaHHs, Ollepallis Ha npenaparty (y pasi IJ1aHOBOr'O OIlePaTUBHOIO
HUXKHIX KiHIIiBKaxX a0 opraHax Ta3sa, BTpy4YaHHA IIOHaVMeHIIe 3a 4 TUXKHI) Ta He
HelpoxipypriuHi BTpydyaHHsd a00 BelKa BigHOBIIOBATH 3aCTOCYBaHHS paHillle HiX depes 2
TpaBMa. TUKHI IiCJIS TIOBHOT'O BiTHOBJIEHHS PYXOBOI

[TpumiTka: THM4YacoBa iMMoO0ili3alisi, y aKTUBHOCTI. 3 METOI0 YHUKHEHHS HeOaxKaHol
TOMY YMCJIi TepeiboTH > 4 TOOWH, TAKOXK BariTHOCTI CJIifj 3aCTOCOBYBATH iHILI METONU
MOXKYTh OyTH (PaKTOPOM PU3UKY PO3BUTKY KOHTPAIETILIi.

BTE, 0oco0nuBO y XKiHOK 3 iHIIUMHA Crnif po3TASHYTH JOUiNIbHICTh @HTUTPOMOOTHUYHOL

(baKTopaMu pU3UKY. Tepanii, Km0 3acTocysanHs dpocmidem” 20 He
Oy710 moTnepeHbO IPUIIUHEHO.

CiMeliHni aHaMHe3 (BeHO3HA Y pa3zi HasBHOCTI CIIaIKOBOI CXUIIBHOCTI Iepen

TpoMO60eMO0Iist ¥ KOroch i3 pigHux 3acTtocyBaHHSIM Oynb-akux KI'K xKiHkam

OpatiB/cecTep abo 6aThKiB, 0COONMMBO Yy  PEKOMEHOYETHCS MOPATUTHCS 3i CIemniamicToM.
BITHOCHO MOJIOIOMY Billi, HAIIpUKJIaL OO
50 pokiB).



IHmIi ctany, noB’s3aHi 3 BTE. Pak, cucTeMHUl YePBOHUY BOBYAK, T€MOIIITUKO-
YPEMIUHUY CUHAPOM, XPOHiIUHE 3allajbHe
3aXBOPIOBaHHS KUIIEYHUKY (xBopoOa KpoHa abo
BHPA3KOBUY KOJIiT) Ta CEPIONOAiOHOKITITUHHA
a"eMis.

Bixk. Oco06muBo BikOM Bif 35 pOKiB.

HeMae eguHOi AyMKHU 00 MOXKJIMBOTO BIUIMBY BAPMKO3HOT'0 PO3LINPEHHS BEH Ta II0BEPXHEBOTO
TpoMO0(D1e6iTy HA PO3BUTOK Ta IPOrPECYBaHHS BEHO3HOTO TPOMOO3Y.

Heo06xigHo 3BEpHYTH yBary Ha MigBUINEHUN PU3UK PO3BUTKY TPoMO0eMOoIil ¥ mepiof BariTHOCTI,
0CO0/IMBO MIPOTATOM 6 THKHIB IicIIs MOJOTiB (iHpopMatiio Moo nepiogy BariTHOCTI abo rogyBaHHSA
TPYOAI0 OUB. Y PO3MiNi «3aCcTOCyBaHHS Y Iepiof BariTHOCTI abo rogyBaHHS TPYLII0»).

CumnTomu BTE (Tpom603 rmnboKUxX BEH Ta TpoMO0eMOoIIisi IereHeBOol apTepii)

KiHKaM peKOMEeHOYEThCS y pa3i M0sgBU HUKYEBKa3aHMUX CUMIITOMIB HETallHO 3BEPHYTUCSA [0 JIiKaps
Ta IIOBIMOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KI'K.

Cumnromamu TpoM003y rinubokux BeH (TTB) MoXyTh OyTH:

- OMHOCTOPOHHI! HaOpsAK HOTM Ta/abo CTymHi ab0 AiNSHKY y30BK BeHU Ha HO3i;

- 6irb @60 migBUINlEHA YYTIMBICTh ¥ HO3i, 1[0 MOXKe BiluyBaTHUCS TiJIbKU IIPU CTOSTHHI a00 X0mb0i;
- BiIUyTTs 3Xapy B ypaXkKeHill HO3i; mouepBOHiHHA ab60 3MiHa KOJIbOPY LIKipX Ha HO3i.
Cumnromamu TpoMOoembotii nereneBoi aprepii (TEJIA) MoxyTh OyTH:

- panToBa 3afMIlKa He3 SICOBaHOl eTiosorii abo MpUCKOpPeHe AUXaHHS;

- PanToOBUY Kalllellb, KU MOXKe CyIIPOBOMXKYBaTUCSI KPOBOXapKaHHIM;

- pi3kuii Ginb y rpynsx;

- TSIKKe 3allaMOpoYeHHs a00 BEepPTUTO;

- IPUCKOpeHe abo HeperynsapHe ceprebuTTs.

IesKi 3 BUllleHaBeJeHNX CUMIITOMIB (HampuKiaf, 3afuilKa, Kalllellb) € HecrelupivHuMU Ta MOXKYTh
OyTu iHTeprpeTOBaHi HEBIPHO 5K MPOSIBY OiIBIIT PO3MOBCIONXKEHUX Ta MEHIII TSIXKKHUX CTaHIB
(HampuKIIaf SIK MMPOSIBY PECIipaTOPHOI iHbexKIIii).

[HIIMMU 03HAKAMU OKJII03il CYOUHU MOXKYTh OyTH: PanTOBUM Oinb y KiHIIiBIl, HAOPSK, TOCTPUM KUBIT
Ta He3HAYHUH 1iaHO3 MIKipH KiHIIiBOK.

EHKH.[O OKJII03is PO3BUBAETHCS Y BeHAaX CITKIBKY, TO CUMIITOMU MOXKYTh BapilOBaTUCH Bifl
6e360icHOT0 pO3MUBaHHA 30pY, SIKe MOXKe IIPOrpecyBaTu J0 BTPATHU 30py. IHKOIM BTpaTa 30py
PO3BUBAETHCA MalKe MUTTEBO.

Pusuk aprepianbHoi TpoMmOoeMmoOortii (ATE).

B emigeMionorigaux nociigKeHHAX BCTAHOBIIEHO 3B’930K Mix 3acTocyBaHHAM KI'K Ta 30inbimieHHAM
PU3UKY apTepianbHUX TPOMO0EMOOTIYHUX YCKIamHeHb (iHapKT Miokapaa) abo pu3uKy IOPYIIEHb



MO3KOBOT'0 KPOBOOOIry (HampuKiaf, TPaH3UTOPHUX illIeMiYHUX aTakK, iHCYIbTYy). Bunmagku
aprepianbHOi TpoMOOeMOO0ITii MOXKYTh OyTH JIeTaTbHUMU.

®arTopu pu3nky ATE

Pusuk aprepianbHux TpoMO60eMOOTiYHNX YCKIagHEHDb ab0 MOpyIIeHh MO3KOBOTO KPOBOOOITY B pasi
3actocyBaHHS KI'K 3pocTae y XKiHOK 3 HasBHUMU (paKTOpaMy PU3UKY (OUB. TaOJIUITO).

Ipocnipem® 20 IPOTUIOKA3aHHI KiHKAM 3 OGHAM CEPHO3HUM ab0 3 IOENHAHHAM [eKiTbKOX
dakropiB pusuxy ATE, 1110 CTBOPIOIOTE IyKe BUCOKUY PU3UK apTepiasbHOTO TPoMOO03y (OUB. PO3Min
«[IpoTUnoKa3zaHHs»). AKIIO XKiHKa Mae OinbIlle OgHOTO paKTOpa PU3UKY, 3POCTAHHS PUIUKY MOXKE
OyTu GinmbIIMM, HiXK CyMa PU3HUKIB, acOIilOBaHUX i3 KOXKHUM OKpeMuM (HaKTopoM, TOMY ciiif 6paTu o
yBaru 3arajbHU pU3UK. fAKIIO CIiBBIHOIIEHHS KOPUCTH/PU3UK € HECIIPUSATIINBUM, HE CIIif
npusHavdaTyd KI'K (guB. po3gin «IIpoTUnoKa3aHHSI»).

dakTopu pu3uKy po3BUTKY ATE

DaKkTOp PU3HKY IIpumiTka
Bik. Oco61uB0 BiKOM Bif 35 POKiB.
[TamiuHS. KinkaMm, sKi KopuctyoThca KI'K, pekoMeHAy€eThCS

yTPUMYyBaTUCA Bif ManinHsg. 2KiHKaM BiKOM Bif 35
POKIiB, sIKi IPOOBXKYIOTh IaIUTH, HACTINHO
PEKOMEHAYETHCS 3aCTOCOBYBATH IHIIIUY METOL
KOHTpaleImil.

AprTepiasnbHa rinepTeHsis.

OxupiHHg (iHOEKC MacH TiNla epeBulllye PU3MK 3HAYHO MigBUIIYETHCS MPU 30iblIeHH]

30 xr/m%). ingekcy macu Tina. Oco6nuBo nmoTpedye yBaru npu
HasBHOCTI y XKiHOK iHIINX (aKTOPiB PU3HUKY.

CimeniHu# aHaMHe3 (apTepiaibHa Y pasi HasiBHOCTI CIIafiIkOBO1 CXUJIBHOCTI TIepen

TpoM60oeMO0Iisl y KOoroch i3 pigHuX 3actocyBaHHAM Oymab-gkux KI'K xinkam

OpatiB/cecTep abo 6aThKiB, 0COONMMBO Yy  PEKOMEHOYEThCS MOPATUTHUCS 3i CIeniamicToM.

BiTHOCHO MOJIOOMY Billi, HAaIIpUKJIag OO

50 pokiB).

MirpeHs. 3pOCTaHHS YaCTOTH BUHMKHEHHS a00 TSIXKKOCTi
mepebiry mirpesi mipg yac 3actocyBanHs KI'K
(MOK/MBi IPOAPOMAaJbHI CTAaHU TIePeN PO3BUTKOM
11epe6pPOBaCKyIIPHUX IOfIii) MOXKe BUMaraTu
HeramHoro npunuHenHs npuruomy KI'K.

Inmi ctaHy, MoB'g3aHi i3 HebaxKaHUMU LlykpoBuii miabeT, rimeproMouucTeinemisi, Bagu

peaxtisiMu 3 60Ky CyOuH. KJIallaHiB cepilsd, Gibpumsiiis mepencepas,
OUCTIIONPOTEIHEMISI Ta CUCTEMHUN YePBOHUN
BOBYaK.

Bimowmi Hag3BHYalHO pigKicHI BUNAagKy TPoMOO3Y iHIIKWX KPOBOHOCHUX CYAMH, HAIIpUKIaL apTepii i
BEH IEeYiHKY, HUPOK, Me3eHTePiaTbHUX CYAUH, CYIUH T'OJIOBHOTO MO3KY a00 CiTKiBKH Y XKiHOK, sKi
3aCTOCOBYIOTh KOMOGiHOBaHI MpOTU3aITigHi 3acobu, ane ix 3B’130K i3 3acTocyBaHHsIM KI'K He
IOBENeHUMH.

CuMmnoromu ATE



*bKinkam PEKOMEHAYEThCA Y pa3i N0sIBU HUXKYeBKa3aHUX CUMIITOMIB HeralHO 3BEPHYTUCS [0 JIiKaps
Ta IOBIJOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KI'K.

CuMIToMaMu IOPYIIEeHHS MO3KOBOT'0 KPOBOOOITy MOXKYTh Oy TH:

- panToBe OHiMiHHS 00UYYs, c1a0KicTh a0 OHIMiIHHS KiHIIIBOK, 0COOIMBO OMHOCTOPOHHE;

- panToBe MOPYIIeHHS X0ab01, 3alTaMOPOYEHHS, BTpaTa piBHOBaru abo KOOpAWHallii;

- parnToBa CIUIyTaHiCTh CBiIOMOCTI, IOPYyIIeHHS MOBJIEHHS a0 PO3yMiHHS;

- paliToBe TOTipIIeHHS 30pYy Ha ofgHe abo o0uiBa OKa;

- panToOBUM, CUJIBHUN a00 TPUBAIKUM T'OJIOBHUM Oiflb 663 BU3HAYEHOI MPUYHHY;

- BTpaTa CBigoMocCTi abo HEIPUTOMHICTE i3 cynomamu a6o 6e3 HUX.

TumMyacoBuy XxapakTep CUMIITOMIB MOXK€e CBiIUMTH IIPO TPAH3UTOPHY imeMiuHy aTaky (TIA).
Cumnromamu iHpapkTy Miokappa (IM) MoxyTs OyTHu:

- 6inb, TUCKOMOOPT, BigUyTTS CTUCHEHHS, BaXKKOCTi, BiIUyTTs IepelnoBHEHHS ¥ I'PyAsX, Y pyli abo 3a
T'PYIUHOIO;

- BiuyTTst AUCKOMMOPTY, 110 Bigfa€ y CIUHY, IIeJelny, TOPJo, PyKy, IITYHOK;
- BiMUyTTs EepEMOBHEHHS IIIYHKA, IIOPYIIEHHS TPaBIeHHs abo smyxa;

- TIOCUJIEHEe TIOTOBUIINIEHHS, Hy0Ta, O/II0BaHHS ab0 3allaMOPOYEHHS;

- BUpaXeHa CabKiCTh, TPUBOXKHUY CTaH ab0 3aMINKa;

- IpUCKopeHe abo HeperyJsipHe cepleOuTTs.

ITyxauHu

PesynbraTy mesiKUX enifeMionoriyHuX AOCIiAXKeHb BKa3yITh Ha NOJaTKOBE MiJBUILIEHHS PU3UKY
PO3BUTKY paky MUKW MaTKU Ipu TpuBasomy (6inbire 5 pokiB) 3acTocyBanHi KOK, npoTe 11e
TBEPAXKEHH BCe IIle CyllepeysivBe, OCKIJIBKM OCTaTOYHO HE 3’sCOBaHO, HACKINIBKY pe3yJIbTaTu
[OCTiAKEeHb BPaxX0BYIOTh CyIyTHI (paKTOPU PU3UKY, HAIPUKJIIAL B3SATTS Ma3Ka 3 IIUVKU MaTKU Ta
CTaTeBY NIOBEAiHKY, Ta iHIII ()aKTOpH, HAIIPUKJIIaA, BipyC NaIiJIOMU JIIOOWHH.

Pak M0104HO01 3a/1034. [IpoCHipeHOH/eTHHINIECTPaAion NPOTUII0OKa3aHUM XKiHKaM, IKi MaloTh
3apa3 abo Maiu B MUHYJIOMY PakK MOJIOYHOI 3aJ1031, OCKiTbKM PaK MOJIOYHOI 3271031 MOXKe
OyTy TOPMOHAJIbHO YyTAUBUM (OuB. po3min “TIpoTunoka3aHHsa”).

EnigeMiosnoriuyHi JOCTiAXKEeHHS He BUSBUJIUA IIOCITIOBHOIO 3B’ I3Ky MiXK BUKOPHUCTaHHAM
KoMOiHOBaHUX opanibHuX KoHTpauenTtuBiB (KOK) i pu3arkoM paky MOJIOYHOI 3a/I03H.
Pe3ynbTaTé HOCTiAKEHb He TT0OKa3yIOTh 3B’ A3KY MiXK ITOTOYHUM a00 MUHYJIUM 3aCTOCYBaHHSIM
KOK i pu3ukoM paKy MOJIOYHOI 3a103u. [IpoTe NmeBHi JOCTiAKEeHHS IOBIAOMIISIOTh IIPO JesKe
MiOBUIIEHHS PU3UKY paKy MOJIOYHOI 3271034 Cepefi TUX, XTO 3apa3 abo HelllogaBHO MpUMau
(< 6 MicAIIiB 3 MOMEHTY OCTAaHHbOI'0 3aCTOCYBaHHS) i TUX, XTO gJaBHO npuiiMaB KOK (mus.
po3min “ITob6iuni peakmii”, migpo3min “ITocTMapKeTHHTOBI gaHi”).



MeTaanari3 54 enigeMionorivHNX AOCTiAKEHb BUSBUB IIOMipHE 30iIbIIIEHHS BiTHOCHOTO PU3UKY
(BP = 1,24) paky M0JI09HOI 3a/103Y4 y XKiHOK, gKi 3acTocoByI0Th KOK. Lle mifBumieHui pu3nuk
IIOCTYIIOBO 3HMKae npoTsAroMm 10 pokiB micig 3akiHueHHA 3acTocyBaHHSA KOK.

OckinbKy pak MOJIOYHOI 321031 y XKiHOK BikoM 70 40 poKiB BUHUKAE PifKo, 30iIbIIeHHS KiIbKOCTI
BUIIQMIKiB HiarHOCTUKY PAKy MOJIOYHOI 3a71031 Y XKiHOK, SKi 3aCTOCOBYIOTH a00 HEIoIaBHO
3acrocoByBanu KOK, € He3HaYHUM BifHOCHO 3arajbHOTO PU3UKY PaKy MOJIOYHOI 3a103u. Pe3ynbTaTu
[OCTiAKeHb He MiATBEPAXKYIOTh IPUYMHHO-HACITiAKOBOTO 3B’ A3KY. [IilBUIlleHHST PU3UKY MOxKe OyTu
3yMOBJIEHE SIK Oi/bII PaHHBOIO AiarHOCTUKOIO PaKy MOJIOYHOI 3aJI031 Y XKiHOK, SIKi 3aCTOCOBYIOTh
KOK, Ttak i 6iomoriunoro miero KOK a6o moeguanHsaM 000x pakTopiB. Bin3HaueHO TeHIEHIIi0, 110 paK
MOJIOYHOI 3a/103H, BUSIBJIEHUH Y XKIiHOK, sIKi Konu-HeOynb npuiiManu KOK, KiHiuHO MeHII
BUpPaXKEeHUM, HiX y TUX, XTO Hikonu He npuiiMas KOK.

Y moomuHOKUX BUIIAAKaX Y XKiHOK, sIKi 3acTocoBy0Th KOK, crocTepiranucst qo6poskicHi, a 1mie pintie
- 37I0SIKiCHI MTyX/JIMHYU Me4iHKU. B 0KpeMux BUIaKaX Ii MyXJIUHU CIPUYUHSATN HeOe3MeuHy A KUTTS
BHYTPILIHbOUYEPEBHY KPOBOTEYY. Y pa3i BUHUKHEHHS CKapr Ha CUJIbHUI Oinb B eliracTpanbHil
minsHil, 36inbIeHHs nTe4iHKy abo osIBY 03HAK BHYTPIIIHbOYEPEBHOI KPOBOTEUI ITpH
nudepeHIianbHil IiarHOCTULIL CJTifi BpaXOBYBaTH MOXKJIMBICTh HAABHOCTI MyXJIMHYU NTEYiHKY Y XKiHOK,
gKi npuManTs KOK.

[Tpu 3actocyBarHi KOK y 6inbin Bucokux fo3ax (50 MKT eTUHiNeCTpaniony) pU3UK paKky eHIoMeTpis
Ta SIEYHUKIB 3HUKYEThCSA. ['i0TE3a, 10 aHAJIOTiYHI TEHOEHIIil MOXKYTh CTOCYBaTUCS i HU3bKOL030BUX
KOK, 1u1e notpe0ye migTBepaKEeHHS.

THwi cmaHu

KomnoreHT nporectuny B JIpocnipem® 20 € aHTaroHiCTOM aIbJOCTEPOHY 3 Kalii30epiralodumu
BJIQCTUBOCTSIMHU. Y OiNIBIIOCTI BUNIAAKIB He CJIifl OYiKyBaTH IiIBUINEHHS PiBHS Kasiio. Y KIiHiYHOMY
MOCTiIXKEeHH], OmHaK, Y OesSKUX IallieHTiB 3 JIeTK010 a00 IMOMipHOI0 HUPKOBOIO HEIOCTATHICTIO Ta
OTHOYACHMM BXKHMBAHHSIM KaJtii30epiraroumnx jgikapchbKux 3aco0iB piBeHb KaJlilo B CUPOBATIIi KPOBi
HEe3HayHO, ajie He CYTTEBO, MiABUIYBaBCA IIif Yac IPUUOMY APOCHipeHOHY. TOMy peKOMEHIY€EThCS
[IepeBipATU BMICT KaJlilo B CUPOBATL KPOBI IIif] Yac eplIoro LUKITy JIIKYBaHHS Y IAl[ieHTiB i3
HUPKOBOIO HEJOCTATHICTIO Ta MOIEPENHLO 00PO6IEHUM KaJIiEM Y CUPOBATIi KPOBi ¥ BEPXHBOMY
miama3oHi, a 0COOIUBO il Yac OGHOYACHOTO 3aCTOCYBaHHS Kasi30epiraoyux TiKapChbKuX 3aco0iB
(muB. po3min «B3aemopmis 3 iHIMUMY JTiIKapChKUMM 3aC00aM¥ Ta iHIINI BUOY B3aEMOIii»).

2Kinku 3 rineprpuriinepunemieio abo Ti, XTo Ma€ Iie IOPYIIEHHS B CiMeHOMY aHaMHe3i, HanexXaThb
[0 TPYIIX PU3UKY PO3BUTKY ITaHKpeaTUTy Ipu 3actocyBaHHI KOK.

Xoua He3HaYHe MiIBUIEHHS apTepiaJbHOT0 TUCKY CIOCTepiranocs y 6aratbox XKiHOK, SIKi mpuiiManu
KOK, kiiniyHO 3Hayylle MigBUIEHHS apTepiaJbHOr0 TUCKY Bii3Hayanocs piako. TinbKY B PiAKICHUX
BUIIafikax HeoOxigHe HeraliHe npunuHenHs npuiiomy KOK. fdximo mig gac 3acrocyBanHs KOK y
JKIHKY 3 HasIBHOIO paHillle apTepianbHO0 TinepTeH3ielo 3HaueHHs apTepiaabHOr0 TUCKY IIOCTiHO
migBuIeHi ab0 3HAUHEe MiIBUIIEHHS apTepPialbHOT0 TUCKY afieKBaTHO He BIifIMOBifa€ Ha TiMOTEH3UBHY
teparito, mpuiiom KOK cnip npunuauTty. 3a HeoOximHOCTI 3acTocyBanHss KOK moxe OyTu
IIPOMIOBXKEHO, SIKIIO 3a AOMIOMOI00 TiIIOTEH3UBHOI Tepallil AOCATHYTI HOpMa/lbHi 3HaYeHHS
apTepiasbHOTO TUCKY.

[ToBimoMnsnu Ipo BUHUKHEHHS ab0 3aroCTpeHHS 3a3HaueHUX HUXK4Ye 3aXBOPIOBaHb y Iepion
BariTHOCTI Ta npu 3actocyBaHHi KOK, ane ix 38’430k i3 3acTocyBaHHSIM KOK He € 0CTaTOYHO
3'ICOBAHUM: JXOBTSIHUIIA Ta/ab0 cBepOiXK, IIOB'I3aHUY 3 X0JIeCTa30M; YTBOPEHHS KaMeHiB y
JKOBYHOMY Mixypi; nopdipig; cucTeMHUY YepPBOHUU BOBYAK; T€MOJIiTUUHO-YPEMIYHUN CUHIPOM; X0pes



CupeHraMa; repriec BariTHMX; BTpaTa CIyXy, IOB'g3aHa 3 0TOCKIEPO30M.

EK30reHHi eCTPOTeHUN MOXYTh BUKIMKATH a00 MOCUIUTH CUMIITOMH CIAagKOBOTO Ta HaGyTOro
AQHTiOHEBPOTUYHOTO HAOPSKY.

[Tpu roctpux ab0 XPOHIYHUX TTOPYIIEHHAX PYHKIN] EeYiHKKA MOXKe BUHUKHYTHA HeoOXigHICTh
npunuHUTH 3acTocyBaHHg KOK, MOKM moKa3HUKY (QYHKI] MeYiHKU He TIOBEPHYTLCA A0 HOpMHU. [Ipu
PEeLUANBI X0IeCcTaTUYHOI JKOBTSHUII, STKa BIepIlle BUHUKIIA Y Iepiof BariTHoCTi abo mim yac
IIOIIePeIHBOT0 3aCTOCYBaHHS CTaTEBUX TOPMOHIB, 3acTocyBaHHs KOK ciifg mpUnuHUTH.

Xoua KOK MOxXyTh BIIUBaTH Ha NepudepruyuHy iHCYTiIHOPE3UCTEHTHICTh i TOIEPAHTHICTH [0
TJIIOKO3H, HeMa€ JaHuX 00 HeoOXiMHOCTi 3MiHIOBAaTH TE€PAeBTUYHUHN PEXKUM [IJIsS XKiHOK 3
niabeToM, siKi mpuiMaioTh Hu3bK0M030Bi KOK (1o mictaTs © 0,05 Mr etuninectpamiony). Ilporte
JKIHKH, SIKi CTpaXKaaloTh Ha IyKPOBUH fiabeT, MOBUHHI OyTH Mif MOCTIHHUM peTeIbHUM HaTIsIgoM
IIPOTATOM yChOTo nepiony 3actocyBaHHS KOK.

TakoK MOBimOMIISIN IIPO MOTiPIIEHHS CTaHy NpH eminerncii, xBopoOi KpoHa Ta Bpa3KoBOMY KOJIiTi Ha
T71i 3acTtocyBaHHSA KOK.

[ToripiieHHs HACTPOIO Ta Jemnpecis - foope BigoMi mob6ivHi peakiiil mmif Yac 3aCTOCyBaHHS
TOPMOHANTbHUX KOHTPALENTUBIB (IuB. po3Min «I[1o6iuni peakmii»). [lempecis moxke O6yTu cepio3HoI0, i
11e - BigoMui (paKTOp PU3UKY CYylllMAaIbHOI MOBEOIHKY Ta Cyinuay. 2KiHKY ITOBUHHI 3BEPHYTHUCS 0
JliKaps y BUNAAKy 3MiH HACTPOIO i IOSIBU JEeIPEeCUBHUX CUMIITOMIB, Y TOMY YKCJIi HEBOOB3I MiCIIs
[I0YaTKy JIIKyBaHHS.

[HOmi MoXKe BUHMKATH XJ10a3Ma, 0COOIMBO Y XKiHOK i3 XJT0a3MOI0 BariTHUX B aHaMHe3i. 2KiHKH,
CXWUJIbHI 0 BUHUKHEHHS XJI0a3MH, IIOBUHHI YHUKATH TPUBAJIOTO BILJIUBY IIPSIMUX COHSIYHUX IIPOMEHIB
abo ynbTpadioneToBOro oIpoMiHIOBaHHS Iif 4ac mpuriMaHHg KOK.

Ipocmidpem® 20 micTuTh MakTo3y. ToMy #0r0 He CIIif IpH3HayaTH MaIieHTaM i3 PiIKiCHOI
CIIaIkOBOIO HETIEPEHOCHMICTIO TallaKTO3H, CIIafAKOBUM HedinrToM nakTa3u abo CHHIPOMOM
MasibabcopO1iii TII0K03U-TalakTo3y, ¥ pa3i nepedyBaHHsA Ha 0€371aKTO3Hil [i€Ti CIlig BpaxoByBaTH
3a3Ha4yeHy KiIbKiCTh TaKTO3M.

TabmeTku nane6o MicTaTh MeHIle 1 MMomb (23 Mr) Ha TabneTKy HaTpito, TOOTO MPaKTUYHO BibHI
Bifl HATpilo.

Menuuyne 00CTeXKEHHI/KOHCYILTALII1

Ilepen moyaTkoM ab0 BifHOBIEHHAIM IIPUIOMY TiKapchkoro 3acoby Ipocmipem® 20 peKOMEHIYETLCS
3i0paTu MOBHUY MEOUYHUM aHaMHe3 (BK/II0Yal0YX CIMEMHUY aHaMHe3) Ta BUKITIOUUTH BaTiTHICTh.
Heo0OxigHO BUMipsiTH apTepianbHUM THCK Ta IPOBECTH MeOUYHE 00CTEXKEHHS, Oepyyu [0 yBaru
IPOTUIIOKA3aHHS (quB. po3min «IIpoTUIOKa3aHHI») Ta 3acCTepekeHHs (IuB. po3min «OcobIuBOCTI
3acTocyBaHHS»). Ciif 3BepHYTHU yBary XKiHKM Ha iH(dopMaIliio 040 BEHO3HOT0 Ta apTepiaabHOT0
TpoMOO03y, ¥ TOMY YHCJIi Ha PU3UK, [TOB'I3aHUM i3 3aCTOCYBAHHSIM JIiKApChKOTO 3aC00y

Ipocmidem® 20, HOpiBHAHO 3 TAKMM IpPH 3acTocyBaHHi iHmux KI'K, mopo cumnromis BTE Ta ATE,
BimoMux aKTOpiB PU3UKY Ta Aiii, sIKi He0OXimHO 3MiMCHUTY IIPH Mifo3pi Ha Tpombo3.

2KiH1i HeoOXimHO yBazKHO MIPOYUTATH IHCTPYKIIiIO [JI MEOUYHOTO 3aCTOCYBaHHS Ta JOTPUMYBaTUCS
HaJaHUX peKoMeHpalii. YacToTa Ta 3MicT 06CTeXKeHb ITOBUHHI 6a3yBaTHCs Ha BCTAHOBIEHUX
IPAKTUYHUX PEKOMEH/AIlAX Ta OyTH MPHUCTOCOBAHUMHU [0 MOTPe0 KOHKPETHOI MAlliEHTKH.

2KiHKY CITig ITOBiqOMUTH, 110 TOPMOHAIbHI KOHTPALIENTUBY He 3axuinaioTh Bim BlJI-indekil (CHII) Ta



iHIIMX iHQEKIIiN, 110 epenalThCsI CTATEBUM IIIJISTXOM.

3HrXKeHHSA eeKTUBHOCTI

EdexruBHicTh KOK MoXke 3HMXKYBaTHCh y pa3i IPONYCKYy IPUHOMY aKTUBHUX TaONIETOK (OUB. PO3Min
«Crocib 3acTOCyBaHHA Ta [LO3W»), PO3NIafiiB MITYHKOBO-KUIIKOBOTO TPAKTY IIifl 4ac IPUUoOMy
aKTUBHUX TabnmeTok (OuB. po3min «Crmoci0 3acTocyBaHHS Ta H03u») abo IPU OMHOYACHOMY
3aCTOCYBaHHI iHIMUX JIikapchKUX 3aco6iB (IUB. po3min «B3aeMopis 3 iHIIMMU JTiKapChbKUMU 3aco0aMu
Ta iHII BUOU B3aEMOMIN»).

[lopylieHHA TUKITY

[Tpu mpuitomi Bcix KOK MOXKyTb criocTepiraTucsi HeperynspHi KpoBoTedi (KpoBoMa3aHHs abo
ITPOPUBHI KPOBOTEYi), 0COONIMBO MIPOTATOM MEPILINX KiJTbKOX MicsiiiB. ToMy TakKi KpOBOTeYi MOXKYTb
PO3LIHIOBAaTUCA AK 3HAUYYILI TiJIbKU IIiCJISI TPhOX MEHCTPYaJIbHUX LUKJIIB afalTaliiHOTo Iepioay.

AKI1I0 HeperyIsipHiCTs KpoBOTEY 30epiraeThcst a00 3'IBNISIETHCS MiCTsA IEPiofy pPeryIspHUX IUKIIB,
OTPiOHO PO3TISTHYTH HETOPMOHAIbHI IPUYMHY KPOBOTEY Ta BXKUTHU BifIIIOBiMHI MiarHOCTHYHI 3aX0[IH,
BK/TI04al0YX 00CTeKeHHS 3 METOI0 BUKJIIOUeHHS HasBHOCTI IIYXJIMH Ta BariTHOCTI. [0 MiarHOCTUYHUX
3ax0MiB MOXKHa BKIIIOUHTH KIOpEeTaX.

Y mesikvx XKiHOK MOXKe He HacTaTH KPOBOTeda BigMiHU IIif 4ac mepioay mputiomy mmate6o.

Y pagzi npuitomy KOK BinmoBigHO 0o BKa3iBok po3miny «Crocib 3acToCyBaHHS Ta J03W» HaCTaHHS
BariTHOCTi € MayioMoBipHUM. [IpoTe sikio mpuiiom KOK BinOyBaBcs He 3 HOTPHMaHHSM iHCTPYKIIiX
0 IIepIIOT0 HeHaCcTaHHS KPOBOTeUi BiIMiHM ab0 SKI0 KPOBOTEUi BiIMiHU BiICyTHI TPOTSITOM JBOX
ITUKITiB, TTepeq IPonoBxkeHHsAM 3acTocyBaHHsS KOK HeoOXimHO BUKTIOYUTH BaTriTHICTb.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
3acrocysanHs Opocmidpem® 20 y mepiof BariTHOCTI IPOTUIIOKa3aHe.

V pasi BUHHKHEHHs BariTHOCTI Iifl 9ac 3aCTOCYBaHHs JIiKapChKoro 3acoly dpocmidem® 20 itoro
IpUOM HeOoOXiqHO MPUIMHUTH HeralHO. Pe3ynbTaTy YuCeNnbHUX eMifeMioNoriYHuX qOCITigKeHb He
BUSIBUWIM Hi MigBUILIEHHS PU3UKY IIOSBU BPOAXKEHUX Baf y HiTel, MaTepi akux npurManu KOK mgo
BariTHOCTI, Hi TepaToreHHOI Ail npu HeHaBMuCHOMY npuiioMi KOK mpoTsaromM mepiogy BariTHOCTI.

HocnifKeHHS Ha TBApHHAX IT0Ka3ajy HasiBHICTh HeOaxkaHUX e(eKTiB IIPOTSATOM IIepiofly BariTHOCTI
Ta roflyBaHHS Ipynai0. Ha oCHOBI Iux HocCTigKeHb Ha TBaprHax He MOXKHa BUKJII0OYaTH HebaxaHi
eeKTH BHACTIIOK TOPMOHAILHOI [il mitounx peuyoBuH. OHaK 3aranabHuM H0oCBig 3acTocyBaHHs KOK y
nepion BariTHOCTI He CBImYUTH PO iCHYIOUUY HeOakaHUM BIJIUB Y JIIONUHU.

HasiBHi gani mopo nputiomy Ipocmidem® 20 y mepiof BariTHOCTI 3aHaATO 0OMEXeHi 71 Toro, 06
3poOUTH BUCHOBKM CTOCOBHO HETaTUBHOTO BIIJIUBY IpemapaTy Ha mepebir BariTHOCTI, 3MOpOB’s mioga
Ta HOBOHapoaKeHoro. Ha ganuii yac BifCyTHI BigIIOBifHI emifgeMionoriuyui gaHi.

IIpu BigHOBNEHHI 3acTocyBanHs Opocmidhem” 20 clifl BpaxOByBaTH MiBUILEHHS PU3UKY PO3BUTKY
BTE y micnsimonoroBomy nepioni (auB. po3ginu «Croci6 3acTocyBaHHS Ta fo3u» i «OcobmuBoCTi
3aCTOCYBaHHS»).

ITepiod 200ys8aHHA 2pydoH0.



KOK MOxyTh BIJIUBATH Ha TOAyBaHHS IPYLA0, OCKIIBKY Iif X BIJIMBOM MOXKe 3MEHIIyBaTUCS
KIUIBKIiCTh IPYZHOI0 MOJIOKA, a TaKOX 3MIHIOBATUCS MOro CKiafn. 3Baxatuu Ha le, KOK He
PEKOMEHAYETHCS IPUUMATHU [0 ITIOBHOTO 3aBEPIIEHHS I'PYOHOr0 BUTOOOBYBaHHSA. HeBenukKi KiTbKOCTI
KOHTpAIIEeNTUBHUX CTEPOINiB Ta/ab0 ix MeTaboiTh MOXKYTh IPOHUKATH ¥ TPyOHE MOJIOKO IIif Yac
3acrocyBaHHS KOK. Ili KinbKOCTi MOXKYTh BIJIMBAaTH Ha OUTHHY.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MeXaHi3Mamu.

2KopHux mociigKeHb 100 BIUIMBY Ha IIBUAKICTh Peakliii Ipy KepyBaHHI aBTOTPaHCIOPTOM abo
po06oTi 3 iHIIMMY MeXxaHi3MaMu He npoBogunu. He Bim3Hauanocs xkomuux edpekriB KITK Ha 3gaTHICTD
KepyBaTu aBToMoOinieM abo iHIIMMY MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

Cnoci6 3acToCyBaHHS

[TepopasnbHe 3aCTOCYBaHHS

[lo3yBaHHSA
Sk npuiimamu npenapam Ipocnigpem® 20

TabneTku Citig mpuiMaTH IOTHS IPKUOIM3HO B OOUH i TOH JKe Yac, IpKu HeoOXiMHOCTi 3anuBayu
HEBEJIMKOIO KilbKiCTIO piguHU, B IOCTiIOBHOCTI, 3a3HaueHil Ha OmicTepHil ynakosi. [IpuiiMaTu 1o 1
tabneTii Ha fo0y nmpoTiaroM 28 [HiB mocrmink, 6e3nepepsHo. [IpuiioM TabIeTOK 3 KOKHOI HaCTYIIHOI
YIIaKOBKY ITOBUHEH IMOYMHATHUCS Ha HACTYIIHUYU OeHb IiCIg 3aKiHYEeHHS IOMepeIHbOl YIIaKOBKH.
KpoBoTeua BigMiHU 3a3BU4ail HacTa€ Ha 2-3-¥ [eHb IiC/s MoYaTKy IpuiioMy TabneTok miaiedo Ta He
000B’I3K0BO 3aKiHYYETHCA [0 MOYATKY IPUIOMY TablIeTOK i3 HOBOI yIIaKOBKH.

Sk novamu 3acmocysanHs npenapamy Ipocnigpem® 20

SAKWw,0 20pMOHANBHI KOHMPauenmueu 8 nonepeodHill nepiod (MuHyAul MicAub) He 3acmocos8yeadu.
[Tpuiiom TabeTOK CJIif PO3MOYMHATH B MEPIIHU JeHh MEHCTPYAIbHOTO ITMKITY (TOOTO B IEPIINH IeHb
MEeHCTpYyaJlbHOI KPOBOTEYI).

ITepexid 3 iHWO020 KOMBOIHOBAHO20 20PMOHAILHO20 KOHMpal,enmuada (KombiHo8aHull opaabHull
konmpauenmue (KOK), saziHanbHe Kinvue abo mpaHcOepmaavHull naacmup). baxkaHo po3noyaTu
npUiMaHHS TaONEeTOK IpenapaTy HaCTYIHOTO OHS IMicJis MpUMMaHHsA OCTaHHBOI
ropMoHOBMicHOI TabneTku nonepenuboro KOK, ane He mi3Hillle HACTYIIHOTO JHS MiCHs
IIepepBU y npuiiMaHHi TabneTok abo micns npuiiMaHHs Ta0lIeToK mianebo IonepegHLoro
KOK. I'lpu nepexopi 3 BariHaabHOTO KibIld ad0 TpaHCAEepPMallbHOTO IIJIaCTUPY IPUINOM
Ipernapary CJIifl MOYKMHATH B IeHb BUMaJIeHHS MOMEePeIHbOro 3aco0y, aje He Mi3Hille gHS,
KOJI1 HeoOXilHe HaCTyIIHe 3aCTOCYBaHHS LIUX 3aCO0iB.

ITepexid 3 memody, siKulli 6a3yemuvbCcsa Ha 3aCMOCYBAHHI AuWwe npo2ecmazeHy («MiHi-nini», in’exuii,
iMnaaHmamu) abo 8HyMpiWHLOMAMKOB0I cucmemu 3 npozecmazeHoM. Po3nodaTu npuiiom
npenapaTy MOXHa B OyOb-KUM [eHb IiC/Is IPUNUHEHHS IPUUoOMYy «MiHi-mini» (y pasi 3acTocyBaHHS



iMnanTaTy abo BHYTPIIIHbOMATKOBOL CUCTEMHU - B eHb 1X BUaJI€HHS, Y BUIIaAKy 3aCTOCYBaHHS
iH’€eK1Iil - 3aMiCTh HacTymHoOl iH’ekIIil). ONHaK y BCiX BUNlafKaX PEKOMEHAYETHCS HOOATKOBO
BUKOPUCTOBYBATU 0ap’€pHUM METO[ KOHTPAIEIIii IPOTSATOM IepIINX 7 OHIB 3aCTOCYBaHHS
mpemnapary.

ITicas abopmy 8 I mpumecmpi 8azimHocmi. 3aCTOCYyBaHHS IIpenapaTy CJIif po3modyaTy Ofipa3y B OeHb
omepatii. ¥ TakoMy BUIIagKy HeMa€e He0oOXiTHOCTi 3aCTOCOBYBaTH JOJATKOBI 3aCc00U KOHTpPALEIIii.

ITicas noaozie abo abopmy y II mpumecmpi sazimuocmi.

Heo0xifmHO po3nmoynHaT NpUioM npemnaparty 3 21-28-ro gHs micis mosori abo abopTy y

II TpuMecTpi BariTHOCTI. SKIIO NPUKXOM PO3M0YaTo Mi3Hille, CIIi J0AaTKOBO BUKOPHUCTOBYBaTU
Oap’epHUN METOM KOHTpPALEMIIii IPOTAToM Iepiuux 7 OHiB mpuiiomy TabneTok. [IpoTe, SKIO CTaTeBUMN
aKT yXKe BigOyBcs, Ilepef] I0YaTKOM 3aCTOCyBaHHS HEOOXiIHO BUKJIIOYUTH MOXKJIUBY BariTHICTh a0
IOoYeKaTuCs Ieplnoi MeHCTpyariil.

fAKmo XiHKa rofye TPYyAMIo - AUB. PO3MiN «3acTOCyBaHHSA Y Iepiof BariTHOCTiI abo rogyBaHHSA
TPynaro».

IIponyck npuiiomy mabiemxku.

[TponyckoM mpuitoMy TabieTok maiebo MoxKHa 3HeXTyBaTH. [IpoTe ix MOTPiOHO BUNANIUTH 3
YIIaKOBKH, 11100 YHUKHYTH BUIIaJIKOBOTO TIONOBXKEHHS Miane6o-(a3u. Bka3iBku HUXKYE CTOCYIOTHCS
TilIbKY MMPOMYCKY aKTHBHHX TAa0JIETOK.

Ao 3ami3HeHHs B IpuiioMi Ta0leTKy He mepeBHUInye 24 roauH, MPOTHU3aIlligHa i IpenapaTy
He 3HUXKYeThCS. [Iponyineny TabneTky Tpeba IpUUHSATHA Ofpa3y, IK TiIbKU 3rafajiy Ipo Ie.
Hactynny TabmeTKy 3 11i€l yIaKoBKY CIIif IpUUMaTH Y 3BUYHUM Yac.

AKI0 3ami3HeHHs 3 TPUHOMOM MIPONYIeHOol Ta0IeTKy nepeBuinye 24 roguH, KOHTPAleNTUBHUM
3axXMCT MOXKe 3MEHIIUTHUCS. Y TaKOMY BUIIAAKY HEOOXiTHO KepyBaTHUCs IBOMa OCHOBHUMU
IIpaBUIaAMU:

1. PekoMeH0BaHOIO € TIEpepBa y MpHiiMaHHi TOPMOHOBMICHUX TabJIeTOK, sika TpuBae 4 OHi, mepepBa
y npuiiMaHHi Tab/1eTOK HiKOJIM He MOXKe IIepeBUIlyBaT 7 JHIB.

2. AgekBaTHe NIPUTHIYEHHS CUCTEMH TilloTanaMyc-Tinodis-seqHuKY foCIraeThcsl Oe3mepepBHUM
IpuKoMOM TabJIeTOK IPOTSATOM 7 JOHIB.

BipmoBigHO 0O IBOTO CIIif JOTPUMYBATUCS TaKUX PEKOMEHallin:
Ini 1-7

Cnip mpuWHSTH OCTAHHIO IPOMYIIeHY TabIeTKy, SIK TiMbKM XKiHKa PO 1e 3rafila€, HaBiTh SKIIO
MOBeMleThCS IPUMHATH MBI TabeTKU ogHOYaCHO. ITicis I[bOT0 MPOAOBXKYBAaTH IPUUMATH TabNIETKHU Y
3BUYHUI Yac. KpiM Toro, mpoTSaroM HaCTyIHUX 7 [HIB CIiJ BUKOPUCTOBYBaTU Oap’€pHUI METON
KOHTpallenIlil, HallpriKyaj IIpe3epBaTuB. JAKIO0 y monepenHi 7 OHiB BigOyBCS CTaTeBUU aKT, CIIif
BPAxXOBYBaTH MOXKJIMBICTh HaCTaHHS BariTHOCTI. YuM Oinbine TabIeTOK MPOMYIIEeHO i YuM Onuxde
el IPomycK fo ¢ha3u TabneTok muamnedo, TUM BUIE PU3UK BaTiTHOCTI.

[IHi 8-14

Crip mpu#HSTH OCTAHHIO IPOMYIIEeHY TabIeTKy, K TiMbKM XKiHKa PO Iie 3rafila€, HaBiTh SKIIO



NOBENEeThCS MPUUHSATH Bi TaOMIETKM OOHOYACHO. [Ticysd I[bOTO MIPOMOBXKYBATH IPUUMATU TaONETKU Y
3BUYHUM Yac. AKIIO XKiHKa MPaBUIIbHO IPHUiiMasa TaOleTKy IPOTIroM 7 OHIB mepe[ MepIioko
IIPOIYIeHO0 TabIeTKOI0, HeMaEe HeoOXiMHOCTI 3aCTOCOBYBATH NONATKOBI IMPOTHU3AILTiIHI 3aco0Hu.
OpHak y pasi npomycky 6inblie Hixk ofHiel TaOneTK peKOMEeHYETLCS NOOAaTKOBO BUKOPUCTOBYBATH
Oap’epHUN MeTOM KOHTpPALEMIlii IPOTATOM HaCTYIIHUX 7 THIB.

[Hi 15-24

IMOBipHiCTh 3HUXKEHHST KOHTPAIEITUBHOTO e)eKTy 3HaUHe Yepe3 HaOnuxkeHHs pa3u TabneTok
nnane6o. OgHaK IpU HOTPUMaHHI cxeMu IpuiioMy TablIeTOK MOXHA YHUKHYTU 3HUKEHHS
KOHTPAIIENTABHOI'0 3aXUCTYy. AKII0 JOTPUMYBaTUCS OfHIi€l 3 HUXKUeHaBeNeHUX BKa3iBOK, TO HE
BMHUKHE HEe0OXiZHOCTI 3aCTOCOBYBaTH [IO[ATKOBI KOHTPAIENITUBHI 3ac00M 3a YMOBY IIPABUJIBHOTO
npuiioMy TabeTOK MPOTIroM 7 OHIB 10 IEepPIoi MPOMmyIeHoi TabieTKu. AKIIO 1e He Tak, CIIif
OOTPUMYBATUCS IEPILO] i3 HUXKYeHaBeJeHNX BKa3iBOK i BAKOPUCTOBYBATU JOAATKOBI METONU
KOHTpalleIIil IPOTAroM HaCTYIHUX 7 OHIB.

1. Cnipg mpu#HSTH OCTAHHIO IIPOMYIIEeHY TablIeTKy, SK TiMbKY XKiHKa PO 1Ie 3rafia€, HaBiTh SKIIO
IOBeMleThCS IPUMHATH MBI TabIeTKX ogHOYaCHO. ITicis I[bOT0 TPOAOBXKYBATH IPUUMATH TaOIETKHU Y
3BUYHUM Yac 00 3aKiHYeHHS aKTUBHUX TabnmeTok. 4 TabneTku miaiebdo npuiMaTu He ciif. [ToTpioHO
ofpa3y Io4yaTy IPUHOM aKTUBHUX TaOJIeTOK i3 HACTyIHOI 6J1icTepHOl ymakoBKK. Malo¥MOBIpHO, 110 Y
JKIHKY PO3MOYHETHCS KPOBOTEYA BiIMIiHU 0O 3aKiHUYEHHS NMPUNOMY aKTUBHUX TabIIETOK 3 ApPYyTOi
YIIaKOBKH, X04a MOXKYTh CIIOCTEPIraTHCS KPOB'THUCTI BUiIeHHST a00 IPOpHBHA KPOBOTEYaA.

2. [IpUNMHUTY IPUAOM aKTUBHUX TabIETOK 3 MOTOYHOI YIIaKOBKU. 3aMiCTh aKTUBHUX TabIETOK CIIift
IPUUHATH TabaeTKy nane6o TpoTsaroM 4 gHiB, BKIIOYAOYX OHI IPOMYCKY TabIeTOK, a IOTiM IToYaTh
npuiioM TabeToK i3 HaCTYIHOI 6J1iCTepHOI YITaKOBKH.

AK110 TiCNsS MpOMycKy y mpuitoMi TabmeToK BiICYTHS KPOBOTeYa BiIMIHU IIiJ Yac mepiogy
npuiioMy mnanebo, Cilif BpaxoByBaTH iMOBipHY BariTHICTb.

PexomeHOaujii Ha 8unadok nopyweHs 3 60Ky WAYHKOBO-KUWKOB8020 MpAKmy.

Y pasi TaKKuX po3nafiB 3 00Ky HIIYHKOBO-KUIIIKOBOTO TPaKTYy (Hampukiap O/1ioBaHHS, fAiapes)
MOXKJIMBE HEIIOBHEe BCMOKTYBaHHS IIpenaparTy. Y TaKOMY BUNAJKY CJIiJl 3aCTOCOBYBaTH [AOOATKOBI
3acobu KoHTparentii. Akino 6/1r0BaHHS I0YaIoCs MPOTITroM 3-4 TOOUH ITiC/s MPUXOMY aKTUBHOL
TabneTKy, HeOOXiMHO SKOMOra IIBUIIIe IPUAHSTY HOBY (3aMicHY) TabneTKy (3 iHIIOI yIIakoBKH), siKa
3aMiHuTh nonepenHio. HacTynuy TabneTky HeoOXimfHO IPUMHSATH BIPOOOBXK 24 TONUH MiCJIs 3BUYHOTO
yacy npunomy. Ao MuHyo 6inbine 24 TOOWH, CIil OTPUMYBATHUCS IIPABUJI, 3a3HAYEHUX Y PO3Iini
«IIpomyck mpuiioMy TabaeTKH» BuUllle. AKIIN0 XKiHKa He X04e 3MiHIOBaTH CBOIO 3BUYHY CXEMY IIPUIOMY
npernapary, 1t HeoOXigHO MPUUHSATH JO0NaTKOBY(i) TaOneTKy (1) 3 iHIIO0I yIIaKOBKH.

Sk 3micmumu HacmaxHs kposomeui giomiHu. II[06 3aTprMaTH JeHb TOYATKy KPOBOTEYi
BiIMiHM, CITifl TPOOBKYBATH MIPUIMOM 3 iHINOI 6JTiCTEPHOI YITaKOBKHU leocni(beM® 20, He
npuiiMaoun TabneTKu mnaiebo 3 mOTO4YHOI ynakoBKYU. [Ipu OaxkaHHi TepMiH puitoMy
MOXKHa ITPOMOBXKUTH aX [10 3aKiHUEHHST aKTUBHUX TAOJIETOK 3 OPYTol YIIaKOBKH. [Ipu 11boMy
MOXKYTh CIIOCTEPIraTUCS MPOpHUBHA KPOBOTEYa ab0 KpOBOMa3aHHS. PerynsipHuil npuioM
Ipocnipem® 20 BifHOBIIOIOTH HiCIa MPUIAOMY TabIeTOK IIaneso.

[ITo6 3MicTUTH HACTaHHS KPOBOTEYi Ha iHIIKNY OeHb TUXKHS, PEKOMEHAYEThCSI CKOPOTUTH (a3y
nnanebo Ha 6axkaHy KinbKiCTh [HiB. YUM KOpPOTIIOIO OyZe mepepBa, TUM BUILIKAY PHU3UK BiICYTHOCTI
KPOBOTEUi BifMiHU Ta BUHUKHEHHS IIPOPUBHOL KPOBOTeUi ab0 KpoBOMa3aHHS IPOTATOM IIPUUOMY



TabJIeTOK 3 HACTYITHOI YIIAKOBKY (SIK V BUTIAOKY 3aTPHMKU HAaCTaHHS KPOBOTEYi).
IomaTkoBa iHdopMallis 111070 0COOIMBHUX MOMY IS

ITayieHmKu 1iMHb020 BIKY

Ipocmidpem® 20 He MOKa3aHMiA MiCII MEHOIAY3H.

ITauieHmKu 3 nopyweHHAM PYHKUYii neyiHKu

Ipocmidpem® 20 IpOTUIOKA3aHUH XKiHKAM 3 BaXKKIMHU 3aXBOPIOBAHHAMH IIe4iHKH. [JUB. TAKOXK
po3ninu «IIpoTunoka3aHHsa» Ta «PapMakKOKiHETHKa».

ITauieHMKu 3 NOpyweHHAM QYHKUYIl HUPOK

Opocmidem® 20 mpoTUIOKA3aHKUH XKiHKaM 3 Ba2KKOI0 HUPKOBOK HEJOCTATHICTIO a60 TOCTPOIO
HUPKOBOIO He[OCTaTHICTIO. [IuB. TaKOXK po3ainu «IIpoTunoka3anHsa» Ta «PapMakKOKiHETUKA».

Himu.

[Ipenapat moKa3aHu OJ1 3aCTOCYBaHHS 3a IPU3HAYEHHSM JIiKaps TiJIbKY MiC/Is HACTAHHS CTaJIuX
MEeHCTpYyalliii.

Ilepedo3yeanHsi.

Io 1poro yacy HeMae XKOOHUX JaHUX LIOM0 Iepefo3yBaHHs TabIeToK J1iKapchbKoro 3aco0y
Opocmidem® 20. 9K CBigUUTL 3aranbHUM HOCBif 3acTocyBanHs KOK, mpu mepemo3yBaHHi MoXe
crocTepiratucs Hynota, 6/1i0BaHHS Ta He3HayHA BariHaJlbHa KPOBOTeYa y MOJIOAUX HiBYarT.
CnenianbHOTO @HTUAOTY He iCHYE, MiKyBaHHS ITOBUHHO OYTH CUMITOMATAYHUM.

ITo6iuni peakuii.

Cepiio3Hni nobiuHi peakii, mo’si3aHi i3 3actocyBanusaM KOK, onucani Takox y po3mini «OcobnuBocTi
3aCTOCYBaHHS».

IIpu 3acTocysanHi Ipocmidem® 20 crocTepiranucs HaCTyIHI H06iYHi peakiii.

Y Tabmnuii HUXK4Ye HaBefeHO Mo0iuHi peakiiii BifimoBigHO M0 KiaciB Ta cucteM opraHiB MedDRA.
YacToTa npuBefieHa Ha OCHOBI KITiHiYHUX HaHuX. Haibinbein npuitHATHI Tepmiau MedDRA
BUKOPHUCTAaHI [JIs1 OMUCY NEeBHUX peakKllill Ta iX CHHOHIMIB i TOB'I3aHUX CTaHiB.

Cucremu YacTo HeuacTo [ToonuHOKI YacToTa
OpraHiB (= 1/100 mo |( =1/1000 mo (=1/10000 mo <1/1000) [meBimoma
<1/10) <1/100) (HEMOZKIIHBO
OLIIHUTH 3 HAasIBHUX
MaHUX)
[Hdekwil Ta Kangumo3s
iHBa3il




3 00Ky cucTeMHU

AHEeMist, TpoMOOLIUTEMIST

KPOBOTBOPEHHS
Ta TiMpaTHYHOI
CHCTEMU
3 00Ky iMyHHOI AneprigyHi peakiril [imep4YyTNuBiCTh,
CHCTEMH 3arOCTPeHHS
CAMIITOMiB
CIIafIKOBOT'O Ta
Ha0yTOro
AHTIOHEBPOTUYHOTO
HaOPSKY
3 6OKy EHOOKPUHHI po3nafu
E€HIOKPUHHOL
CHCTEMU
3 60Ky 00MiHY [TigBUINIEHHS allEeTUTY,
PEYOBHH Ta QHOPEKCif,
XapuyyBaHHS rimepKamiemis,
rinoHaTpieMis
[IcuxiuHni EMorriiHa [lenpecis, AHOprasmisi, 6e3COHHS
po3nagu mabinbHICTE |HEPBO3HICTH,
COHJIUBICTH
3 60Ky HepBOBOi |[['0lI0BHUIA 3amaMOpOYeHHs, BepTuro, Tpemop
CHCTEMH 0i11h mapecTesis
3 00Ky OpraHiB KOH'IOHKTHBIT, CYyXiCTh
30py 04eii, IOPYIIEHHS 30PY
3 00Ky cepis Taxikapmist
CynuHHI MirpeHb, Bapuko3He |®nebiT, cyounHi
[IOPYLIEHHS PO3IIUPEHHS BEH, |[pOo371afu, HOCOBa
rinepTeHsis KpPOBOTEYa,
HEMIPUTOMHICTh, BEHO3HA
TpoMOoeMOoris (BTE),
apTepianbHa
TpomOoemOoris (ATE)
3 6oky TpaBHOi |HymoTa AODOMIHATEHUH 301iIbIIIeHU KUBIT,
CHCTEeMU 0inb, OJII0BAHHS, [1TyHKOBO-KUIIIKOBI
MCIIeIICid, pO3J1afu, BiTuyTTS
METEeOpHU3M, HallOBHEHHS IITYHKOBO-
racTPUT, giapes KUIITKOBOT'O TPAaKTYy,
xiaTaJabHaA TPUXKa,
KaHOUI03 POTOBOL
[MOPOKHUHY, 3a10p,
CYXiCTb y POTIi
3 6OKy Binb y XKOBYHOMY MiXypi,
remnaToOimiapHOi XOJIEIIUCTUT
CHCTEMU
3 00Ky LIKipu Ta AKHe, CBepOixX, X710a3Ma, ex3eMa, MynbTH-hopMHa
MigIIKipHOI BUCHUII asomelrisi, akue(OpMHU [epuTEMa
KJIITKOBUHU NepMaTHUT, CyXiCThb

[IKip¥, HOJO3HA
epuTeMa, TinepTpuxos,
3MiHM LIKipH, PO3TAKKHU,
KOHTAKTHUH IepMaTHT,
boTOUyTIUBUI
mepMaTUT, HOOy/IspHa

[IKipa




Binb y ciuHi, 6imb y
KiHIIiBKaX, CyAOMHU

3 00Ky M’s130BO1
Ta CIIOJTy4HOl

TKAQHUHU M’ s13iB

3 60Ky bosmtouicTs  |BariHanbHUU [lucrnapeyHis,

PETPOOYKTUBHOI [MOJIOUHHUX KaHOU03, Ta30BUH |[BYJIbBOBATIHIT,

CHCTEMU Ta 3aJ103, 0inb, 30IIbIIEHHA  |IOCTKOITa/IbHA

MOJIOYHMX 3aJ103 [MeTpoparis*, [MoJIo4YHUX 3aJ103, KPOBOTEYa, KPOBOTEYA
aMeHopes (bi6po3HO-KicTO3HA [BimMiHH, KicTa MOJIOYHOI

BUOIJIEHHS 31
CTaTEeBUX OPraHiB,
[IPUILINBY, BaTiHIT,

MaCTOIIATis, 3a7103H, Tinepinasis
MATKOBi/BariHa/lIbHI [MOJIOYHOI 3aJI03H,
KPOBOTEYi*, HOBOYTBOPEHHS Y

MOJIOUHIY 3aJ103i, moJin
MKW MaTKH, aTpodis
eHOOMETpis, KicTa

[IOPYLIEHHS sIcUHUKA, 30iTbIIEeHHS
MEHCTPYaJIbHOTO MATKH

LIMKITy, IUCMEHOpes,

rimoMeHOpes,

MeHOparis,

BariHaJIbHa CYXiCTbh,
CYMHiBHUHI Ma30K
[lanaHuKOIaAY,
SHUXKEHHS J1i0ino
ACTeHis, migBUIlleHe
TIOTOBUIIJIEHHS,
HaOPSIK
(reHepamizoBaHUU
HaOPSIK,
mepupepuyHu
HaOpPsK, HaOpSK
00 IYYsT)
30iNTBIIIeHHS MaCcH
TinTa

3arasbHi He3nyxaHHA

po3nanu

TocnimxeHHs 3MeHIIIeHHS MacH Tina

*HeperynsapHi KpoOBOTedYi 3a3BU4all 3HUKAIOTh IIPU IPOOBKEHHI Teparril.

Omnuc oKpeMux MoOiYHUX peakilin

Y xinok, aki npuiimanu KI'K, criocTepiraBscs mifBuilleHUI PU3UK PO3BUTKY BEHO3HUX a00
aprepiambHUX TPOMOOTUYHUX Ta TPOMOOEMOOTIUHUX SIBUII, Y TOMY YuCi iHpapKTy Miokapaa,
iHCYNbTy, TPAH3UTOPHUX illIeMiYHUX aTaK, BeHO3HOTo TpoMO03y Ta TEJIA, sKi meTasnbHile omnucaHi y
po3mini «Oco6IMBOCTI 3aCTOCYBaHHS».

Bxaszani HUXK4Ye cepio3Hi mobiyHi peakuii crmocTepiranucs y XkiHoK, ki 3actocoByBanu KOK (ous.
TaK0XK po37in «Oco6IUBOCTI 3aCTOCYBaHHS»):

BEHO3Hi TpoMOoeMOO0JTiuHI po3maauy;
aprepianbHi TpoMOoeMOOIiUHI po3agy;
aprepiasbHa rinepTeH3sis;

IIyXJINHA MMEeYiHKY;



PO3BUTOK ab0 3arOCTPEeHHS 3aXBOPIOBaHb, 3B’S30K sIKUX i3 mpuitomoM KOK He 3’sscoBaHuUM
ocTaTo4yHO: xBopoOa KpoHa, HecrienudiuHuit BUpa3KOBUM KOJIT, erminerncisi, MioMa MaTku, mopdipis,
CUCTEeMHUY YEePBOHMY BOBYAK, I'epIiec BariTHUX, xopesd CupeHrama, reMOJIiTUKO-YPEMIUHUN CUHAPOM,
X0JleCTaTU4YHa XKOBTSIHULA;

XJ10a3Ma;

roctpi a6o xpoHiyHi po3nanu QYHKINI MeYiHKY, 110 MOXKYTh NOTPebyBaTH IPUNUHEHHS
3acrocyBaHHSI KOK, moku nmoka3HuKu (QyHKIIl TeYiHKY He IIOBEPHYTHCS [0 HOPMHU.

YacToTa [iarHOCTyBaHHS PaKy MOJIOYHOI 3a/I034 [ell0 MigBUIIYETHCS Cepefl XKiHOK, SKi
3actocoBytoTh KOK. OCKinbKY paK MOJIOYHOI 3a/I031 Y XiHOK BiKOM 10 40 pOKiB BUHMKAE PifKo,
30inbIIIeHHS KiTbKOCTI BUIAMKIB AiarHOCTYBaHHS pPaKy MOJIOYHOI 3271031 y XKiHOK, SKi 3aCTOCOBYIOTh
abo HemopmaBHO 3acTocoByBanmu KOK, € He3HAUHUM I[OJI0 3arajlbHOTO PU3UKY PaKy MOJIOUHOI 3aJI03H.
3B’s130K i3 3acTtocyBaHHAM KOK HeBigomuu. [IuB. TakoXK po3ninu «[IpoTunoka3aHHs» Ta
«0Oc06IMBOCTi 3aCTOCYBAHHS».

B3aemopii

[TpopuBHi KpoBOTedi Ta/ab0 3HMKEHHS KOHTPALIEIITUBHOI [Iii MOkKe BUHUKHYTH BHACJIiIOK B3a€MOZIl
iHmmx mikapchKux 3acobiB (iHmykTOpiB pepmenTiB) i3 KOK (guB. po3min «B3aemMopist 3 iHImmUMu
TMiKapChbKUMU 3aco0aMu Ta iHIII BUOU B3AEMOIIN»).

ITicaapeecmpauitiHi 0aHi

3a pe3ynbTaTaMHu I1'SITU JOCIiKEHb, ¥ SKUX IIOPiBHIOBAIN PU3UK BUHUKHEHHS pPaKy MOJIOYHOI
3aJI034 Y THX, XTO KoNu-HeOynp npuiiMa uyu mpuiimae KOK, i y Tux, ski Hikonu He npuiimanu KOK,
He BUSIBJIEHO 3B’s13Ky MixX 3acTocyBaHHAM KOK i pr3uKoM BUHUKHEHHS paKy MOJIOYHOI 3a/103H, 3
ominkamu edekty 0,90-1,12.

(]

BigmoBimHi mocmifKeHHS PU3UKY pPaKy MOJIOUHOI 3aJI03U IIPH 3aCTOCYyBaHHI KOMOiHOBAHUX OpPaJIbHUX
KOHTPAlEeIITUBIB

Y TpBOX AOCHiAXKEHHSAX ITOPiBHIOBAJIM PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3aJI03U y TUX, XTO
npuiiManu KOK Ha MOMeHT mociigxkeHHsT ab0 HellogaBHO MpruiMany (< 6 MicAIiB 3 MOMEHTY
OCTaHHBOTO 3aCTOCYBaHHS) i TUX, XTO Hikonu He npuiManu KOK. B ogHOMY 3 1[uX OOCHiIXKeHb
MTOBiOOMIISITIOCS IIPO BigCYTHICTh 3B’I3KY MiXK PU3MKOM BUHUKHEHHS PaKy MOJIOYHOI 327103 i
3actocyBaHHAM KOK. [IBa iHIIMX JOCIiAXKEHHS BUSBUIY MiABUIIeHU BigHOCHUY pu3uk 1,19-1,33
Ipu I0TOYHOMY abo HelrogaBHbOMY 3acTocyBaHHi KOK. O6upBa 11i MOCTiIXKeHHS BUSBUIIN
IiABUINEHUYN PU3UK BUHUKHEHHS PaKy MOJIOYHOI 321031 IIPX TPHBAJIOMY 3aCTOCYBaHHI HA MOMEHT
OOCIIXKEeHHS, IPUYOMY BITHOCHUY pU3UK KonuBaBcs Bif 1,03 y pasi Bukopuctanusa KOK ynpomosx
MeHII Hixk 1 poky mo npubnusHo 1,4 y pa3si Bukopuctanisa KOK 6inbure 8-10 poxkis.

[ToBigoMIeHHS PO IMif03pI0BaHi M00iYHI peakiril



[ToBimoMIEHHS IIPO Mif03pioBaHi MOOIYHI peakil y mepiof MOCTMapKEeTUHTOBOTO CIIOCTEPEKEHHS €
OyXKe BaxXJIMBUMU. Lle mae MOXKIIUBICTD 3[iMCHIOBATH KOHTPOJIb 3a CIIiBBIAHOLIEHHIM KOPUCTH/PU3UK
IS mikapchbKuX 3aco0iB. PaxiBIsIM ramy3i OXOPOHM 3I0POB'SE PEKOMEHIYETHCS TOBITOMIISATH IIPO
Oynmb-siKi mimo3pioBaHi MoOiuyHi peakilii, BAKOPHCTOBYIOUM HaIliOHAJIbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi. 4 poku.

YMmoBH 30epiranHsi. 30epiratv y HeJOCTYIIHOMY IJIs1 IiTe# MicIli B OpuTiHambHiN yIIaKOBIi IpH
TemmepaTypi He Buiie 30 °C.

YnakoBka.

[To 28 TabneTtox y 6ricTepi (24 akTuBHi TabneTku 4 Tabnetku miauebo); mo 1 abo mo 3, abo o 6
OricTepiB y KapTOHHIM YIIaKOBII.

Kareropis Bigmycky. 3a perenTtom.

Bupoonuk. mibe I'M6X ApuHalMiTTENb.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIXKeHHs MOro Jis/IbHOCTI.

MiouxeHnepurpacce 15, bpena, Cakconig-AuxansT, 06796, HiMeyunHa.



