Ckian

Oitoui peuoBuUHU: eTUHINIeCTPaAios, APOCIIiPpEHOH;

1 ymakoBka mMicTuth 28 TabneTok (24 TaGneTKu CBIiTIO-pokKeBOTro Ta 4 TabJeTKu
(mnaueb0) 6i10ro0 KOIbOpPY);

1 TaGneTKa CBiT/I0-pPOKEBOTO KONbOPY MIiCTUTh eTUHinecTpagiony 0,02 Mr (y Burnsmi
KJaTpaTy 3 6eTameKkCcoM) Ta OPOCIIiPEHOHY 3 MT;

OONOMINCHI peyoB8UHU: TAaKTO3U MOHOTIApAaT, KpoXMajlb KyKyPyA3siHUM, MarHiio
CTeapar, TimpoMesio3a, Tanbk, TuTaHy giokcup (E 171), 3aniza okcupg yepBouuu (E
172);

1 TabneTrka naie6o 6i10r0 KOITbOPY MiCTUTE:

OONOMINCHI peuoB8UHU: TAaKTO3U MOHOTIApAT, [eJIl0jIo3a MiKPpOKpPUCTaJlidyHa, MarHiio
CTeapar, TimpoMeJsio3a, TajabK, TuTaHy miokcup (E 171).

JIikapcbKa ¢opma

TabneTKu, BKpUTi 0007I0HKOIO.

OCHOBHI (pi3uko-ximMiuHi 81acmu8ocmi: KpyTili ABOOITYKJIi TabGmeTKu, BKPUTI
000JIOHKOIO, CBiT/I0-PO2KEBOTO KOJIBOPY, 3 OOHOT0 OOKY SIKUX BUTHUCHEHI OYKBU «DS» y
[IPaBUJIBHOMY IIECTUKYTHUKY, Ta KPYTJIi, IBOONYKJIi TabJeTKU, BKPUTI 000JI0HKOIO,
6inoro Kombopy, 3 OOMHOTO OOKY SIKMX BUTHUCHEHI OyKBU «DP» y IpaBUJIBHOMY
IIIECTUKYTHUKY.

dapMmakoTepaneBTHYHA I'pyna

['opMoOHabHI KOHTpalEeNTUBU OJIsi CUCTEMHOTO 3aCTOCYyBaHHA. ECcTporenu ta
rectarenu y ¢ikcoBaHux koMmbOiHaisx. Kog ATX GO3A Al12.

dapMaKoauMHaMiKa

Iamekc Ilepnst KoHTpalenTuBHUX HeBOad: 0,41 (BepxHiil ABOCTOPOHHIU 95 % moBipuuit
inTepBan: 0,85). 3aranpHuil iHgeKcC [lepnsa (KOHTpalLeNTUBHI HEBAAYi + ITOMUJIKH 3
60Ky naiienTok): 0,80 (BepxHili mBoCcTOPOHHIN 95 % moBipuwuii inTepnan: 1,30).

[TpoTuszanigHa fOisg npemnapaty ka3 0a3yeThCAd Ha B3aEMOil Pi3HUX YUHHUKIB,
HaWBaXX/IUBIIIMMU cepe[ IKUX € IPUTHIYeHHS OBYJIALl i 3MiHa IlepBiKabHOI CEKpelril.



Y xomi TpU-IIMKIIOBOTO KJIIHIYHOT'O OOCIIIAXKEHHS IIPUTHIYEeHHS OBY/IAIlil HOPiBHIHHSA
kKoMOiHarrii gpocmipenoH 3 mr/etuHinectpaniosn 0,02 mr mpu 24-neHHOMY Ta 21-
OEeHHOMY PexXuMi, 24-IeHHUN PEeXXUM acolliloBaBCs 3 OiIbIIIOI0 CYIIPECI€I0 PO3BUTKY
domikymis. [Ticyiga HaBMHUCHUX ITOMUJIOK ¥ HO3YBaHHI IIPOTSATOM TPETHOTO LIMKITY Tepamil
y IlepeBaxHOl OiJTbIIOCTI XKIiHOK i3 21-HeHUM peXkUMOM CIIOCTepiranacs akKTUBHICTh
SIEYHUKIB, BKJIIOYAIOUU OBYJIALIIO IIOPIBHSAHO i3 XKiHKaMUu 3 24-IeHUM PEXKUMOM.
AKTHUBHICTb I€YHUKIB ITOBepTasacs [0 PiBHIB, 1110 OyJIX MO IIOYATKY Tepamii mMpoTsaroM
UKy mmicnsa Teparmil y 91,8 % XkiHOK i3 24-0eHHUM PEXUMOM.

[MTpemapart [ka3 - 11e KoMOiHOBaHUM OpalbHUM KOHTPAIIENITUB 3 €TUHiJIeCTpamgioioM
Ta IIPOTreCTOTeHOM OPOCIHIPEHOHOM. Y TepalleBTUYHUX J03aX OPOCIIPEeHOH IIPOSBIISE
aHTHMAHOPOTEeHHI Ta IMTOMipHi aHTUMiHEPaJTOKOPTUKOIOHI BTacTUBOCTI. BiH He Mae€
€CTPOTEeHHOI, TTIOKOKOPTHUKOIOHOI Ta aHTUTTIOKOKOPTUKOITHOI aKTUBHOCTi. OTXKe,
OPOCIIIDEHOH Ma€ CX0XKUM (papMaKOJIOTiYHUY TPOQiTh 3 IPUPOAHUM IPOreCTEPOHOM.

3rigHo JaHWX KIIIHIYHUX OOCHiAXKEeHb IIOMipHI aHTUMiHEPaTOKOPTUKOIOHI BIaCTUBOCTI
npemnapaty [kKa3 IpU3BOOSATh [0 IIOMIpHOTO aHTUMiHEPAIOKOPTUKOIAHOTO BIIJIUBY.

Byno nmpoBeneHo ABa 6araToleHTPOBUX, MOABIMHUX CIINUX, PaHAOMi30BaHUX, mialebo-
KOHTPOIbOBAaHUX OOCIIiAXKEHHS OJIs OLiHKYU e(peKTUBHOCTI Ta 6e3MeKH 3aCTOCYBaHHS
II>xa3 xKiHKaM 3 acne vulgaris cepegHboro cTyneHs. [licns 6 micsaiiB Teparii,
MMOPiBHSHO 3 IIanebo, mpenapaT IPOAeMOHCTPYBaB CTATUCTUYHO 3HAUYIIUM eDeKT
3HMKeHHS Ha 15,6 % (49,3 % mopiBHSAHO 3 33,7 %) KiIBKOCTI 3amalbHUX €JIEMEHTIB,
18,5 % (40,6 % mopiBHsiHO 3 22,1 %) KinbKOCTiI He3amaJIbHUX eJIeMeHTiB, Ta 16,5 %
(44,6 % mopiBHSHO 3 28,1 %) 3aranbHOI KiJIbKOCTi BHCHUIIaHb. TaK0OK OiNbIINHI BilICOTOK
cy6’ekTiB, 11,8 % (18,6 % mopiBHsIHO 3 6,8 %), OYB i3 «YHUCTOIO» Ta «MalKe YUCTOIO»
IIKipoI0, SKi oIliHIoOBanucs 3a mKasnoi ISGA (Investigator’s Stated Global
Assessment).

®dapMaKOKiHeTHKa

I pocripeHoH

BcMmokTyBaHHA. [TepopasibHO IPUMHATUU OPOCIIIPEHOH IIBUAKO i TOBHICTIO

BCMOKTYETHCSA. MaKCUMaJsibHa KOHIIEHTpallisd y CUPOBaTIli KPOBI, 1110 CTaHOBUTH 38
HI'/MJI, DOCSITAETHCS NPUOIN3HO Yyepe3 1-2 roguHM IIicjIsd OOHOPA30BOI'0 IEePOPaAIbHOTO
3aCTOCyBaHHS. BiomOCTYIIHICThL CTAHOBUTE 76-85 %. OmHOYacHe BXKHBAHHS 1XKi He
BIIMBA€E Ha 0iOOCTYIIHICTh APOCHipEHOHY.

Po3znopin. Ilicinsa mepopalbHOTO 3aCTOCYBaHHS KOHIIEHTPALisl APOCIIPEHOHY B
CHPOBATIIl KPOBi 3HUXKYETHCA 13 CepeqHiM KiHIIeBUM I1€PiogoM HalliBBUBEOEHHS
65113bK0 31-1 roguHu. [IpocnipeHOoH 3B’ I3YETHCS i3 CUPOBAaTKOBUM ajibOyMiHOM, IIpU
1IboMYy He 3’egHyrouucsh i3 '3CC, Ta KOPTUKOIA03B 13yI04uM rio0yniHoM. Tinbku 3-5 %



WOTO0 3arajbHOl KiJIbKOCTi B CUPOBATIIi KPOBi IPUCYTHI y BiIbHOMY CTaHi. CIIpUdYrHEHE
eTuHinectpanionom nipsuitieHHs I'3CC He BIIMBa€ Ha 3B'sI3yBaHHSA OPOCIIPEHOHY 3
IMpoTeIHaMU CUPOBaTKU KPoBi. CepenHitt 00’eM PO3MOiNy APOCIIipEHOHY CTAHOBUTH
3,7+1,2 n/kr.

MeTabomi3M. [IpocripeHOH 3HaYHOI0 Mipoio MeTaboIi3y€eThCS IIiCIsa MepopaabHOr0
3acTocyBaHHs. ['0moBHUMH MeTabosiTaMu y I11a3Mi € KUCJIOTHI ¢GopMU ApPOCHipeHoHY,

110 YTBOPIOIOTHCS IIPHU BiOKPUTTI JIJaKTOHOBOI'O Kijbils, Ta 4,5-OUrigpo-gpOoCIipeHoH-3-
cynb(dart, Ki yTBOPIOIOTHCS IIJIAXOM TimgpaTallil 3 MOOaJIbIINM CyIb(aTyBaHHSIM.
IIpocnipeHOH TakKoxXK € 00’€KTOM OKMCHIOBAJILHOTO MeTaboJIi3My, 10 KaTalli3yeTbCs
CYP3AA4. In vitro opocnipeHOH Moxe ci1abKo abo ToMipHO MPUTHIYyBaTu (pepMeHTH
unutoxpomy P450: CYP1A1, CYP2C9, CYP2C19 ta CYP3AA4.

BuBenenHs 3 opraniamy. IIIBugKicTs MeTab0oIiYHOT 0O KITipeHCY OAPOCIIipEHOHY i3

CUPOBATKHU KPOBi CTAaHOBUTD NIpuOIU3HO 1,5+0,2 Mi1/XB/KT. [IpOCIipeHOH BUOINSIETHCS
y He3MiHeHi! HopMi TibKHU y OyKe He3HaudHil KiTbKOCTi. MeTaboIiTH BUOINSAIOTHCA i3
ceyelo Ta KaJjioM y criBBigHolneHHi Bixg 1,2 o 1,4. [lepion HanliBBUBEOEHHS
MeTaboJTiTiB i3 cedero Ta KaJlIOM CTAaHOBUTH IMPHOM3H0 40 roguH.

Cran piBHOBal"I/I. YHpO)IOB}K OUKITY 3aCTOCYBaHHS MaKCHMaAJIbHaA piBHOBa}KHa

KOHIIEHTpAIlis APOCIIiPeHOHY B CUPOBATIII KPOBI, I1I0 CTAaHOBUTH ITPpubIu3Ho 70 HI/MII,
OOCSATA€ETHCA Miciasa 8 OHIB 3aCTOCYBaHHs. PiBHI IPOCIIipEeHOHY Y KPOBLI KyMYyJItOBailu B 3
pa3u K HacCJIiJOK CIIIBBIOHOIIIEHHS TePMiHaJIbHOI'O IIepioay HalliBBUBEOEHHS Ta
iIHTEepBasly JO3yBaHHSA.

OKpemi 2pynu nauieHmok

Kinku i3 mopyueHHSIM (QYHKITII HUPOK. PiBHOBakKHa KOHIIEHTPAIlisl APOCHipeHOHY B

CHPOBATIIl KPOBi Y XKIHOK 3 HUPKOBOIO HEJOCTATHICTIO JIETKOTO CTYIIEeHS TAXKKOCTI
(kmipenc kpeaTtuHiny 50-80 mi/xB) Oyna MOPIBHAHHOIO i3 ITUM MOKA3HUKOM [JIs XKiHOK
i3 HopMaJibHOI0 QYHKITi€EI0 HUPOK (KJTipeHc KpeaTuHiny Oinbiiie 80 mi/xB). PiBeHb
OPOCITipEHOHY B CUPOBAaTIli KPOBi OyB y cepenHboMy Ha 37 % BUIIUM Yy KiHOK i3
HUPKOBOIO HEOOCTATHICTIO CEPEIHBOTO CTYIIeHs TSIKKOCTI (KiipeHc KpeaTuHiny 30-50
MJI/XB) TIOPiBHSIHOI 3 IIUM ITOKA3HUKOM [JIs JKiHOK i3 HOpMaJIbHOIO (DYHKITIEI0O HUPOK.
3acToCcyBaHHS OPOCIIiPEHOHY ITPOAEMOHCTPYBAJIO NOOPY MEPEHOCUMICTh y BCiX Irpymax
nauieHToK. [TokasaHo, 1110 IpuMMaHHSA OAPOCIIIPEHOHY HEe Ma€ KIIIHIYHO 3HA4YyILIOTr 0
edeKTy Ha KOHILIeHTpallilo KaJlilo B CHPOBaTIli KPOBI.

2KiHKM 3 mopyIleHHSIM QVHKINI DediHKH.

Y mocnimzkKeHHi 3aCTOCyBaHHS Pa30BO1 HO3U KJIiPEHC OPOCIipEHOHY IIPU IIepopalbHOMY
3aCTOCYBaHHi 3HUKYBaBCs Mpubdau3Ho Ha 50 % B 0cib i3 moMipHOIO ITe4iHKOBOIO
HEIOOCTaTHICTIO MOPIiBHSIHO 3 HOOPOBOIBIISIMU 3 HOPMAJIbHOIO QPYHKITI€I0 TEeYiHKH.



BusiBneHe BigxuneHHs KIipeHCY OPOCIIipeHOHY B 0Cib i3 MoMipHOIO ITe4iHKOBOIO
HEeIOCTaTHICTIO He 3yMOBJIIIOBAJIO OyIb-IKUX SBHUX BimIMiHHOCTEMN BiTHOCHO
KOHIIEHTpaIlil KaJlito y cupoBaTIii KpoBi. HaBiThk Mpu HassBHOCTI ITyKPOBOTO miabeTy Ta
CYIIyTHBOI Teparil CItipoHOJIaKTOHOM (OBa (haKTOpPH, 110 MOXKYTh ITPOBOKYBaTHU
rirmepkasieMiio) He cIIocTepirasocs MigBUIIEHHS KOHIIEHTpPAIlil Kajlito B CUpOBaTIIi
KPOBi BHUIIle BEPXHHOI MeXKi HOpMU. MoxkKHa 3po0UTH BUCHOBOK, 110 OPOCIIipeHOH mobpe
IIePEeHOCUTHCSA 0co0aMHU i3 MeUiHKOBOIO HENOCTATHICTIO JIETKOTO Ta IIOMIipHOTO CTYIEeHs
(knac B 3a knmacudikariiero Yannga-I1'10).

ETHiuHi rpynu. He cmocTepiranocs KiIiHIiYHO 3HAYYIIOI pi3HUIl Y apMaKOKiHEeTHII

OpocIiipeHoHYy ab0 eTHHiIecTpamiosny y XKiHOK SITOHCHKOI HaIliOHAIbHOCTI Ta
€BPOIENIIIB.

ETuninectpapgion

BcMmokTyBaHHA. [Ipu nepopalbHOMY 3aCTOCYBaHHI eTUHiIeCTpaniosl IIBUOKO 1

IIOBHICTIO BCMOKTY€ETHCSA. MaKCUMaJsibHa CUPOBaTKOBa KOHIIEHTpAaLlis, 110 JOPiBHIOE 33
KT /MJI, DOCATAETHCS IPOTIATOM 1-2 TOOUH MiCJIsI OOHOPA30BOI'0 II€POPaIbHOIO
3acTocyBaHHs. AGCooTHaA 0i0OCTYIIHICTh BHACIIIMOK IPECUCTEMHOI KOH forallii i
MeTaboIi3My ITPU MEPIIOMY IPOXOAXKEHHI Yepe3 MediHKy CTaHOBUTH Npubau3Ho 60 %.
OmHouyacHe BXKUBaAHHS 1Ki 3MeHIIye 6i000CTYIIHICTh eTUHiNeCcTpamiony IpubInu3Ho y
25 % pocnigXKyBaHUX, IIPU HE3MIHHINA y PEITH.

Posnogin. PiBHI eTHUHiNECTpagiony y CUpPOBaTIli 3MEHIIYIOTHCS ABOMA3HO, TepMiHalIbHaA
(baza xapakTepuU3yeTHCS MEPiIOAOM HaAIliBBUBEEHHS, 1110 ITPUOIU3HO OOPiBHIOE 24
roguHu. ETuHITecTpagion MiliHO, mpoTe HecenupiyHo, 3B’I3YETHCA 3 albOyMiHaMu
cupoBaTKu (mpubnu3uo 98,5 %) Ta ingykye 30inbmenHs kKoHneHTpalii [3CC ta K3I''y
cupoBaTIili KPoBi. YsIBHUM 00’€M pPO3MOIiy CTAHOBUTDH IIPUOIU3HO 5 JI/KT.

MertabomnisM. ETuHinecTpamion 3HauyHOo0 Mipoio Metabomisyetrsca y IIIKT Ta npu

IepIIoMy ITPOXOAXKeHHi yepes nevinky. ETuHinectpamion MmeTabomi3yeTbCs, TOJIOBHUM
YUHOM, LIJIZXOM IiIPOKCUIIIOBAHHSA apOMaTUYHOI'O KiNIbIl 3 YTBOPEHHSIM IIIUPOKOI0
CIIeKTpa rifpOKCUIbOBaHUX Ta METUIbOBAHUX MeTa0O0JIiTiB, sIKi IPUCYTHI y BiITbBHOMY
CTaHi Ta K KOH'IOTaTH 3 T'JIIOKYPOHigaMu Ta cyibdaTtamu. MeTabomiuHmi KiIipeHc
eTUHiNTecTpafiony CTaHOBUTh MPUOIU3HO 5 MJI/XB/KT.

In vitro etuHninectpaniosn € 3BopoTHiM iHri6iTopoMm CYP2C19, CYP1A1l ta CYP1A2, a
TaKO2K Ha OCHOBi MexaHi3my mil - inribitopom CYP3A4/5, CYP2C8 ta CYP2]2.

BuBegeHnHs 3 opradisamy. ETuHIIecTpamion npakTUYHO HE BUBOOUTHCA Y HE3MiHEHINU

bopmi. MeTabomiTi eTUHIIECTPAAioNny BUBOOSATHCS i3 Ce4el0 Ta JKOBYIO ¥
criBBigHOMIEeHHi 4:6. ITepion HamiBBUBemeHHSI MeTab0JIiTiB CTAHOBUTh Makxke 1 mo0Oy.



CraH piBHOBaru. CTaH piBHOBAru OOCATa€ThCA Y OPYTii IIOJIOBUHI IIUKITY

3aCTOCYBaHHS$, KOJIU KOHIIEHTpallisd eTUHIJIeCTpagiony B CUPOBaTIli KPOBI
36inbmyeThes B 2,0-2,3 pa3za.

ITokaiHiuHI OaHi 3 6be3neku.

Y nabopaTopHUX TBapUH e(PeKTH OPOCIIiPEHOHY Ta eTHUHilecTpaniosny Oynu oOMeXeHi
TaKMMH, III0 aCOIlifoBaJIMCs 3 BimoMoOI0 (papMaKOJIOTigHOIO [i€l0. 30KpeMma,
OOCHIAKEeHHS 3 BUSIBIIEHHS PEIIPOOYKTHUBHOI TOKCUYHOCTI ¥ TBAapUH II0Ka3asu
HasIBHICTh BUgocnenudiyHuX eMOPioTOKCUYHOTO Ta PeTOTOKCUYHOIO BILIUBIB. [Tpu
€KCIIO3UIlil, I1I0 TIePEBUIIYE TaKy y KOPUCTyBauiB npernaparty [IxKas, y OesiKUX BUOIB
TBaApHUH CIIOCTEpiraau BIJIUB Ha CTaTeBYy AudepeHIiallio.

IToxa3aHHsA
I[TepopanbHa KOHTpaALEIIis.
IIporunoka3aHHs

KoMm6inoBaui ropmoHanbHi KouTpalentuBu (KI'K) He ciig 3acTocoByBaTH IIpU
HasIBHOCTi Xo4a 6 OOHOTO i3 HU>K4Ye3a3HaYeHUX CTaHiB. ¥ pa3si akiio Oyab-aKuil i3 mux
CTaHiB BUHUMKAE BHepile nig yac 3actocyBaHHsa KI'K, mpuitom nmikapchKoro 3acoby ciif
HerauHO IIPUIIUHUTH.

e HasiBHiCTh a00 pU3UK PO3BUTKY BeHO3HO1 TpoMOoeM6Ootil (BTE).

e BeHO3Ha TpoM0O0eMOOJIisi Ha JaHUM Yac, 30KpeMa BHACIIIOK Teparil
aHTUKOATyJIsTHTaMu, abo B aHaMHe3i (Hanpukiang Tpom603 rinubokux BeH (TT'B)
abo TpomboeMOorist mereneBoi aprepil (TEJIA));

e BimoMa cmapgkoBa a00 HaOyTa CXHUIbHICTh A0 BEeHO3HOI TpoMOoeMOoI1ii, Taka K
PE3UCTEHTHICTh A0 aKTUBOBAHOTO npoTeiny C (y ToMy 4ucii MmyTanisa gakropa V
JletigpeHa), gediuut aututpoM6Oiny-IIl, medimut npoteiny C, gedimuTt npoTeiny S;

e BEJIMKIi OllepaTHBHI BTPy4YaHHS i3 TpUBaJoo iMMoOini3ali€io (OUB. PO3Mis
«OCcOoOIUBOCTi 3aCTOCYBAHHS»);

e BHCOKHM PU3UK BEHO3HOI TpoMO0eMOO0JIil Yepe3 HasiBHICTh MHOXKMHHUX (QaKTOPiB
pu3uKy (OuB. po3mism «OcoOIUBOCTI 3aCTOCYBAHHS»).

e HasiBHiCTh a00 pU3UK PO3BUTKY apTepianbHOl TpoMboeMborii (ATE).

e HaAsSIBHICTH apTepianbHOI TpoMO0eMOOJIil Ha gJaHul Yac abo B aHaMHe3i
(Hanmpuknazn iHdapKT Miokappaa) abo HassBHICTb IPOOpPOMaJIbHUX CUMIITOMIB
(HammpuKiang CTeHOKapHis);

e TIOPYIIIEHHS MO3KOBOTO KPOBOOOiIry Ha maHui 4ac abo B aHaMHe3i, HasiBHICTh
OIpoOgpoOManbHUX CUMIITOMIB (HallpuKiag TPAaH3UTOPHaA imemMiuHa aTtaka (TIA));



e BimoMa cmagkoBa a0o HaOyTa CXUJIBHICTD OO0 apTepianbHOl TpoMOoeMOo0ITil, Taka
SIK TiIeproMonucTeIHeMiss Ta aHTHUTiNIa go ¢ocdorminigiB (aHTUTINIA OO
KapOioJimiHiB, BOBYAaKOBUM aHTUKOATYJISHT);

e MIrpeHb 3 BOTHUIIEBUMHU HEBPOJIOTIYHUMHU CUMIITOMaMX B aHaMHeE3i;

e BUCOKMU PU3UK apTepianbHOl TpoMO0eMOO0IIil Yepes3 HasiBHICTh MHOXKUHHUX
dbakTopiB pusuKy (OuB. po3min «OcobIMBOCTI 3aCTOCYBaHHsI») abo yepe3s
HasIBHICTh OJJHOTO CEPMO3HOT0 (paKTOPy PU3UKY, TAKOTO SK:

e IIYKpPOBUM OiabeT i3 CyIMHHUMU yCKIagHEHHSIMU;

e TSJKKa apTepiajibHa TilepTeH3id;

e TSI2KKa OUCIIIIOIIPOTEIHEMIsI.

e HasiBHICTBH TS2KKOTO 3aXBOPIOBAaHHS MEYiHKY Ha JaHUM Yac abo B aHaMHe3i, ITOKH’
MMOKa3HUKHU QYHKIIII ITeYiHKY He TOBEPHYINCS Y MeXKi HOPMHU.

e HupkoBa HEOOCTATHICTh TSXKKOI'O CTyIeHsI abo rocTpa HUPKOBA HEOOCTATHICTh.

e HasBHICTH NyXJIMH MTEeYiHKU Ha OaHUU dyac abo B aHaMHe3i (qoOposkicHux abo
3JI0SIKICHUX).

e Bimomi ab0 mifgo3pioBaHi 3M0SKICHI MyxXIMHY (HallpUKJlal, CTaTEBUX OpraHiB abo
MOJIOYHUX 3aJ103), 110 € 3aJIeKHUMHU BiJl CTaTEBUX T'OPMOHIB.

e BarinanpHa KpoBOTeYa He3’ siCOBaHOI €TiOOril.

e ITigBUINIEHA YYTIUBICTD OO0 Oil0YUX PeYOBUH ab0 00 OyOb-IKOTO i3 KOMIIOHEHTIB
JIIKapChbKOTO 3aco0y.

Jlikapcbku# 3acib [IkKa3 IpOoTUIIOKa3aHUM IIPU OJHOYAaCHOMY 3aCTOCYBaHHi 3
JIiKapChbKUMHU 3acobaMu, 10 MiCTSTh oMOiTacBip/mapuTanpeBip/pUTOHaBIp Ta
macabyBip (guB. po3minu «OcoBGIMBOCTI 3aCTOCYBaHHS» Ta «B3aemomis 3 iHITUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIiN»).

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOain

Cnig o3HalOMUTHCS 3 iH(MOPMAIIi€0 00 JTiKapChKOT0 3aco0y, 1110 3aCTOCOBYETHCS
OJHOYAaCHO, [JI BUSBJIEHHS MOTEHIIMHUX B3a€EMOMIIN.

e BrinuB iHIMX JTiKapchKUX 3ac00iB Ha JTiKapchbKuiM 3acid ka3

B3aemopii MoknuBi 3 JTiKkapchKuUMHU 3acob6aMi, IO iHAYKYIOTh MiKpocoMaslbHi
dbepmenTu. Lle npusBene mo 30iMbIIeHHS KITipEHCY CTaTEBUX TOPMOHIB, III0 ¥ CBOIO
4yepry COPUYMHSE 3MiHU XapaKTepy MeHCTpyabHOl KpOoBOTeYi Ta/abo BTpaTu
e(peKTUBHOCTiI KOHTpalleNTHRa.

Tepanis

[HpyK1ist GepMeHTiB Moke OyTU BUSIBIIEHA 4Yepe3 JeKilbKa OHIB JIIKyBaHHS.
MakcuMarnbHa iHOYKIliS GepMeHTIB 3arajoM CIIOCTEPIraeThbCs yepe3 AeKilbKa TUXKHIB.
[Ticns BimMiHM NMiKyBaHHS iHOYKITisA (epMEHTIB MOXKe TPUBaTU O/IM3bKO 4 TUXKHIB.



Kopomkocmpokose /niKy8aHHs

Kinku, siKi mpuiMaloTh JTiKapchKi 3acobw, 1110 iHAYKYIOTh pepMeHTH, MalOTh
TUMYaCOBO BUKOPHUCTOBYBaTU Oap’epHUM MeToq abo iHIMM MeTon KOHTpallenii
nogatkoBo o KOK. bap’epHuil MeToq CJIif 3aCTOCOBYBATHU IIPOTATOM yChOT'O TEPMiHY
JIIKyBaHHS BIANIOBIOHUM IIpeIlapaToM i Iie IpoTAroM 28 OHIB IIiC/s IPUINHEHHS MO0
3aCTOCyBaHHS. AKIIIO Tepallisa po3M0OYNHAETHCS Y IIePiod 3aCTOCYBaHHS OCTaHHIX
TabneTok KOK 3 ymakoBKH, TO MpuiioM TabJieTOK 3 HAacTymnHol yrnakoBku KOK crif
po3moYaTH ogpasy ITicjIs momepeaHbol 6e3 3BUYHOTO iHTepBally 6e3 3aCTOCyBaHHS
TabJIEeTOK.

Iloseocmpokose niKy8aHHA

2KiHKaM ITpu JOBrOCTPOKOBiM Teparlil JiloYUMU pedOBHHAMU, 10 iHOAYKYIOTh (DEPMEHTHU
MeYiHKM, peKOMEHOYEThCA Oap’epHUM abo iHIIUM BigmoOBimHUY HETOPMOHAIbHUM
MeTO[ KOHTpalenIil.

Huxxye3asHaueHi B3aeMopil Oynu 3adikcoBaHi 3rigHO 3 ony0IiKOBaHUMU TaHUMHU.

Hiroui peuosuHu, w,o 36iavwyromos KaipeHc KOK (3HuaceHHs epekmusHocmi KOK
yepe3s iHOYKUilo (pepmeHmia), Hanpukaao:

O6apbiTypaTu, 603eHTaH, KapOaMa3elriH, GeHiTOIH, IpUMigoH, pudaMITilinH;
ImpelaparTy, III0 3aCTOCOBYIOThCS npu BlJI-iH(deKIlil: puTOHAaBip, HEBiIpaIlliH Ta
edaBipeHII; TaK0XK, MOXKJIUBO, (penbamaT, rpu3eodynbBiH, OKCKapOa3eIliH, Tonipamar i
POCIUHHI MiKapchKi 3acobu, 1110 MiCTATh eKCTPakKT 3Bipo6oio (Hypericum perforatum).

Ilitoui peyo8uHu i3 HenocmiluHuUM 8njausom Ha KiaipeHc KOK

[Tpu ogHOYacHOMY 3acTtocyBaHHi 3 KOK Besnuka KinbKicTh KoMOiHai iHridiTopis BIJI-
MIPOTeas3yu Ta HEHYKIEO3UIHUX iHTi0iTOPiB 3BOPOTHOI TPAHCKPUIITA3U, BKIIIOYAIOYHU
KoMOiHaririi 3 inribiTopamu Bipycy rematuty C (BI'C), MoxKyTh migBuiryBaTtu abo
3HUKYBATHU KOHIIEHTpAIlil ecTporeHy a00 IIPOreCTUHIB y I1a3Mi KpoBi. CyKynHUM
BIIJIUB TaKWX 3MiH MOXKe OyTH KJIiHIiYHO 3HAUYIIUM y OesIKUX BUIIaJKaXx.

Tomy a1 BUSIBIEHHS IIOTEHIIMHUX B3a€EMOiN Ta OyOb-IKUX iHITUX PeKOMEHallil Cilifg
03HAMOMUTUCS 3 iHpOopMalli€lo II00 MEANYHOTO 3aCTOCYBaHHS IiKApChKOT0 3aC00y
s smikyBaHHs BIJI/BI'C, 110 mpuiiMaeTbCsl OQHOYACHO. Y pa3i HasiBHOCTI OyOb-IKUX
CYMHIBIB KiHKaM [10JaTKOBO CJIil BAKOPUCTOBYBaTHU Oap’€pHUN MeTO[ KOHTpaIeIIlil
IIpu Teparmii inribiTopamMu nmpoTtea3u abo iHridbiTopamMu HEHYKJIEO3UOHOI 3BOPOTHOI
TPaHCKPUIITA3U.

Iiroui peuosuHu, w,o 3HUNMHCYOMb KaipeHc KOK (iH2ibimopu ¢pepmeHmis)



KrniniyHa 3Ha4yIIicTh MOTEHIIMHOI B3aEMO/Iil 3 iHridiTopaMu pepMeHTIB 3aIUIIAETHCS
He3'sICOBaHOI0.

OnmHoYacHe 3aCcTOCyBaHHS cunbHUX iHTiO6iTOPiB CYP3A4 MOXKe ITimBUIITUTH T11a3MOBI
KOHIIeHTpallil ecTporeHy abo nmporectTuHy, abo 060X KOMIIOHEHTIB.

Y mocrnimkeHHi OaraTopa3oBux mo3 KoMOiHallil mpocmnipeHoH (3
Mr/mo0y)/eTuHinecTpamion
(0,002 Mr/mo6y) Ta cunbHoro iHri6itopa CYP3A4 KeTOKOHa301y, 1110 3aCTOCOBYyBaBCS

omHOoYacHO, mpoTsaroM 10 gHiB 36inbiryBanocs 3HaueHHss AUC POCIIipEHOHY Ta

(0-24h)
eTUHinectpagiony y 2,7 ta 1,4 pa3sa BiAIIOBIgHO.

ETopukokcu6b y go3ax Big 60 mo 120 mr/mo0y mpomeMOHCTPYyBaB MigBUIIIEHHS
[1JIa3MOBUX KOHIIEHTpaLil eTuHinecTpagiony y 1,4-1,6 pa3a BiAIOBiOHO IpHU
OOHOYACHOMY 3aCTOCYBaHHi i3 KOMOiHOBaHUM rOpMOHAJIbLHUM KOHTPAILEIITUBOM, 110
Mictuth 0,035 Mr eTuHiTEeCTpagiony.

e Brinus nikapcbkoro 3aco0y [I>ka3 Ha iHII JTiKapchbKi 3aco0u

KOK MOKyTh BIIJIMBAaTU Ha MeTab0JIi3M OesAKUX Oil0YnX pedyoBUH. BignmoBigHo,
KOHIIeHTpallil y IJIa3Mi KpOBi Ta Yy TKaHUHAaX MOXKYTb ab0 IMigBUIIyBaTUCS (HaAITpUKIIa[,
IIMKJIOCIIOPUH), a00 3HUKYBATUCS (HaIpUKIiIaf, JIJAMOTPUIXKUH).

Ha mipcTaBi mociim»kxeHb B3a€MOII in Vivo y XKiHOK-TOOPOBOJIBIIB, IKi 3aCTOCOBYBAIN
OMeIpas30JI, CHKMBACTaTUH Ta Mifa30JjiaM siK CyOCTpaTu-MapKepu, BCTAHOBJIEHO, II0
KJIIHIYHO 3Hayyllla B3aEMOJisA OPOCIIPEHOHY B 0031 3 MI' 3 IHIIUMU aKTUBHUMU
cyOCTaHIIiIMU, 110 iIHOYKYIOTHCS IMTOXpoMoM P450, € MasioMMOBipHOIO.

KniniuHi maHi cBimyaThk Ipo Te, 110 €TUHiIECTPagion IPUTHiIYy€e KiTipeHc cyOcTpaTiB
CYP1A2, 110, y CBOIO 4epry, BUK/IUKaE cinabke (Hampukiag, Teodinin) abo moMmipae
(HammpuKian, TU3aHIOWH) MiOABUIIEHHS 1X IIJIa3MOBUX KOHIIEHTPAIIil.

dapmakoOuHamidHi 83aEMOOIT

OnmHOYacHe 3aCTOCYBaHHS 3 JIiIKapChbKUMU 3acobaMu, 1110 MiCTATh oMOiTacBip/
napitanpeBip/puToHaBip Ta HacalyBip 3 mogaBaHHSAM pubaBipuHy abo 6e3 Takoro,
30inbIly€e pU3UK IIiOBUIIIEHHS PiBHS ajaHiHaMmiHoTpaHcdepasu (AJIT) (ouB. po3mginu
«ITpoTunokasanHsa» Ta «OcoOIMBOCTI 3aCTOCYBaHHSI»).

Towmy, kiHKaM, gKi 3aCTOCOBYIOTH JTiKapChbKui 3acib [IkKa3, HeoOXimTHO TUMYaCOBO
[IepeuTH! Ha aJlbTePHATUBHUU MEeTO[ KOHTpalemnilil (HanpuKiag KOHTPaALEeITUBY, 1110
MiCTSTh TiJIbKU IporecTareH, abo HeropMoHaJIbHi MEeTOIH) Iepefl MoYaTKOM Teparrii i3
3aCTOCyBaHHSM 3a3HadeHOl KoMOiHallil JlikapchbKux 3aco0iB. 3aCcTOCyBaHHS
JIIKapChKOTo 3aco0y [l:Ka3 MOXKHA BiIHOBUTHU 4Yepe3 2 THUXKHI HiC/Ig 3aBepLIeHHS



Tepalrii 3a3HaYeHo00 KoMbiHaIli€lo.

Y mailieHTiB 3 HOpMaJIbHOIO PYHKIIIEI0 HUPOK OOHOYACHE 3aCTOCYBaHHS OPOCIiPEHOHY
Ta iHridiTopiB AIT® abo HecTepOIimHUX NpPOoTHU3ananbHuX npenapartiB (HII3II) He
IIoKa3aJio 3HAQ4YyIIoro BIIJIMBY Ha PiBHI KaJlito CUpoBaTKU KpoBi. OqHaK OgHOYacHe
3aCcTOCyBaHHS JIiKapChKOro 3aco0y [I;Ka3 Ta aHTaroHIiCTiB albgOCTEPOHY abo
Kani3bepirarounx OiypeTUKiB He OOCIiAXKyBaocs. Y IbOMYy BUIIQAKY PiBeHb Kajlilo y
CUPOBAaTIIi KPOBi MOTPiOHO HOCIiAXKYBaTH IMIPOTSITOM IIEPIIOTO IIUKITY JIiIKyBaHHS (OUB.
TaK02K po3min «OcoBIIMBOCTI 3aCTOCYBAaHHSI»).

IHIIi dopMU B3aeMomil

JlabopamopHi aHanizu

3acTocyBaHHS KOHTPAIENTUBHUX CTEPOIiB MOKe BIJIMBATU Ha PE3yJ/IbTaTU OEIKUX
nabopaTOPHUX aHaJIi3iB, TaKUX K O6ioxiMiuHi mapaMeTpu QYHKIII ITeYiHKY,
INUTOBUOHOI 3aJ103W, HAAHUPKOBUX 3aJ103 1 HUPOK, Ha KOHIIEHTPALil0 y Ij1a3Mi
TPAHCIIOPTHUX OiNIKiB, TAaKUX SIK TJI00YJIiH, 1110 3B’sI3Y€ KOPTUKOCTEPOIAU, Ha
KOHIIEHTpAIIil0 y IJ1a3Mi KpPoBi ¢pakiliii mimigiB/mimonpoTeiliB, Ha TOKa3HUKHN
BYTJIEBOOHOTO 0OMiHYy, Koarynsaiil Ta ¢iopuHONily. 3a3BUYall TakKi 3MiHU 1epedyBaloTh
y Mexkax HOpMH. [IpocIipeHoH 30i/Iblilye aKTUBHICTh PEHIHY Ta albIOCTEPOHY ¥
IJ1a3Mi KPOBI, IO iHAYKYETHCS MOT0 MOMIPHOI0 aHTUMiHEPaJIOKOPTUKOITHOIO
aKTUBHICTIO.

Oc006/1MBOCTi 3aCTOCYBaHHS

PimmeHHs npo npu3HadyeHHS JIiKapCchKOro 3aco0y [IkKa3 ciif npuiiMaTH 3 ypaXyBaHHIM
IHOMBimyanbHUX (paKTOPiB PU3UKY KIHKH, 10 iICHYIOTh Ha JaHUW MOMEHT, y TOMY YHCJIi
bakTOpiB pU3UKy PO3BUTKY BeHO3HOI TpoMmboeMoOorii (BTE), a Takox pusuky BTE,
IOB’$I3aHOT0 3 IPUMOMOM ITpenaparty ka3, IOPiBHAHO 3 iHIIMMU KOMOiHOBaHUMU
ropmoHanbHUMHU KOHTpatlentuBaMu (KI'K) (ouB. po3ginu «IIpoTunoka3saHHSI» Ta
«OCcoOIUBOCTI 3aCTOCYBaHHS»).

ITonepedacerHs

[Tpu HasIBHOCTi OyOb-IKUX CTaHiB a00 (aKTOpiB pU3UKY, 3a3HAUEHUX HUKYE, CITif
00TrOBOPUTH 3 KIHKOIO MOIIIIBHICTh 3aCTOCYBaHHS JIiKapCchKOT0o 3aco0y [Ixkas.

Y pasi 3aroctpenHss abo Npu MMepIInx NposiBax Oyob-IKUX i3 BKa3aHUX CTaHiB abo
(pakTOpiB pU3UKY KiHKAM PEKOMEHAYETHCS 3BEPHYTHUCS OO0 JIiKapsa Ta BU3HAYUTHU
HeOoOXigHICTh IPUNIMHEHHS IIPUXOMY JTiKapCchKOro 3aco0y [Ikas.

Y pasi mimo3proBaHoi abo nmigTBepakeHol BTE a6o ATE crig npunmuHUTYA 3aCTOCYBaHHS
KT'K. dki1o po3noyaTa aHTUKOATYJITHTHA Tepallis, ciig 3a0e3meYuTy albTepHAaTUBHY



afleKBaTHY KOHTpPALIEIIlil0 Yepe3 TepaTOTeHHUU BIIJIUB aHTUKOATyJISHTIB (KyMapuHH).
e [IUpKynATOPHI po31anu
Pu3uk po3BUTKY BeHO3HOI TpoMboembotii (BTE)

3actocyBaHHsa Oynob-akux KI'K migBuillye pusuk po3BUTKY BEeHO3HOI TpoMboeMOortii
(BTE) y XiHOK, $IKi 1X 3aCTOCOBYIOTbh, IIOPiBHSAHO 3 TUMH, SIKi iIX HE OTPUMYIOTh.
JIikapchKi 3aco0u, 1110 MiCTSITh TIEBOHOPTECTPEI, HoprecTuMaT abo HOPETHUCTEPOH,
acoIlio0ThCs 3 HUKYUM pu3ukoMm BTE. 3acTocyBaHHS iHIIMX JTiKapChKUX 3aco0iB,
TakKux SK [l2Ka3, MOXKe NPU3BOAUTH [0 IMiABUILIEHHS PU3UKY yaBidi. PillleHHs Ipo
3aCTOCYBaHHS JTiKapChKUX 3aCc00iB, OKPiM THX, III0 MalOTh HAWHUKYUYN PU3UK POIBUTKY
BTE, cnig mpuiMaTu JUIlle Iiciass o0roBoOpeHHs 3 XKiHK00. HeoOximHO mepeKoHaTucs,
III0 BOHa yCBigoMIItoe pu3uk po3BuTKy BTE, acoiliioBaHu# i3 3aCTOCyBaHHSAM
JiKapchKOTro 3aco0y [I2Ka3, CTyIiHb BILJIMBY HassBHUX Y Hel (aKTOpPiB pPU3UKY Ta TOU
(akT, mo pu3uk BTE € HauBUIIMM IIPOTATOM IIEPIIOTO POKY 3aCTOCYBaHHSA. 3a
neskuMu nanuMu pusuk BTE Moxxe 3pocTaTu npu BimHOBIEHH] 3acTocyBaHHA KI'K
Imicsisg mepepsBu y 4 TUXKHI ab0 OoBIIIe.

Y oBox 3 10 000 xiHOK, sKi He nmpuriMaioTh KI'K Ta He € BariTHuMu, po3BuBaeThcsa BTE
MPOTSroM poKy. OgHaK y KOXKHOI OKPeMOi KiHKU PU3UK MOxKe OyTHU 3HAaYHO BUIITUM
3aJIeKHO Bifl HasIBHUX Yy Hel (haKTOPiB PU3UKY (OUB. HUXKUE).

Bcranosnenol, 1o 3 10 000 xkiHOK, siKi 3acTOoCOBYIOTh KI'K, 1110 MICTATh OPOCIIPEHOH,
v 9 - 12 xkiHoK po3BuHeThbCsa BTE npoTarom ogHOro poxky. Lle mopiBHIOETHCS 3
IIOKa3HUKOM 62 y XIiHOK, s1Ki 3aCTOCOBYIOTH KI'K, 1110 MiCTSATH JIEBOHOPIreCTpeIl.

B 060x Bunapgkax KinbkicTh BunaakiB BTE 3a pik Oyjia MeHIIO!0, Hi’K 3a3BUYal
OYiKY€ETHCS MPOTSATOM BariTHOCTI abo y ITiCIsII0I0roBOMY Iepioi.

BTE Moxe npu3BOOUTH OO JieTaJlbHUX HACIIOKIB y 1-2 % BuUlanxis.

@akTOopu pu3UKy POo3BUTKY BTE

Pu3uK po3BUTKY BEHO3HUX TPOMOOEeMOOIiYHUX YCKIagHEHb Yy XKIiHOK, SKi
3actocoByioTh KI'K, Moke OyTH 3HAYHO BUIIIUM NIPU HASIBHOCTI JOOaTKOBUX (PaKTOPiB
PU3UKY, 0OCOOIUBO MHOKUHHUX (OAUB. Tabmuiio 1).

3acTocyBaHHS JIiKapChKOT0 3aco0y [I2Ka3 NpoTUIIOKa3aHe XKiHKaM 3 MHOXUHHUMU
dbakTOpaMu PU3UKY, III0 MOXKE MiIBUILIUTHA PU3UK PO3BUTKY BEHO3HOTO TPOMOO3y (OUB.
po3min «IIpoTurokalaHHsa»). AKIIO XiHKa Ma€ Oinbire ogHOTO paKTopa PU3UKY,
3pOCTaHHS PU3UKY MOXKe OyTHU OiNbIINM, HiK CyMa PHU3UKIiB, acOIlilOBaHUX i3 KOXKHUM
okpeMuM (paKTOPOM, TOMY CJIif OpaTu [0 yBaru 3arajlbHUUA pU3uK po3BUTKY BTE.
K110 CIiBBIGHOIIIEHHS KOPUCTH/PU3UK € HECIIPUATIINBUM, He ciifg npu3Havatu KI'K



(muB. po3min «IIpoTUIIOKa3aHHI»).
Tabmums 1.

dakTOpU pU3UKY PO3BUTKY BTE

®aKTOpP PU3HUKY

IIpumiTKa

OxupiHHA (IHOEKC Macu Tijla IepPeBUILYE
30 kr/M?%)

Pu3uK 3HAYHO MiABUIIYETHCSA IIPU 30iNbIIEHH] iH]
Tina.

Oco6nuBo moTpebye yBaru MpPU HasIBHOCTI iHIINX
PU3UKY.

TpuBana iMmmo06ini3ailisi, BeTuke
omnepaTHBHE BTPyYaHHSs, ollepallis Ha
HUXHIiX KiHIiBKax a00 opraHax Tas3a,
HeWpoXipypriuui BTpyyanHs abo oOmIupHa
TpaBMa.

[TpumMmiTKa: TUMYacoBa iMmoOinizairis, y
TOMY YMCJIi IIepenboTHu > 4 TOOUH, TAaKOXK
MOXKYTb OyTH (PAKTOPOM PU3UKY PO3BUTKY
BTE, 0co61BO y XKIiHOK 3 iHITUMH
(pakTOpAMU PU3UKY.

Y Takux cuTyalisix peKOMEeHOYEThCSA IPUITUHUTU
JTikapchKoro 3aco0y (y pasi mi1aHoBOTO OepaTuB
BTPY4YaHHS LIOHaMeHIle 3a 4 TUXKHI) Ta He BiTH(
3aCTOCYBaHHS paHillle HiK 4yepe3 2 TUXKHI ITiCI 1
BiIHOBJIEHHS PYXOBOl aKTUBHOCTI. 3 METOIO YHUKI
HebOaXkKaHOI BariTHOCTI CJIif 3aCTOCOBYBaTH iHIII M
KOHTPAIIEeIIIil.

Cnig po3TrNIgaHYTU OOLIBHICTE @HTUTPOMOOTUYHO
3aCTOCYBaHHS IiKapChKOro 3acol0y ka3 He 0yJIC
onepenHko.

CimeltHUYT aHaMHe3 (BeHO3HA
TpoM0O0eMOOIIisl y KOTOCH i3 ponuuiB abo
06aTbKiB, 0COOJIUBO Yy BiTHOCHO MOJIOZOMY
Billi, Hanpukiaag 0o 50 pokKiB).

Y pasi HasgsBHOCTI CIafKOBOI CXHUJILHOCTI ITepe 3a
oynp-akux KI'K )KiHKaM peKOMeHIOYEThCS MOopaau
CIIeliajIiCTOM.




Pak, cucteMHUM 4epBOHUU BOBYAK, T€MOJIITUKO-Y
. , . CHUHOPOM, XPOHiIUHE 3anajbHe 3aXBOPIOBAHHS KHL
Innii crtaHu, moB’s13aHi 3 BTE . )
(xBopo6a Kpona abo BUpa3KOBUM KOJIIT) Ta

CepIonomiOHOKIIITHHHA aHeMis.

Bik Oco06nuBo y Bi1li moHan 35 pPokiB

Hemae enuHOI IyMKHU HMIOI0 MOXKJIMBOTO BIIJIMBY BAPUKO3HOT'O PO3IINPEHHS BEH Ta
IMoBePxXHEBOTO TPoMO0G1e0iTy Ha PO3BUTOK Ta IPOTPeCYBaHHS BEHO3HOTO TPOMOO3Yy.

HeoOxigHO 3BepHYTH yBary Ha IIigABUILEHUMN PU3UK PO3BUTKY TPoMOoeMOOJIil ¥ repion
BariTHOCTi, 0COOIMBO NPOTATOM 6 THIKHIB ITiC/Is IMOJIOTiB (iH(QopMallito om0 nepiomy
BariTHocTi abo romyBaHHS IPYOOI0 OUB. V PO3MIii «3acTOCYBaHHS y mepion BariTHOCTI
abo romyBaHHS T'PYOOIO»).

Cumnromu BTE (TpoM©0603 ritHOOKHX B€H Ta TPOMOOeM0o0/1isi iereHeBol
aprepii)

KinkaM CJIif TopafuTH y pa3i I10sIBY HUXKYEeBKa3aHUX CUMIITOMIB HETalHO
3BEPHYTUCS OO JIiKaps Ta HOBIOOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KI'K.

CumnTomamu TT'B MoxyTh OyTu: ogHOOIUHNYM HAOpSAK HOTM Ta/abo CTyIHI ab0 OiNsSHKU
Y3OOBXK BEeHU Ha HO3i; 6isib ab0 mifgBHUIlleHa YyTIUBICTh ¥ HO3i, III0 MOXKe Bim4yBaTUCS
TiIbKY ITPU CTOSSHHI ab0 Xoab0i, BimuyTTs Kapy B ypaxKeHil HO3i; mouepBoHiHHS ab0
3MiHa KOJIbOPY LIKipU Ha HO3I.

Cumnromamu TEJIA mMoxyTh OyTH: paliTOBa 3aAuIllKa He3 sICOBaHOI eTiosorii abo
IIPUCKOpPeHe OUXaHHS; PalTOBUM Kalllellb, MOXKJIMBO 3 KPOB'I0; PanTOBUM Oilb y
TPYOHIN KIIiTLi; TepegHelIPUTOMHUY cTaH ab0 3altaMOpPOY€eHHs; IBUAKE abo
HeperyJsapHe CepleOuTTs.

IesiKi 3 IMX CUMIOTOMIB (HaIlpUKIad 3agulllKa, Kalllesb) € HecrelniyaumMu abo
MOXKYTb OyTH HEIPaBUJILHO iHTEPIPEeTOBaHi AK OiJbIl MO pPeHi ab0 MEHII TSIXKKi
siBUIlA (HampuKiaf AK iHQeKIlil guxalbHUX IIIAXIB).

[HIIII TPOSIBU BAaCKYISIPHOI OKJIIO3il MOXKYTh BKJIIOYATU PaIToBuM 0inb, HAOPSIK,
TOCTPUU KUBIT Ta He3HAUYHE IMOCUHIHHS KiHI[IBKHU.

HpI/I OKJTIO3i1 CyOHH OKa IIO0O4YAaTKOBOIO CUMIITOMATHUKOIO MOXKe 6YTI/I HEUiTKICTh 30Dy,
70 HE CYIIPOBOOXYETLCA 00JILOBUMHU BiJJFIy'TTHMI/I i IKa MOXKe IIporpeCyBaTu 0O BTPATHU



30py. [HKOMM BTpaTa 30py PO3BUBAETHCS MalKe MUTTEBO.
Pu3uK po3BUTKY apTepiaabHOol TpoMOoeM0Oo0tii (ATE)

3a JaHUMHU eNifieMioNIoTiYHUX OOCIiIXKeHb 3acTocyBaHHs Oynb-akux KI'K acolitoeTrscs
i3 migBUINEHUM PU3UKOM apTepianbHOl TpoMOoeMOo1il (iHpapKT Miokapaa) abo
1epebpPoBaACKYJIIPHUX IMOOiM (TpaH3UTOPHA illleMiyHa aTaKa, iHCYnbT). ApTepianbHi
TpoMO0oeMOOIiuHi SBUIlla MOXKYTh MaTH JIeTAaIbHUM HACIIiIOK.

®akKTOpHu PU3UKY PO3BUTKY ATE

ITpu 3actocyBaHHi KI'K pu3uK po3BUTKY apTepialbHUX TPOMOOEeMOOTiYHUX
yCKlagHeHb abo 11epe0poBacCKyIsIPHUX IOAiM 3pOCTa€ y KiHOK i3 paKTopaMu PU3UKY
(muB. Tabnuirto 2). 3aCTOCyBaHHS TiKapChbKOro 3aco0y [IkKa3 IIPOTUIIOKa3aHe, SKII0
XKIHKW MalOTh OIMH Cepho3HUM ab0 MHOXKMHHI ¢paKTOpU pu3uKy po3BUTKY ATE, ski
MOXKYTb IiOBUIIUTUA PU3UK PO3BUTKY apTepiaabHOro TPoMO03y (OUB. PO3MIisn
«I[TpoTuOKa3aHHA»). AKINO XKiHKa Mae OinbIille OOHOTO (haKToOpa PU3UKY, 3POCTAHHS
pU3UKy MoxKe OyTu OinbIIMM, HiZK CyMa PU3UKiB, aCOLiMOBAaHUX i3 KOXKHUM OKPEMUM
dbakTopoM, TOMY CIIifi OpaTu OO yBaru 3arajJbHuUU PU3UK. FKIIO0 CIiBBIiTHOIIIEHHS
KOPUCTB/PU3UK € HECIIPUATIUBUM, He ciifg npudHadatu KI'K (qus. po3gin
«I[TpoTUNIOKa3aHHA»).

Tabmnuisa 2.

®akTOpU pU3UKY PO3BUTKY ATE

®akTOp .
ITpumiTKa
PHU3HUKY

30iIbIIIEeHHS Oco06nuBo Yy Billi MOHa
BiKy 35 pokKiB




Kinkawm, sKi
KopuctymoTsca KI'K,
PEKOMEHYETHCSA
YyTPUMYyBaTUCA Bif
naniaHsg. 2KiHKaM BIKOM

IMTaninasa Big 35 poOKiB, sKi
MIPOAOBXKYIOTh MTAIUTH,
HACTIiHHO
PEKOMEHOYETHCS
3aCTOCOBYBaTH IHILIUU
MeTo[ KOHTpaleIii.

AprepianbHa

rimepreH3sisa
Pu3uk 3Ha4HO

OxXupiHHA MiOBUILIYETHCA IPU

(iHmekc Macu
Tila
nepesulnye 30

30inbllIeHH] iHIeKCy Macu
Tima. Oco6muBo noTpedye
yBaru IIpu HasiBHOCTI y

KF/M2) XKIHOK iHIINX (PaKTOPiB
PHU3UKY.
CimeuHUM"
aHaMHe3
(apTepianpHa ) .
. |Y pa3i HagBHOCTI
TpoMO0oeMOO0ITist
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3pocTaHHS 4aCTOTH
BUHUKHEHHS a00
TSI2KKOCTI Imepebiry
MirpeHi mig yac
3actocyBaHHA KI'K

. (MOXKIHMBiI IpogpoOMaibHi
Mirpessb
CTaHU Iepel PO3BUTKOM
11epeOpoBaCKYIIPHUX
MMOOiY) MOXYThb CTaTH
IIPUYUHOIO HETauHOI'0
MNPUIIMHEHHS IPUUOMY
KTK.

LlykpoBui miaber,

Iunii craxHy, rirmeproMoiucTeiHeMis,
I10B’sA3aHIi 13 Bagu KJlallaHiB ceplid,
HeOaxaHuMu |piOpusnsiis mepencepns,
peakuisiMu 3 |QUCIIIIONPOTEIHEMIis Ta
00Ky CyouH CUCTEMHUN YEePBOHUM
BOBYaK.

CumnoroMmu ATE

KiHKaMm cJIig mopaguTH y pasi II0sBU HUXK4Ye3a3aHaYeHUX CUMIITOMIB HErauHO
3BEPHYTUCS OO JIiIKaps Ta HOBIIOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KI'K.

CumnToMaMu 11epeOpOBaCKyJIIPHOT0 PO3/1afy MOXKYTh OyTHU: paliTOBE OHIMIHHSA
004 yYs, cnabKicTh abo OHIMIHHS KiHIIIBOK, 0COOJIMBO OOHOCTOPOHHE; pPanTOBE
MOPYIIeHH X0Ob0U, 3alTaMOPOY€eHHsI, BTpaTa piBHOBaru abo KoopauHallii; parnToBa



CIIJIyTaHICTBb CBiTOMOCTI, ITOPYIIEHHST MOBIEHHS a00 PO3yMiHHS; PalTOBE IOTipIIEeHHS
30py Ha omHe abo o0uaBa OKa; PANTOBUM, CUJILHUM ab0 TpUBaIUM rojloBHUM 6intb 6e3
BHU3HA4YeHOl IPUYNHY; BTpaTa CBimoMoCTi abo 30MJIiHHA 3 cygoMamu abo 6e3 HuX.

TpaH3UTOPHUU XapaKTep CUMIITOMIB MOXK€e CBIJUWTHU PO TPAH3UTOPHY illIeMidyHY
ataky (TIA).

CumrntoMaMu iHGapKTy MioKapaa MOXKYTb OyTu: 0inb, ouckoMdopT, BiguyTTs
CTUCHEHHS ab0 TAXKKOCTI y TPyAHiN KIiTIi, pyli abo HUX4Ye TPyOHUHY; OUCKOM@OpPTHE
BiI4yTTd, IO BiIJa€ y COHUHY, IIeeny, TOPJio, PyKy, LIJIYHOK; BiYyTTS IEePEIOBHEHHS
IIJTyHKa, IOPYIIEeHHS TpaBlieHHS a0o sAnyxa; IIoCujieHe IIOTOBUAIIEHHS, HyNOTa,
O6roBaHHS ab00 3allaMOpPOYEeHHSs; Haf3BHUYaliHa CclIabKiCTh, TPUBOXKHUM cTaH abo
3a[UIlIKa; IBUAKE ab0 HeperynsapHe cepueOuTTs.

[Tyxnuau

PesynbTaTu gesaKkux enifeMioorivHuX OOCIIiIXKeHb BKa3yTh Ha HOOaTKOBe
MiOBUIIIEHHS PU3UKY PO3BUTKY paKy UIUUKU MaTKU [IPU OJOBrOTPUBAJIOMY 3aCTOCYBaHHI
KOK (> 5 pokiB), IpoTe 1ie TBePAKEHHS 3aJIUIIAaEThCA CYIIePEeYIuBUM, OCKIJIbKHA
0OCTaTO4YHO He 3'1COBAHO, HACKIJILKU Pe3yJIbTaTU OOCIIII?KEHb BPaXOBYIOTh CYIIyTHI
bakTOpU pU3UKY, HAIIPUKJIAL CTAaTEBY IOBEHIHKY, Ta iHIII (paKTOpPHU, HANIpUKIa[
namizioMaBipyCHY iH(MEKIIiI0 TIOONHU.

MeTaaHasi3 Ha nifgcrasi 54 emniieMioJIOTiYHUX OOCIiAXKEHb BKa3y€e Ha He3HauyHe
MigBHUILIEHHS BiZHOCHOTO pu3uKy (BP = 1,24) po3BUTKY paKy MOJIOYHOI 3aJI03HU y
XKIiHOK, sKi 3acToCcoByI0Th KOK. Lleu nmigBuileHn pU3UK IOCTYIIOBO 3HUKAE MIPOTATOM
10 pokiB micng 3akiHueHHs 3acTocyBaHHSI KOK. OCKinbKM pak MOJIOYHOI 3a/I034 Y
XKiHOK BikoM 10 40 poKiB 3yCcTpivaeThbCcs PigKo, 30ibIeHHs KiTbKOCTi BUMTAIKiB
OiarHOCTUKU paKy MOJIOYHOI 3a/103H Yy KiHOK, 110 3aCTOCOBYIOTh HMHI a00 HelllogaBHO
3actocoByBanu KOK, € He3HAaUHUM HIO[0 PiBHS 3arajbHOT0 PU3HUKY PaKy MOJIOYHOIL
3as103u. Pe3ynbTaTy UX OOCIIAXKEHb He HaJaloTh N0Ka3iB iCHyBaHHS IPUYUHHOT O
B3a€EMO3B’s13KYy. [limBUIIIeHHS PU3UKY MOXKe OyTH 3yMOBJIEHE SK OilbIll PaHHBOIO
OiarHOCTUKOIO PaKy MOJIOYHOI 3a/I03U Y XKiHOK, SKi 3acTocoByioTh KOK, Taxk i
6iomoriunoro miero KOK a6Go moegHaHHsIM 000X hakKTOpiB. Bif3HaueHo TeHOEHIIit0, 110
pakK MOJIOYHOI 3a/103U, BUSIBIIEHUM Y XKiHOK, sKi Oymb-Konu npuiimanu KOK, kimiHigHO
MEHIII BUpaXXEeHUU, HiXK y TUX, XTO HiKonu He BxXuBas KOK.

Y nmooguHOKMX BUIafKaX y XKIHOK, s1Ki 3acTOCOBYI0Th KOK, crocrepiranucs
DoOPOSsIKiCHI, a IIle piflne - 37MT0SKiCHI MyXJIMHYU MTEeYiHKY, 110 B OKPEMUX BUIIaAKaxX
MIPU3BOOUIIU 0 HeOe3MMeUHOl AJid XKUTTSA BHYTPIIIHbOUYEPEBHOI KPOBOTeYi. Y paasi
BUHUKHEHHSI CKapT Ha CUJIbHUM OiNTb B emiracTpasnbHi minsgHii, 30inblIeHHsT TeYiHKY
ab0 03HAKU BHYTPIIIHROYEPEBHOI KPOBOTEYi Mpu AudepeHIiiHii miarHoCcTUIi ciin
BpaxoByBaTU MOXKJIMBICTh HasIBHOCTI NyXJIMHU IIE€YiHKHU IIpU 3acTocyBaHHI KOK.



3actocyBanHsa KOK y Bucokux go3ax (50 MKI eTHHiIECTPaLioiy) 3HNUKY€E PU3UK PaKy
€HIIOMETPIiI0 Ta I€YHUKIB. 3aJIUIIAETHCA NIATBEPAUTU, YU i JaHi MOXYTh CTOCYBATUCHA
1 Hm3pKOon030BUX KOK.

TaImti ctauu

[TporecTrHOBUM KOMIIOHEHT IiKapChKOTro 3aco0y [IKa3 € aHTaroHiCTOM allbJOCTEPOHY
i3 Kami30epiraloyuMu BIaCTUBOCTSIMU. Y OiNTbIIIOCTI BUIIAAKiB 3aCTOCYBaHHS HE
OYiKY€ETHCS IIIABUIIEHHS PiBHIB Kajlito. Y X0l KIIHIYHUX OOCIIIAXKEeHb Y OesIKUX
MHAIllEHTIB i3 JIETKOIO0 Ta MOMIPHOIO HUPKOBOIO HEJOCTATHICTIO Ta OOHOYAaCHUM
3aCTOCYBaHHSIM Kasii30epirarouumx gikKapchbKuX 3aco0iB piBHI KaJlito B CUPOBAaTIli KPOBi
[elllo, ajle He CyTTEBO, MiABUINYBAJIUCA IIi[l YaC 3aCTOCYBaHHSA OPOCIIipeHOHY. ToMy
PEKOMEHOYETHCS KOHTPOJIb PiBHS KaJlilo IIiff YaC NepIIoro LUKIIY JIIKyBaHHSA
HallieHTKaM i3 HUPKOBOIO HEeJOCTAaTHICTI0. BKa3aHUM IallieHTKaM TaK0XK
PEeKOMEeHIOBAHO Iepel IT0YaTKOM 3aCTOCYBaHHSI JTIKapChKOIr'o 3aco0y yTpUMyBaTH
piBeHb KaJlito CHPOBATKM KPOBi He BUIIle BEPXHbLOI MeXKi HOPMHU, 0COOJIMBO ITPU
OOHOYACHOMY 3aCTOCYBaHHIi Kani3bepiratoumx nikapcbKux 3aco0iB (OMB. pPO3min
«B3aeMomist 3 iHIIMMU TiKapChbKUMH 3acoO0aMu Ta iHIII BUOU B3AEMOI»).

XKiuku 3 rinepTpuriinepupnemMieio abo ciMmeiHUM aHaMHE30M II0A0 IILOT'O MOPYIIIEHHS
CTaHOBJIATh TPYNy PU3UKY PO3BUTKY MaHKpeaTUTy IIpu 3acTocyBaHHi KOK.

Xo4a MOBiIOMJISIJIOCS IIPO HEe3HAYHe MigBUINIEHHS apTepialbHOTO TUCKY Y 6araThox
XKIHOK, gKi npuiMaroTe KOK, KiIiHIYHO 3Hayuyllle IIiaBUIIEHHS apTepiaJlbHOr0 TUCKY
CIIOCTEepPIraeThCAa y MOOOUHOKUX BUNagKax. HerariHe npunuHeHHsa npuiomy KOK
HeoOXxifgHe NuIlle y IUX IIOOOMHOKUX BUIIagKax. Y pa3i TpuBasol apTepiaabHOl
rinmepTeHsii a00 HEMOXKJIMBOCTI KOHTPOJIIOBATH ITOKAa3HUKH THUCKY 3a JOIIOMOTI 00
QHTUTINEePTEeH3UBHUX 3ac00iB, XXiHKaM sKi nmpuiiMmaioth KOK, ciig mpunmuHuUTH 1X
3acTocyBaHHA. fKIo e nouinibHOo, 3acTocyBaHHA KOK MoXHa BIfHOBUTH IIiCIIA
OOCSITHEHHSI HOPMOTOHIl 3@ JJOTIOMOT 010 aHTUTilIePTEeH3UBHO1 Teparrii.

[ToBimoMiisiyiocss PO BUHUKHEHHS a00 3aroCTpeHHs 3a3HadyeHUX HUK4Ye 3aXBOPIOBaHb
y nepion BariTHOCTI Ta npu 3actocyBaHHiI KOK, ane X B3a€M03B’ 130K i3
3aCTOCYBaHHSM €CTPOT€eHIB/IIPOTeCTUHIB He € OCTaTOYHO 3'ICOBaHUM: XKOBTSAHULIA
Ta/ab0 cBepOiXK, OB’ I3aHUM 3 XOJIE€CTa30M, YTBOPEHHS KOBUHUX KaMeHiB, rmopdipis,
CHUCTEMHUY YEePBOHUM BOBYAK, T€MOJIITUKO-YPEMIUHUU CUHAPOM, xopesa CigeHxaMma,
repriec BariTHUX, BTpaTa CJIyXy, [I0OB’A3aHa 3 OTOCKJIEPO30M.

Y XKiHOK 3i CrTafKOBUM aHTiOHEBPOTUYHUM HaOpPSIKOM €K30TeHHi eCTPOTeHU MOXKYTh
iHOyKyBaT# a00 IIOCUIIOBAaTU CUMIITOMH aHTiOHEBPOTUYHOTO HaOPSKY.

I'ocTpi abo xpoHiuHi po3nagu QyHKIIl NeYiHKU MOXKYTh ITOTPeOyBaTH IPUITUHEHHS
3actocyBaHHS KOK, MoKy moka3HUKHU QYHKII1 TEeYiHKY HE ITOBEPHYTHCS Y MeXKi HOPMU



Ta IPUYMHHUY 3B'230K i3 KOK O0yne BUKITIOUEHUH.

[Tpu peruaouBi X0IeCTaTUYHOI XKOBTSHUII Ta/abo cBepOexKy, MOB’I3aHOT0 3
X0JIeCTa30M, 110 paHille BUHUKAIU Y IIepiod BariTHOCTI abo monepemHbOro
NpUKMMaHHSA CTaTeBUX I'OPMOHIiB, 3acTocyBaHHA KOK crig DpUunuHUTH.

Xouya KOK MO0XyTh BOJIMBATH Ha IepupepudHy iHCYIiHOPE3UCTEHTHICTD Ta
TOJIEPAHTHICTH [0 TII0OKO31, HEMAa€E JaHUX IIOA0 IOTPedu 3MiHIOBATH TepPaleBTUYHUMN
pexkuM XKiHKaM 3 miabeToM, sKi mpuiiMaioTh Hu3bkogo3oBaHi KOK (< 0,05 mr
eTuHinectpapgiony). [IpoTe XKiHOK, sIKi CTpaxKaalTh Ha IIyKPOBUM mgiabeT, ciim
peTenbHO 00CTeXKyBaTH IPoTsAroM 3acTocyBaHHs KOK, 0co611uBO Ha ITOYaTKy
JIIKyBaHHS.

Bumnagku 3aroCcTpeHHsI eHIOTeHHOl Jempecii, eminencii, xBopobu KpoHa Ta
BHPA3KOBOI'0 KOJIITY TaKOXK CIOCTepirajucs mnig yac 3actocyBanHsa KOK.

[MpurHiveHui HaACTPiM Ta genpecis € modpe BimoMUMU ITOOIYHUMHU SIBUIITAMHU, SIKi
MOXKYTh BUHUKHYTHY Ha TJIi 3aCTOCyBaHHS TOPMOHAJIbHUX KOHTPALENTUBIB (AUB. PO3AiI
«IToGiuHi peaxkiiii»). [lernmpecisa Moxke OyTH CepHO3HUM CTAHOM Ta € JoOpe BigoMum
(akTOpPOM PU3UKY CyllMaanbHOI IIOBEOiHKU Ta caMmoryOcTBa. 2KiHKaM CJIif mopaguTu
3BEPHYTHUCS [0 JIiKaps IIpY 3MiHaxX HaCTPOIO Ta IIOSIBi CUMIITOMIB Oempecii, B TOMY
4yuCIi He3abapoM Miciis moYaTKy IPUHoOMY.

[HOmi MOXKe BUHMKATHU XJIoa3Ma, 0COOJIMBO y XKIiHOK 3 XJI0a3MOIO BariTHUX B aHaMHe3i.
XKinkaM, CXUJIbHUM 0O BUHUKHEHHS XJI0a3MHU, CJIif YHUKATH Oil IPAMUX COHIYHUX
ImpoMeHiB abo ynbTpadioneToBOro onpoMiHiOBaHHS Iif 4ac 3acTtocyBaHHS KOK.

KoxxHa TabieTKa CBIiTJIO-pOKEBOI0 KOJILOPY IIpenapaTy MiCTUTh 46 MT JIaKTO3H,
KOozkHa TabmeTka 6i7loro Kombopy MiCTUTh 22 MT JTaKTO3HU. [Ipy HassBHOCTI pigKicHUX
CIIQJJKOBUX CTaHiB HEIIEPEHOCUMOCTI rajlakTo3u, medimuty makra3u Jlamnma abo
MaJtbabcopOIIil III0KO3U-TalaKTO3HU, ¥ pa3i mepedyBaHHs Ha 0e3J1aKTO3HiM mieTi cmifg
BpaxOByBaTU 3a3Ha4YeHYy KUIbKICTH JIAaKTO3U.

ITigBumeHHs piBHg AJIT

Y xomi KITiHIYHUX OOCIIIAXKEHDb 3a y4acTIO Ialli€HTIB, AKi OTPUMYBaJIU Tepalio OJisd
JIIKyBaHHS BipycHOro renaTtuty C miKapChbKUMH 3aco0aMHU, 110 MiCTSATh
oMm0OiTacBip/mapuTanpeBip/pUuToHaBip Ta macaOyBip 3 gomaBaHHSIM pubaBipuHy abo 6e3
TAKOT0, MiABUIIIeHHSA PiBHA TpaHcaMiHa3 (AJIT) y moHap 5 pa3iB BUIIle BEPXHBOI MeXKi
HopMmu (BMH) criocTepiranocs 3Ha4YHO YacTillle y KiHOK, SKi 3aCTOCOBYBaJIu JIIKapChKi
3aco0u, 110 MIiCTSITh €eTHUHiNIecTpamios, Taki K KoMOiHOBaHi TOpMOHAIbHI
koHTpauentusu (KI'K) (guB. po3minu «IIpoTunokalaHHs» i «BlaemMomis 3 iHIIUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIM BUOM B3aEMOIiN»).



KoucynbTanii/MmegudHe 00CTeXKeHHSA

[Tepen moyaTkoM ab0 BiTHOBIIEHHSIM ITPUNOMY JIiKapChbKOTro 3aco0y ka3
PEKOMEHYETHCS 3i0paTu MOBHUM MeOUUYHUM aHaMHe3 (BKJ/IIOUAlOUU CiMeNHUU
aHaMHe3), IPOUTH IIOBHE MeIu4yHe 00CTeXKeHHS Ta BUK/IIOUNTH BariTHicTh. HeoOximHO
BUMIipSATHU apTepialbHUU THCK Ta IPOBECTH MeOu4dHe 00CTeXKeHHs, O0epydHu OO0 yBaru
MMPOTUIOKAa3aHHs (OuB. po3ain «IIpoTHUNOKa3aHHI») Ta 0COOJIMBOCTi 3aCTOCYBaHHS
(muB. po3min «Ocob6mMMBOCTI 3acTOCyBaHHsI»). CIlil 3BepHYTH yBary XKiHKU Ha
iHgopmMaliito 111010 BEHO3HOI'0 Ta apTepialbHOT0 TPOMOO3y, Y TOMY YMCJIi Ha PU3UK,
MOB’sI3aHUM i3 3aCTOCYBaHHSIM JIiKapChKOro 3aco0y [I:ka3, ITIOPiBHAHO 3 TaKUM IIPU
3actocyBaHHi iHmux KI'K, mjogo cumntomiB BTE Tta ATE, BigoMux (akTopiB pu3uKy Ta
miii, IKi HeoOXigHO 3OiMCHUTH IIPU IIimo3pi Ha TpoMOO03.

[TamieHTKaM PEKOMEHAYETHCS YBAXKHO IIPOYUTATHU IHCTPYKIIIIO IJI1 MEOUYHOTO
3aCTOCYBaHHS JIiKapChKOT0 3ac0o0y Ta JOTPUMYBATHUCS PEKOMeHallil, siKi MiCTATLCS B
Hiu.

YacToTa i XapakKTep OrisAiB MOBUHHI I'PYHTYBATHUCS Ha iCHYIOYUX HOpPMaxX MeIUYHOI
MMPaKTUKU 3 YpaxyBaHHSIM iHOMBiMyaTbHUX 0COOIUBOCTEN KOXKHOI XKiHKH.

[TarieHTOK MOTPiOHO IMOIIEPEOUTH, 1110 TOPMOHAIbHI KOHTPAIIEIITUBY HE 3aXUIAlOTh
Bim 3apaxkenHus BlJI-indexkiieio (CHIJoM) Ta 6yab-sIKUM iHIIIMM 3aXBOPIOBAHHSM, IIIO
IIepefa€eTbCsaA CTaTEBUM IIIITXOM.

3HUXKeHHs e(peKTHUBHOCTI

EdektuBHicTh KOK Mo0XKe 3HMKYBATUCh ¥ pa3i MPOIyCcKy NpuiioMy TabneTKu (OuB.
po3zxin «Coocib 3acToCyBaHHS Ta JO3U»), PO3JIafiB IIIYHKOBO-KUIIIKOBOTO TPAKTy
(muB. po3pin «Crocib 3acTocyBaHHS Ta A03u») a00 IPU OQHOYACHOMY 3aCTOCYBaHHI
iHIIUX JTiIKapchKUX 3aco0iB (OuB. po3ain «B3aemMopis 3 iHIIMMU TiKapChbKUMU 3aco0aMu
Ta IHII BUOW B3a€EMOOIN»).

[TopyineHHSI IUKIY

[Tpu npuriomi KOK M0XKyTh CriocTepiraTucs HeperyiasapHi KpoBOTedi (KpoBoMa3aHHS
a00 MPOPUBHiI KPOBOTEYi), 0COOIMBO ITPOTSITOM IIEPIINX KiJTbKOX MiCSIIiB. AKIIO ITicis
TPhOX MEHCTPYaJIbHUX IIUKJIIIB TaKi KPOBOTEUi MIPOOOBKYIOThCS, 1X CIIif BBaKaTHU
CEPUO3HUMU.

SIKIIO0 HeperysapHi KPOB SHUCTI BULiIeHHS 30epiratoThbCs abo 3’ IBISIOTHCS ITiCTIs
repiony perynsapHUX KPOBOTeY, IOTPiIOHO PO3TISHYTH HETOPMOHA/IbHI MPUYNHUA
KPOBOTEY Ta BiAIOBiHI MiarHOCTUYHI 3aX0aM, BKJII0OYAIOUYX 00CTEKEHHS 3 METOIO
BUKJIIOYEHHS HasABHOCTI IIyXJIMH Ta BariTHOCTI. [0 HlarHOCTUYHUX 3aXO0iB MOXKHAa
BKJTIOUUTHU KIOpeTax.



Y meskux XKiHOK MOXKe He HacTaTu KpPOBOTeYa BIOMIHU IIiJl Yac IepepBU B IPUUOMi
npemnapaty. Y pazi npuiiomy KOK BigmoBimHo mo BKa3iBok po3giny «Crocio
3aCTOCYBaHHS Ta O03U» BariTHICTE MasiouMoBipHa. [IpoTe sakino npuriom KOK
BimOyBaBCsI HEPETYISIPHO OO0 BiACYTHOCTI IepIIol KpOoBOTeYi BigMiHM ab0 SKIIIO
KPOBOTEUl BIIMIHY BiICYTHI IIPOTATOM [OBOX LIUKIJIIB, IIepe[ IIPOLOBXKEHHAM
3actocyBaHHs KOK HeoOXigHO BUKJTIOYUTH BariTHICTB.

3maTHiCTH BIUTHBATH Ha MIBHIKICTH peakiiii IpH KepyBaHHi aBTOTPaHCIIOPTOM
a00 iHIMMMHU MexaHiZMaMHu

KopgHux mocmigzKeHb MI0A0 BIJIMBY IIpenaparty ka3 Ha MBUAKICTH peakilil Ipu
KepyBaHHi aBTOTpaHCIIOPTOM abo poOOTi 3 iHIIIMMY MeXaHi3MaMu He ImpoBoaunocs. He
BiI3Ha4asiocs BIJIMBY Ha 3MaTHICTb KepyBaTu aBTOMOOisieM abo IIpaifoBaTu 3
MeXaHi3MaMM y XKIHOK, sKi 3acTocoByIOTh KOK.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHS IPyaaio

BaritHicTs. [IpenapaT npoTUIIOKa3aHUU [0 3aCTOCYBAaHHS y IePio BariTHOCTI.

Y pa3zi BUHMKHEHHS BariTHOCTI Iif 4ac 3aCTOCyBaHHA mpemnaparty ka3 Moro npumuom
HeOoOXigHO MPUIIMHUTU HerauHo. [IpoTe pe3ysbTaTH enifeMionoriuvHuX OOCIiIXKeHb He
BKa3yIOTh Ha MMiABUIIEHHS PU3UKY IIOSIBU BPOOXKEHUX Baj y OiTel, MaTepi AKuX
npuiiMmanu KOK mo BariTHOCTI, Tak caMo, SIK i Ha iCHyBaHHSI TepPaTOT€HHOI il Ipu
HeHaBMUCHOMY npuitoMi KOK npoTtsiromMm BariTHOCTI.

IocmimkeHHsT Ha TBapUHAaX ITOKa3aJid HasiBHICTh HeOaxKaHUX e(peKTiB MPOTATrOM
BariTHOCTI Ta nakTalil (quB. po3ain «®apMaKOoJIOTridHi BTacCTUBOCTi»). Ha 0CHOBI iux
OOCHig>KeHb Ha TBapHMHAX He MOXHa BUKJIIOUATH HeOaxkaHi epeKTHu BHACIIIIOK
ropMOHaIbHOI fil gitounx pedyoBuH. OgHAaK 3arajabHuM A0CBifg 3acTocyBaHHSI KOK y
repiof BariTHOCTi He CBigYUTh IIPO iCHYyIOUUM HeOaKaHUM BIJIUB YV TIOOUHU.

HasBHi maHi miomo npuiioMy Impenaparty y Iepiof BariTHOCTI 3aHaATO oOMeKeHi s
TOT0, 11100 3pOOUTH BUCHOBKM CTOCOBHO HEraTHUBHOTO BIJIMBY Ipenapary ka3 Ha
repebir BariTHOCTI, 30OPOB’s IJI0oAa Ta HOBOHApPOAXKeHoro. Ha maHuit 4ac HeMae
JKOOHUX BIOANOBIOHHUX €IMifeMiOoNoridyHUX HJaHUuX.

ITpu BimHOBIIEHHI 3aCTOCYBaHHA Ipernaparty ka3 Ciig BpaxOByBaTHU IIiABUIIEHHSA
pu3uky po3Butky BTE y micnsimonmorosomy mnepiomi (muB. po3minu «Crocid
3aCTOCYBaHHS Ta mo3u», «OCOOIMBOCTI 3aCTOCYBAHHSI»).

l'ogyBaHHs rpyano. KOK MoXyTh BIIJIMBAaTH Ha TOOyBaHHS IPYAOI0, OCKIJIBKY Mif 1X

BIIMBOM MOXK€ 3MEHIITYBATUCS KiNTbKiCTh TPYOHOTO MOJIOKA, @ TAKOXK 3MiHIOBAaTUCH
Woro ckiaf. 3Baxkarwuu Ha 11e, KOK He peKOMeHOYyeThCI MPUKUMaTHU y Iepion



rogyBaHHs rpyanio. HeBenuki KiTbKOCTi KOHTPAIEIITUBHUX CTEPOIdiB Ta/abo ix
MeTaboJIiTH MOXKYTh IIPOHUKATH Y I'PYyAHE MOJIOKO ITifm yac 3acTtocyBaHHss KOK. Lli
KIJIbKOCTI MOXKYTh BIIJIMHYTU Ha QUTUHY.

®eptunbHicTh. [Ipenapat [Ika3 mokKalaHu# O 3anobiraHHs BariTHocTi. [HdopMaliito
IIIO0 BigHOBJIEHHS (DEPTUIBHOCTI AUB. Y PO3Aiii «®apMaKOJIOTidyHi BITaCTUBOCTI».

Cnoci0 3acTocyBaHHsS Ta J03H

Cnocib 3acmocyeaHHsi: IePOPaIIbHO.
Llo3ysaHH A
fx 3acmocosysamu npenapam [cas

TabneTKu ciig mpuiiMaTH IIOAEeHHO 3TigqHO 3 MOPSAOKOM, 3a3HaYeHUM Ha OicTepi,
MpubJIM3HO B OOUH i TOM caMUl Yac, 3allMBal0yM y pa3i HeoOXimHOCTI HEBETUKOIO
KinbKicTio piguHu. TabneTku 3acTOoCOByBaTu Oe3rnepepBHO. [IpemapaT npuiiMaTtu 1o 1
TabneTi/qo0y nmpoTsaroM 28 mHiB nmocmink. [IpuiiManHsa TabIeTOK 3 KOKHOI HaCTYIIHOL
YIaKOBKM CJIiJl PO3MOYMHATU Ha HAaCTYIHUHU OEeHb Mic/Is 3aKiH4eHHS I1ollepegHbol
YIIaKOBKHU. fK IpaBUJIO, KPOBOTEYA BiAMiHU IOYMHAETHCA Ha 2-3-U OEHb IIiCIsA
IMOYaTKY 3aCTOCYBaHHs TabeToK miaiedo (ocTaHHIN psm) i MoXKe He 3aKiHYUTHUCS [0
MMoYaTKy NpuiioMy TablIeToK 3 HaCTYIHOI YIIaKOBKH.

ITouamok 3acmocysaHHA npenapamy [oca3

e ['opMOHaIbHUX KOHTPALIENITUBIB y ITONEepPenHil nepion (MUHYINN MiCALb) HE
3aCTOCOBYBaJA

[TputiMmanHs TabIETOK CIIig PO3MOYMHATH Y IEPUINHM IeHb TPUPOTHOTr0 UKy (TOOTO y
MepUIui JeHb MEHCTPYaJIbHOl KPOBOTEYi).

e Ilepexip 3 iHIIOTO KOMGiHOBAHOTO OpanbHOTr0o KOHTpauenTtusa (KOK),
BariHaJIbHOTO Kinbllgd ab0 TpaHCOepMaJIbHOTO MJIaCTUPY

BaxkaHo po3noyaTtu npuiiMaHHsa TableToK mpenapaty [kKa3 HaCTyITHOTO OHS ITiCJIsd
NMpUMMaHHS OCTAaHHbLOl TOPMOHOBMIiCHOI TabneTku nomnepenuboro KOK, ane He mi3Hilne
HACTYIITHOTO OHSI ITiCJIsI IepepBH Yy IMIpuiiMaHHi Tab1eToK abo micis mpuiMaHHS
TabneTok niaiebo nmonepenHboro KOK. YV Bunagky 3acTocyBaHHS KOHTPALIETITUBHOTO
BariHaIbHOIO Kinbllg ab0 TpaHCcOepMasbHOTO MJIACTUPY CJIi POo3IoYaTH MpUuiMaTH
npenapart [Ika3 y HeHb BUOaJeHHs 3aco0y, aje He ITi3Hillle MHS, KOJIM HeoOXimHe
HaCTyIlHe 3aCTOCyBaHHS LIUX IIpernaparis.

e Ilepexinm 3 MeTony, 110 6A@3yETHCS Ha 3aCTOCYBaHHI JIUIIIE IIPOTECTOTeHY («MiHi-
mimi», if’eKIlii, iMmmmanTr) abo BHYTPIIIHPOMAaTKOBOI CUCTEMH 3 ITPOT€CTOreHOM



MoxHa po3rnoyaTu NpuiMaHHA npemnapary ka3 y Oyab-aKui JeHb Micis
NIPUNIMHEHHS IPpUMMaHHS «MiHi-Tini» (y BUnagKy iMnsaHTa abo BHYTPIITHbOMATKOBOI
CUCTEMU - B IeHb IX BUOAJIEHHS, Y BUIIQAKYy iH €KIIil - 3aMiCTh HACTYIHOI iH €KIIil).
OpHak y BCiX BUIaJKaX PEKOMEHOYETHCSA MOOAaTKOBO BUKOPUCTOBYBaTU Oap’epHUM
MeTO[ KOHTpallellIlil IPOTATroM NeplIuX 7 OHIB IpUMMaHHS IIpenapary.

e Ilicnst aGoOpTy y MepLUIOMy TPUMECTPi BariTHOCTI

MozxkHa po3no4YnuHATHU IPUNOM IIpenapary ka3 ogpaldy XK. Y TaKOMY BUIIAJKy HeMae
HeOoOXigHOCTi 3aCTOCOBYBaTH A0AAaTKOBi 3aC001 KOHTPAIIEIIIil.

e ITicns mosioriB abo abopTy B OpyroMy TpUMeCTPi

PekomeHOy€eThCS pO3NOYMHATU IPUMMaHHA npenaparty ka3 3 21-28-ro guA micnsa
1moJioriB abo abopTy B APyroMy TPUMeECTPi BariTHOCTI. I1pu mi3HimIomMy mnodaTky
MpuMaHHA TabJIeTOK PEKOMEHIYETHCS JOAATKOBO BUKOPUCTOBYBATH Oap’epHUM
MeTO[ KOHTpPAIEIIlil TPOTIToM IepIInuX 7 OHiB mpuiiMaHHs TabneTok. [IpoTe, SIKIIIO
CTaTeBUU aKT yKe BimOyBCs, TO Ilepel IIoYaTKOM 3aCTOCYBaHHS IpemaparTy CIIif
BUKJIIOUHUTHU MOXKJIUBY BariTHIiCTh a00 moYeKaTUCs HaCTaHHS IepIIol MeHCTpyallil.

Y BumapgkKy rogyBaHHS T'PYALI0 OUB. PO3MOia «3acTOCyBaHHS Yy Iepiof BariTHOCTI abo
TOAYBaHHS IPYOOIO».

IIJo pobumu y sunadky nponycky nputiomy mabaemku

[TpomyckoMm y mmpuiiMaHHi Tabs1eToOK miaiebo 3 0OCTaHHBLOTO (4-T0) POy MOXKHAa
3HexXTyBaTHu. [IpoTe IX ciig BUTYYUTH 3 YIIAKOBKHU, 11100 YHUKHYTH HEHAaBMUCHOTO
MMONOBXKeHHs a3y 3acTocyBaHHS Iallebo. Huxkye3a3dHadyeHi BKa3iBKM CTOCYIOTHCS
TiJIbKY ITPONYIIEHUX aKTUBHHUX Ta0JIETOK, 110 MiCTATH [if04Yi PEYOBUHMU.

AKIo 3amisHeHHsa y IpUuiiMaHHi TaOleTKN He mepeBUINy€E 24 roguHH,
MMpoTU3allJIifHa Oif mpelapaTy He 3HUXKYeThCs. [IponyiieHy TabneTKy Tpeba
IPUUHATH Ofpa3y, K TiIbKH 11e 3’sicyBasiocsi. HacTynHy TabneTKy 3 Ii€l yIaKOBKH
CJIig IpuMaTy y 3BUYHUM 4ac.

AxKio 3amisHeHHsa 3 NTpuiiMaHHAM 3a0yTol Tab/leTKU mepeBUINy€ 24 rOIUHH,
KOHTPAIIEIITUBHUM 3aXUCT MOXKe 3HU3UTHUCS. Y TAKOMY pa3i MOKHa KepyBaTHCS IBOMa
OCHOBHUMH ITPABUJIAMU:

1. peKoMeHOOBaHOIO € ITepepBa y MPUNMaHHI TOPMOHOBMICHUX TabJIETOK, sTKa
TpUBaE 4 [OHi, TepepBa y NpuiiMaHHi TabIeTOK HiKOJIM He MOKe IepeBUILyBaTH 7
IIHiB;

2. aJeKBaTHe NPUTHIYEHHS CUCTEMH TiloTalaMyC-Tinodi3-ss€eYHUKU OOCATAETHCS
0e3nepepBHUM IIPUMMaHHSIM TaOIeTOK IMPOTSATOM 7 OHIB.



BigmoBigHO [0 LIBOTO Y MOBCAKAEHHOMY XKHUTTI CJIi KepyBaTUCS HUXK4Ye3a3HauYeHUMU
PEKOMEHOAIlisIMu:

e Ilenp 1-7

Cnig TpUUHATY OCTAHHIO IIPONYIIeHy TablIeTKy SKoMOora IIBU/IIEe, HaBiTh SIKIIIO
OOBeOEeThCS MIPUUHATH OBi TabneTKu ogHOo4YacHO. [licsis boro IpoaoBXKyBaTH
nmpuiiMaTu TableTKu y 3BUYHUM 4ac. KpiM TOro, MpoTsAroM HaACTYIIHUX 7 OHIB CIifg
BUKOPUCTOBYBaTH Oap’epHUM MeTOJ KOHTpallenlil, HalrpuKJiag npe3epBaTus. Y pasi,
SIKIIO y TIoIlepenHi 7 mHiB BimOyBCSI cTaTeBUM aKT, CIIiJl BpaXOBYBAaTU MOIKJIUBICTh
HacCcTaHHSA BariTHOCTi. Yum Oinbire TabnIeTOK IIPOMYIIEHO i YuM OMUXKYMM mmepion
3acToCyBaHHS TabJieTOK miaiebo, TUM OiNbIINM PU3UK BariTHOCTI.

e Jlenn 8-14

Cnim mpuUMHSATA OCTAHHIO IPOIYIeHy TabeTKy SKoMoTa LIBUIIIE, HaBiTh SKIIIO
NOBeOeThCs IPUUHATH ABi TabIeTKu ogHOoYacHO. [Ticiis boro MpomoBKyBaTH
npuiMaTy TabJIeTKY y 3BUYHUM 4Yac. 3a YMOBH, III0 XKiHKa IIPaBUJIbHO IIpUiiMalia
TabJIEeTKU ITPOTSATOM 7 OHIB IIepe[ IIPOIIyCKOM, HeMa€ HeoOXiqHOCTi BUKOPUCTOBYBaTHU
OONaTKOBI IMpOTU3alIlIigHI 3acobu. AKIo 1e He Tak abo mpoIlrylileHa Oinbiie Hix 1
TabneTKa, PEKOMEHYETHCSI BUKOPUCTOBYBATHU MOOATKOBI METOAM KOHTPAllEMii
IpoOTATOM 7 OHIB.

e Jlenr 15-24

Pu3uK 3HMKEHHS HafgiMHOCTi 3pocTa€ Npu HaOIUKEHHI Iepiogy 3aCTOCyBaHHSA
TabneTok nnanebdo. OgHak Py OOTPUMaHHI cCXeMU NpUMMaHHS TabJIeTOK MOXKHa
VHUKHYTU 3HUKEHHS KOHTPALEIITUBHOI'O 3aXUCTy. AKIIO JOTPUMYBaTUCSI OOHOTO 3
HUXKYeHaBeIeHUX BapiaHTiB, TO He BUHHKHE He0OXigHOCTi BUKOPHCTOBYBATH
OOOAaTKOBI KOHTPAILENITUBHI 3aco0M 3a YMOBU ITPABUJILHOTO IIPpUMMaHHs TabIeToK
IPOTATOM 7 OHIB A0 HNPOIIYCKY. fAKIIO 11e He TaK, PEKOMEHOYEThCA JOTPUMYyBaTUCS
IIepLIOro 3 HUXKYeHaBeleHUX BapiaHTiB 1 BUKOPUCTOBYBATH J0OaTKOBI 3aCTepexkHi
METOOU IIPOTATOM HaCTYIIHUX 7/ OHIB.

1. Crnig npuiiHSATHA OCTaHHIO IPONylleHy TableTKy SKoMora IIBHUAIIE, HaBiTh SKIIIO
OOBeOeThCS MIPUUHATH OB TabmeTKu ogHOoYacHO. [Ticiis boro MpoaoBKyBaTH
npuiMaTy TabJIeTKY y 3BUYHUM 4Yac OO0 3aKiHYeHHs 3aCTOCYBaHHS aKTUBHUX
TabneToK. 4 TabseTKaMu Iy1aned0 3 OCTaHHLOTO PSANY HEOOXimHO 3HEXTYBaTH.
TabneTkKu 3 HACTYNHOI YITAKOBKHU CJIif ITOYaTH IIPpUUMaTH Oapa3y K MicIs
3aCTOCYBaHHS OCTaHHBOI aKTUBHOI TabmeTKu. MajoiMOBipHO, III0 KPOBOTEYaA
BiIMiHY IMOYHETHCS OO 3aKiHYEHHS IIPUUMaHHS BCiX aKTUBHUX TabJIETOK 3 APYTol
yIIaKOBKH, X04a ITif Yac nmpuiMaHHsa TabIeTOK MOXYThb CIIOCTEPIraTUCs
KpoBOoMa3aHHs ab0 mMpopuBHaA KPOBOTEYa.



2. MoxXHa TaKOX NPUNUHUTU NPUNMaHHSA aKTUBHUX TabJIETOK 3 IIOTOYHOI
ynakoBKH. [ToTiMm ciipg mpuiiMmaTtu TabieTKu niainedo 3 0OCTaHHbBOT'O PSIY
IpOTAroM 4 OHiB, BKJIIOYAIOYU OHi IPOIYCKYy TabIeToK; MpuiMaHHsA TableToK
CJIi ToYaTU 3 HACTYIIHOl YIIaKOBKMU.

SKITo Mmicssa mponycKy y NpuiiMaHHi TabJIeTOK BifACyTHS O4YiKyBaHa KpOBOTeYa BiIMiHU
IIPOTSTOM IIEepPIIol HOPpMaJIbHOI IepepPBU ¥ IIPpUUMaHHI IIpenapary, TO iMOBipHa
BariTHICTE.

PexomeHOauii y sunadky po3aadise 3 60Ky WaAYHKOBO-KUWKOB020 MpaKkmy

Y Bunazky TSAXKKHUX po3/afiB 3 00Ky HUTYHKOBO-KUIIIKOBOTO TPAKTY (HalpUKian
6soBaHHS abo Oiapes) MOXKIIMBE HEIIOBHE BCMOKTYBaHHS ITpelapary. Y TaKoMy paa3i
CJIiI 3aCTOCOBYBATH OONATKOBI 3aco0M KOHTpalenilii. AKino 0/110BaHHS IT0YaloCh
yIpoaoBXK 3-4 TOOMH MicJiA NPpUMaHHSA aKTUBHOI TabJIETKU, TO SKHAWIIBUIIIE
HeoOXimHO IPUMHSATUA HOBY (3aMicHY) TabneTKy HacTynmHy TabneTKy, SKII0 MOXKJIUBO,
CJIi IPUUHATU IIPOTATOM 24 TOOUH Y paMKaX PpeXXUMy 3BUYaWHOT0 IIPUUOMY
TabneTKu. AKIio MUHYJO Oinbliie 24 TOOWH, IIPUNHSATHOIO € PEKOMEHIallisi, HaBemeHa
BHUIIle y po3fini «Criocib 3acTocyBaHHS Ta A03u» HMiANyHKT «IIlo pobuTtu y BUNIagKy
MIPONYyCKY mpuiioMy TabneTKu». fAKINO XiHKa He X04Ye 3MiHIOBaTH CBil rpagdik
3aCTOCyBaHHS TabJIEeTOK, i HEOOXiAHO MPUUHATH AOOAaTKOBY TabeTKy (1) 3 HaCTYIIHOI
YIIaKOBKU.

Ak gi0mepmiHyBamu HACMAHHA Kpogomeyu 8i0MiHU

[ITo6 3aTpuMaTH Iepiod HaCTaHHS KPOBOTEYi BiIMiHU, CIIi[l ITPOAOBXKYBaTU IIpUXNMaTHU
TabsieTKu npemnapaTty ka3 i3 HOBOI yIIaKOBKH i He IMpuiiMaTu TabneTKH mianebo 3
IMOTOYHOI YIIaKOBKHU. fAKINO € OaKaHHS, TePMiH NPUUMaHHSI MOXXHa IIPOIOBXUTH axK
00 3aKiH4YeHHsI aKTUBHUX TAaOJIETOK i3 ApPyTrol yrmakoBKU. [Ipu ITbOMYy MOXKYTh
CIIOCTepiraTHucs IIPOpHUBHA KPOBOTeYa a00 KpoBOMa3aHHS. 3a3BuYall MPpUUMaHHSA
nmpemnapaty [Ka3 BigHOBJIIOIOTH MiC/Is IpUMaHHS TabJieToK miaiebo.

[ITo6 3MicTUTH Yac HACTAHHS KPOBOTEYi BigMiHM Ha iHIIUN MeHb TUXKHSI,
PEKOMEHYETHCS CKOPOTUTH IIEPEPBY yV IpUKMMaHHI TabneToK Iy1aiedo Ha CTiTbKU
OHIB, Ha CKinmbKu OaxkaHo. Cif 3a3HaUYUTH, 1110 YUM KOPOTIIIO Oyfe IepepsBa, TUM
4aCTillle CIIOCTEePIraeThCs BiACYTHICTh KPOBOTEYi BiIMiHU Ta MOsIBa IPOPUBHO1L
KpOoBOTedi abo KpoBOMa3aHHS IIPOTITOM IIpUMMaHHS TabJIeTOK 3 IPYrol YIIaKOBKH (SIK
i y BUIIagKy 3aTPpUMKM HaCTaHHS MEeHCTpyallil KpoBOTeui BigMiHM).

itk

[IpemapaT moka3aHUH [J19 3aCTOCYBaHHS 3a IPU3HAYE€HHSM JIiKaps TUIbKU ITiCIId
HacCTaHHS CTaJIuX MEHCTpPYyallil.



Ilepeno3yBaHHs

IToTenep HeMa€ XKOOHUX JaHUX KIIIHIYHUX JOCHIAXKEeHb 100 IIepego3yBaHHSA
TabJIeTOK JIiKapCchKOTo 3aco0y [Ixka3. K CBimYuTh 3arajbHUM OOCBil 3aCTOCYBaHHS
KOK, nipu nmepeno3yBaHHi MOXKe CIIOCTepiraTucs HyaoTa, 0J1l0BaHHS Ta KpOBOTeYa
BigMmiHu. KpoBoTeya BigMiHU MOXKe CIIOCTepiraTUCA y OiBYaT HaBiTh [0 HaCTaHHSA
MeHapXxe y BUNaJKy HeEHaBMMCHOTO/BUNIaJKOBOTO 3aCTOCYBaHHS JIiKapChKOT0O 3aco0y.
CnenialbHOTO @aHTUAOTY He iCHYE, JIIKyBaHHS MOBUHHO OYTU CUMIITOMATUYHUM.

IToOiuni peakmii

[ITomo cepito3HUX MOOIYHUX peakllifl y MalliEeHTOK, siKi 3acTocoByloTh KOK, ouB. TaKoXK
po3min «OcobmuBOCTi 3acToCcyBaHHsI». Huxk4ye3a3dHadeHi 1mo0iyHi peaxiiii
CIIOCTepiranucs I 4ac 3aCTOCyBaHH IIpemnaparty ka3 (ouB. Tabnuilio 3).

Y Ttabnuili HUXK4Ye HaBeeHo MoOiuHi peakiiil 3rifHO KJIaciB Ta CUCTEM OpraHiB
MedDRA. YacToTa npuBefgeHa Ha OCHOBI KJTiHiYHUX maHuX. HanOinbin npuiHITHI
TepMiHu MedDRA BUKOpHUCTaHI OIS ONUCY IIEBHUX peaklliil Ta 1X CHHOHIMIB i
II0B’s13aHUX CTaHIB.

Tab6mnumga 3.

YactoTa nobiYHUX peakliii, Ipo SKi MOBIMOMIISIIIOCS Y XOMi KJIiHIYHUX IOCHiIXKeHb
npemnaparty [l2ka3 K opalbHOr0 KOHTpallelIThBa Ta AJIis JIIKyBaHHSI HeBaxKKol popmu
aKHe 3rigHO TepPMiHiB, KJaciB cucteM opraHiB MedDRA.

Knacu Ta cucreMu YacTo HeuacTo ITooguHOKIi
opraniB (MedDRA

Bepcis 9.1) (=1/100 oo <1/10) |(=1/1000 oo <1/100)((=1/10000 oo <1/1(
[Hdekmil Ta iHBa3il Kanpupnos

3 OOKy cucTeMu
KPOBOTBOPEHHS Ta AHewMist, TpoMOOITUTE]
niMpaTUYHOI CUCTEMU

3 60Ky iMyHHOI cuCTeMH Arnepriuni peakiiil




3 00Ky eHOOKPUHHO1L
CUCTEMHU

ExnpgokpuHHi po3nanu

3 60Ky 00MiHY peYoBUH
Ta Xap4YyBaHHS

ITigBUIIIEHHS alleTUT)
aHOpEKCid, rinepkarii
rinoHaTpiemis

- Hemnpecis,
L EmMoritiHa ) .
[TcuxiyHi po3nagu ) ] HEPBO3HICTE, AHopra3misi, 6e3COHH
1a0iNnbHICTD )
COHJIUBICTH
.. 3araMoOpOYeHHH,
HepsoBa cucrtema I'onoBHUM OiNb . BepTturo, Tpemop
rnapecresis

3 00Ky opraHiB 30py

KOH'IOHKTHBIT, CyXiCT
O4Yel, IOPYLIEHHS 30]

3 60Ky ceplis

Taxikappmis

3 00Ky CyOouH

MirpeHs, BapuKO3HE
PO3IIVPEHHS BEH,

apTepianbHa
rimepreH3sisa

®nebit, CyquHHI PO3T
HOCOBa KPOBOTEYa,
HENIPUTOMHICTB, BEHO
TpoMOoeMbotis (BTE
apTepiajibHa
TpoMmboeMObomiss (ATE

3 OOKY IIIJIyHKOBO-
KHUIITKOBOT'O TPAKTY

Hypnora

AOmoMiHAIbHUM Oi/b,
OJIIOBaHHS, JUCIIEIICis,
MEeTeOpPU3M, TaCTPUT,
Oiapes

30inbIlIeHHS XKUBOTA,
IIJTYyHKOBO-KUIIKOBI
po3any, BimUyTTS
HAIMIOBHEHHS IIITyHKO!
KMIIKOBOTO TPAaKTYy,
XiaTaJbHa I'puxKa,
KaHOMI03 POTOBOI
IIOPOXKHUHYU, 3aI10D,
CyXiCTh y POTi



3 6oKky renartobimiapHO1
CUCTEMHU

Binpb y 2KOBYHOMY MiX
XOJIELIUCTUT

3 OOKy LIKipu Ta
ITiAIIKiPHOI KITITKOBUHU

AkHe, cBep0OixK, BUCHUII

XJj1i0a3Ma, eK3eMa,
asionenis, akaHedopmi
OepMaTHUT, CYXiCThb IIII
HOJO3Ha epuTeMa,
rinepTpuxo3, Po3Ia]
OOKYy IIKipU, PO3TAXKE
KOHTAKTHUM JepMaTy
¢oTo- uyTnuBUU
OepMaTUT, HOOYJISIPH
IKipa

3 60Ky M’'s1I30BO1 Ta
CIIOJTy4YHOI TKaHUHU

Binw y cniuHi, 6inb y
KiHI[IBKax, CyqoMu
M’ s131B

3 00Ky penponyKTHUBHOI
CUCTEMU Ta MOJIOYHUX
3aso3

BomnodicTh MOJIOYHUX
3aJ103, MeTpoparisa*,
aMeHopes

BarimanpHUM
KaHOXUO03, Ta30BUN
0inb, 30iIbIIIEeHHS
MOJIOYHMX 3aJ103,
($idbpo3Ho-KicTO3HA
MaCTOIIaTisi, MAaTKOBi/
BariHabHI

KPOBOTEYi*, BUmiI€eHHA

31 cTaTeBUX OpPraxis,
TIPUIIJIMBU, BAriHiT,
MMOPYILEeHHSA
MEHCTPYaJIbHOT O
LIUKJIY, QUCMEHOopesd,
rimomMeHopes,
MeHoparis,
BariHajibHa CYXiCTh,
CYMHIBHUU Ma30K
[TamaHikoay,
3HUXEeHHS 1i0imo

HucriapeyHis,
BYJIBBOBAriHIT,
ITOCTKOITaIbHa KPOBO
KpPOBOTeYa BiIMiHH, K
MOJIOYHOI 3a/103H,
rimepriasisi MOJIOYHC
3aJ103U, HOBOYTBOPEH
MOJIOYHIN 3a/103i, 10T
MUKW MaTKH, aTpoq
€HIOMEeTpil0, KUCTa
sSIEYHUKA, 3017IbIIIeHH:S
MaTKM



AcCTeHis, migBUIlleHEe
IIOTOBUOIJIEHHS,
HaOPSAK

. (reHepamnizoBaHuM
3aranbHi po3nanu He3gyxaHHSA
HaOpSK,
nepuepuyHnu
HaOpsK, HaOpsK
00IMYYsT)

HocaimKeHHsa 30isIbHIEeHHST MAaCH Tijla|3MeHIIeHHSI MAaCH Till

*HeperyJsipHi KPpOBOTeYi 3a3BUUall 3HUKAIOTh IPU MPOIOBXKEHHi Teparrii

Onwuc okpeMux mobOivHMX peakIii

Y xkinok, ki npuiManu KI'K, cnoctepiraBcs migBUILIEHUN PU3UK PO3BUTKY BEHO3HUX
abo apTepianbHUX TPOMOOTUYHUX Ta TPOMOOEMOOJTIYHUX SABUIL, Y TOMY YHCIIi
iHpapKTy MioKapaa, iHCYyIbTYy, TPA@H3UTOPHUX illIeMiYHHUX aTaK, BEHO3HOT0 TPOMOO3Yy
ta TEJIA, sIKi meTanbHillle onucaHi y po3mini «OcobGIUBOCTI 3aCTOCYBaHHS».

Hux4ye3za3HaueHi cepiio3Hi moOiuHiI peakilii criocTepiranucs y XiHOK, sKi
3acTtocoByioTh KOK, 1110 TakKo Oynu omnucaHi y po3mini «Ocob6muBOCTI 3aCTOCYBaHHS»:

e BEHO3Hi TpoMOoeMOOJTiuHi po3many;

e apTepianbHi TPOMOOEMOOTiUHI po31anu;

e apTepiajsibHa rinepTeH3id;

e IYXJIMHU IE€YiHKH;

e PO3BUTOK ab0 3aroCTPEHHSs 3aXBOPIOBAHb, OJIsS IKUX 3B’sI30K i3 mpuitomoMm KOK
He 3’sICOBaHUM O0CTAaTOYHO: XxBopoOa KpoHa, HecnnenmudiyHU BUPa3KOBUM KOJIIT,
elinencis, MmioMa MaTKH, TopQipisi, CHCTEMHUMN YePBOHUU BOBYAK, repIiec
BariTHux, xopes CimeHxaMa, TeMOJIiITUKO-YPEMIUHUN CUHOPOM, XOJIeCTaTUu4YHa
KOBTSHULIS;

e XJI0a3Ma;

e TOCTpi ab0 XpoHiYHi po3nagu PyHKIIIl MediHKH, 110 MOXKYTh ITOTpeOdyBaTH
npunuHeHHS 3acTocyBaHHA KOK, moku moKa3HUKM QyHKIIIl ITeYiHKU He
IIOBEPHYTHCSA [0 HOPMU;

e yV JKiHOK 3i CITaITKOBOIO CXUJIbHICTIO O @HTiOHEBPOTUYHOT 0 HAOPSAKY €K30TeHHi
€CTPOTeHU MOXYTh CIPUYMHUTHU a00 MOCUTIOBATU CUMIITOMU aHTiIOHEBPOTUYHOTO
HaOPSKY.



YacToTa miarHOCTyBaHHS paKy MOJIOYHOI 3aJI03H1 HOeIlo HigBUIIYETLCS cepeq XKiHOK,
sKi 3acToCcOBYIOTh KOK. OCKinbKM pak MOJIOYHOI 3a/JI034 Y XKIHOK BiKOM [0 40 pOKiB
3yCTpiYa€eThCA PifKo, 30inblIeHHS KiTbKOCTiI BUNIAJKiB OiarHOCTYyBaHHS paKy MOJIOYHOI
3aJI034 Y XKiHOK, SIKi 3aCTOCOBYIOTh HUHiI ab0 HemlomaBHO 3acTocoByBanu KOK, €
He3Ha4YHUM 00 PiBHS 3arajbHOT0 PU3UKY PaKy MOJIOYHO] 3a7103U. B3aeM03B’A30K i3
3actocyBaHHAM KOK HeBimomuii. [IUB. TaKOXK po3ainu «IIpoTunoka3daHHA» Ta
«OCcOoOIUBOCTi 3aCTOCYBAHHSI».

B3aemooii

[TpopuBHi KpoBOTEYi Ta/ab0 3HUKEHHS KOHTPALEIITUBHOI il MOXKe BUHUKHYTH
BHACJIiJOK B3aEMOil iHITKUX JTiKapChKUX 3aco0iB (iHOyKTOpPiB (hepMEHTIB) 3 OpaIbHUMU
KOHTpaAIleIITHBaMu (OUB. po3min «B3aeMomis 3 iHIIMMH TiKapChbKUMHU 3acoO0aMu Ta iHMI
BUOH B3AaEMOIIN»).

ITogidomaeHHs1 npo nido3prosaHi NObiUHI peakuii

[ToBimoMyieHHS PO MimO3ploBaHi M00iIYHI peakxiiii y mepion mocTMapKeTUHTOBOTO
CIIOCTEPEXKEHHS € OyxKe BaXXJIMBUMHU. Lle ma€ MOXKIIUBICTh 30iMCHIOBATH KOHTPOJIb 3a
CITiBBiTHOIIEHHSIM KOPUCTL/PU3UK [OJISI JTIKapChKUX 3ac0o0iB. MeOuuHi IIpalliBHUKU
TTOBUHHI MOBIMOMIISITH IIPO ITig03pioBaHi mobiyHi peakirii.

TepMiH NpUIATHOCTI

5 POKiB.

He 3acTocoByBaTu miciisg 3aKiHYEHHS TEPMIHY IIPUOATHOCTI, 3a3HAYEHOI'0 Ha
YIIaKOBIIL.

VYMoBM 30epiranHs
30epiratu nmpu Temnepatypi He Bunie 30 °C y HeOCTYIITHOMY [JIs1 OiTel Miclii.
VYnakoBka

Bnictep, 1m0 MicTuth 28 Tabi1eToK, BKPUTUX 000JIOHKOIO, Ta CaMOKJIeliKa CTpiuka 3
HaHEeCEeHVMM OHSIMU TUKHS B KQPTOHHIN IMadyIli.

KaTeropisz Bignmycky
3a penemnTomMm.

BupooHuK



Baiiep AT'/Batiep Batimap I'm6X i Ko KT'.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaXKeHHsI
IJistIbHOCTI

13353, bBepnin, Mwonnepirpacce 178, HimeuuuHa.

[Mob6epanHepmTpacce 20, 99427 Baiimap, HimeuuwnHa.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapCchKOro 3aco0y B35ATO 3 odiIliiHOro gxkepena — J[epKaBHOIO PEECTPY

JIiKapchKUX 3aco0iB YKpaiHu.
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