Ckian

Oitoui peuosuHu: drospirenone, ethinylestradiol;

1 6micTtep micTuth 28 Tabnetok (21 akKTUBHY TaOJIETKY POXKEBOTO KOJILOPY Ta 7
TabsieTOK miaiebo 6i1oro KOnbopy);

1 TabneTka, BKpUTA IIJIiIBKOBOIO 0O0JIOHKOIO, POKEBOT'0 KOJIHOPY MICTUTH APOCITipEHOHY
3,0 Mmr Ta etuHinectpazniony 0,02 wmr;

OONOMIJICHI pe4yo8UHU: JTAaKTO3M MOHOTIApaT, KpOoXMasb IIpeKelaTuHI30BaHUM, ITIOBiIOH
K-30, HaTpito KpockapMmeno3a, nmojicopbat 80, marHito cteapat, Opadry® II poxeBu
(TIoslieTUIIEHT/IIKOJIb, COUPT HOJIiBiHiITOBUM, TUTaHy giokcupn (E 171), Tanbk, 3amisa
okcup xkoBTuu (E 172), 3aniza okcupn yepBoHuu (E 172), 3aniza okcun yopuuu (E
172)).

1 TabneTka, BKpUTa IIJIiIBKOBOIO 000JIOHKOIO, 0i7I0r0 KOJILOpY (my1aneb0) MiCTUTh:

OonoMidcHI peuoguHU: TaKTo3a O0e3BoaHa, noBimoH K-30, marHito cteapat, Opadry® II
Oinuii (criupT mOJiBiHIIOBUM (rimpoiizoBaHa YyacTuHa), TUTaHy miokcup (E 171),
Mmakporon 3350, tanek (E 553b)).

JIikapcbKa ¢dpopMma

TabneTku, BKPUTI IJIIBKOBOIO 000IOHKOIO.
OCHOBHI (pi3uKO-XiMIiUHI 821aCMUBOCMI:

AKTHUBHI TabneTKu: KPyrii TabJeTKHA, BKPUTI MIJIiIBKOBOIO 000JIOHKOI0, POKEBOTO
KOJILODY.

Tabnetku nnanebo: Kpyrii TabIeTKU, BKPUTI IIiBKOBOIO 000JIOHKO0, 0ilIoro KOIhOPY.
dapMaKoTepalleBTHYHA Irpyna

['opMOHaNbHI KOHTPALEITUBY AJIsI CHCTEMHOI'0 3aCTOCYBaHHs. [IPOCIIipEeHOH Ta
eTUHIIIecTpamgio.

Kom ATX GO3A Al12.
dapMakogHHaMiKa

Inmekc Ilepnst KOHTpalenTuBHUX HeBOau: 0,41 (BepxHiil oBoOiuHum 95% moBipuuni
inTepBan: 0,85).



3aranbHul iHgekc Ilepns (KOHTpaleNTUBHI HeBOayi + MOMUIKMY 3 OOKY IMalliEHTOK):
0,80 (BepxHilt mBoOiuHUM 95% moBipunit iHTepBasn: 1,30).

[TpoTuszamniigHa fOis mpemnapaTty Bigopa Mikpo 6a3yeThbCcsl Ha B3a€EMOIil Pi3HUX
YMHHUKIB, HAWBaXKJIMBIIIINMU CeEpPel SKUX € IIPUTHIUEeHHS OBYIAIlil i 3MiHa
IIePBiKaJIbHOI CEeKpeIlil.

Y xomi TpU-LIMKIIOBOTO KJIIHIYHOTO OOCIIiAXKEHHS IIPUTHIYEeHHS OBY/ISIlil HOPiBHIHHSA
KoMOiHa1rii gpocnipenoHn 3 mr/etuHinecrpagion 0,02 mr npu 24-neHHoMy Ta 21-
OEeHHOMY PexXUMi 24-TeHHUMN PexXUM acolliloBaBCs 3 OiTbIII0I0 CYyIpeci€lo pO3BUTKY
domikymis. [Ticisga HaBMHUCHUX ITOMUJIOK Y HO3YBaHHI IIPOTSATOM TPETHOTO IIMKITY Tepamil
y IlepeBaxKHO1 OiTbIIOCTI XKIiHOK i3 21-0eHHUM peXKWMOM CIIOCTepiranacs akTUBHICTh
SIEYHUKIB, BKJIIOYAIOYHU OBYJIALII0, IOPIBHSAHO 13 XKiHKaMu 3 24-0eHHUM PEXKUMOM.
AKTHUBHICTD SI€YHUKIB ITOBepTasacs [0 PiBHIB, 1110 OyJIM MO ITOYATKY Teparmii mMpoTsaroM
UKy micnsa Teparnil y 91,8% XKiHOK i3 24-0eHHUM pPEeXXNMOM.

IIpenapat Bigopa Mikpo - 11e KoMOiHOBaHUI OpaJIbHUM KOHTPAIEIITHUB 3
€TUHIJIeCTPagiosIoM Ta IIPOTreCTOreHOM OPOCIIIPEHOHOM. Y TepaleBTUYHUX O03ax
OPOCHipEHOH MPOSIBJISE aHTHAHOPOTEHHI Ta MOMipHiI aHTUMiHEPaTOKOPTUKOIOHI
BJIaCTUBOCTI. BiH He Ma€ eCTPOTeHHOI, TTIOKOKOPTHUKOIAHOI Ta
QHTUTJIIOKOKOPTUKOIOHOI aKTUBHOCTI. OTKe, IPOCHiIpEeHOH Ma€ CXOXKUU
(apmakonoriuaui 1podink i3 IPUPOTHUM IIPOTECTEPOHOM.

3rigHo JaHUX KIIIHIYHUX OOCHiAXKEeHb IIOMipHI aHTUMiHEPaTOKOPTUKOIOHI BIaCTUBOCTI
npemnaparty Bigopa MiKpo Ipu3BOAATH A0 IIOMipHOTO aHTUMiHEPaTOKOPTHUKOIZHOTO
BIIJIUBY.

Byno nmpoBemeHo aBa 60araTolleHTPOBUX, MOABIMHUX CIIMNX, PaHIOMi30BaHUX, mialedo-
KOHTPOJILOBAHUX MOCIIiAXKEHHS [JIs1 OIliHKY e(peKTUBHOCTI Ta 6e3IeKu 3aCTOCYBaHHSI
npenapaty Bigopa Mikpo XiHKaM 3 acne vulgaris cepengHboro cTymneHs. [Ticnsa 6
Mics1IiB Teparii, mopiBHSHO 3 Iy1alledo, mpernaparT IIPOAeMOHCTPYBaB CTaTUCTUYHO
3Hauyluy epeKT 3HuKeHHA Ha 15,6% (49,3% nopiBHSAHO 3 33,7%) KiIbKOCTI
3ananbHUX eneMeHTiB, 18,5% (40,6% mopiBHAHO 3 22,1%) KiTbKOCTi He3alalbHUX
enieMeHTiB, Ta 16,5% (44,6% nopiBusHO 3 28,1%) 3aranbHOI KiTbKOCTiI BUCHUIIAHb.
Takozx Oinbiui BimcoTok cy6’ekTiB, 11,8% (18,6% mopiBusHO 3 6,8%), OyB i3
«YUCTOIO0» Ta «MauzkKe YHUCTOI» LIKIPOI0, sIKi OLIIHIOBAJIMCS 3a IKajiow ISGA
(Investigator’s Stated Global Assessment).

dapMaKOKiHeTHKa

IIpocnipeHoH



BcMmokTyBaHHA. [TepopasIbHO IPUMHATUNU OPOCIIIPEHOH IIBUAKO i IOBHICTIO

BCMOKTYEThCS. MaKCUMaJsibHa KOHIIEHTpallisgd y CUPOBaTIli KPOBI, III0 CTaHOBUTH 38
HI'/MJI, DOCSITAETHCS NPUOIN3HO Yyepe3 1-2 roguHM IIicjIsd OOHOPA30BOI'0 IePOPaIbHOT0
3acTocyBaHHs. bBiogocTynHICTh cTaHOBUTE 76-85%. OgHOYacHe BXKUBaHHSA 1XKi He
BILIMBa€ Ha 0iOOCTYIIHICTh APOCHipEHOHY.

Po3nogin. Ilicina nepopalbHOTO 3aCTOCYBaHHS KOHIIEHTPALisl OPOCIIIPEHOHY B
CHPOBATIIl KPOBi 3HUXKYETHCS, 3 CEPEeOHiU KiHIIEeBUU I1ePioa HalliBBUBEOEHHS
cTaHOBUTH IMpubmu3Ho 31 roguny. [IpocrnipeHoH 3B SI3YETHCS i3 CUPOBATKOBUM
anbO0yMiHOM, TIpU IIbOMY He 3B’SI3YI0YMChH i3 r1o0ysIiHOM, 110 3B’ sI3YE€ CTAaTEBi TOPMOHHY,
Ta 3 KOPTUKOIAO3B s13yI0uuM Tri100ysriHoM. Tinbku 3-5% #oro 3arajabHOI KiTbKOCTI B
cupoBaTLi KpoBi npubyBa€ y BiIbHOMY cTaHi. CIpuYUHEHE eTUHINIeCTPamioioM
nigsumieHHs ['3CC He BOIMBA€E Ha 3B’I3yBaHHS OPOCIIIPEHOHY 3 IPOTEIHAMU
cupoBaTKHu KpoBi. CepenHiit 06’eM po3MOIiNy APOCIIipeHOHY CTaHOBUTD 3,7+1,2 JI/KT.

MeTabomi3M. [IpocipeHOH 3HAYHOI0 Mipoio MeTaboi3y€eThCs ITiCs TepopaIbHOr0

3acTocyBaHHs. ['010BHUMU MeTaboiTaMu v IIJ1a3Mi € KUCJIOTHI (popMU OpoCITipeHOoHY,
110 YTBOPIOIOTHCS MIPHU BIOKPUTTI JITAKTOHOBOI'O KifNbildA, Ta 4,5-OUTiAPOAPOCIIipEeHOH-3-
cynbdaTt, SIKi yTBOPIOIOTHCS IIJIIXOM TifgpaTallil 3 MoOaabIlIuM CyIb(aTyBaHHSIM.
IIpocnipeHOH TakKoxXK € 00’€KTOM OKMCHIOBAJILHOTO MeTabo1i3My, 110 KaTalli3yeTbCs
CYP3AA4. In vitro mpocnipeHoH Moxke ci1abko abo moMipHO MpUrHivyBaTu pepMeHTH
unutoxpomMmy P450: CYP1A1l, CYP2C9, CYP2C19 ta CYP3A4.

BuBepeHnHs 3 opraniamy. [IIBUAKicTh MeTab0JIiYHOT O KITipEHCY APOCITipEHOHY i3
CUPOBATKM KPOBi CTaHOBUTH NIpuOIU3HO 1,5+0,2 Mi/XB/KT. [IpOCIipeHOH BUOINSIETHCA
y He3MiHeHi# QopMi TinbKU y OyKe He3HauHiM KinbKocTi. MeTabomiTH BUAINSAIOTHCS i3

cedelo Ta KaJjioM y criBBigHolIeHHi Big 1,2 o 1,4. [lepion HamiBBUBEOEHHS
MeTaboJIiTiB i3 ceuelo Ta KaJloM CTaHOBUTH Ipubau3Ho 40 roauH.

Crau piBHOBaru. YupogoBXK IIUKIJIYy 3aCTOCYBaHHA MaKCUMaJlbHa PIBHOBaXKHa

KOHIIEHTpallisd APOCIIipeHOHY B CUPOBATIIi KPOBi, III0 CTAaHOBUTH ITpubIu3Ho 70 Hr/MII,
OOCATa€ETHCA Micisa 8 OHIB 3acTOCyBaHHA. PiBHI IpoCHipeHOHY Yy KPOBI KyMyJIl0OBalu y 3
pa3u K HacCJiJoK CIIIBBIOHOIIIEHHS TEPMiHAJIbHOTO IIePioay HalliBBUBEOEHHS Ta
iHTepBajy 0O3yBaHHA.

OKpemMi epynu naui€eHmMokK

XKinku i3 nmopymeHHsaMU QYHKIII HUPOK. PiBHOBaXkKHa KOHIIEHTpAIlisd APOCIIipEeHOHY B
CHPOBATIIl KPOBi Y XKIHOK 3 HUPKOBOIO HEJOCTATHICTIO JIETKOTO CTYIIE€HS TAXKKOCTI
(kmipeHc kpeaTuHiny 50-80 mi/xB) Oyia MOPIBHAHHOIO i3 UM MOKa3HUKOM [JI XKIHOK
i3 HOpMasIbHOIO0 QYHKITiEI0 HUPOK (KITipeHc KpeaTuHiny Oinbiite 80 mi/xB). PiBeHb
OPOCHIipeHOHY B CUPOBAaTIIi KPOBi OyB y cepengHboMy Ha 37% BUIIUM Yy XKIiHOK i3
HUPKOBOIO HEAOCTATHICTIO CEPEOHBbOTO CTYIIEHS TSIKKOCTI (KimipeHC KpeaTuHiny 30-50



MJI/XB) TIOPiBHSIHOI 3 IIUM ITOKa3HUKOM [JIs JKiHOK i3 HOpMaJIbHOIO (hYHKITIEI0O HUPOK.
3acTocyBaHHS OPOCIIiPEHOHY ITPOAEMOHCTPYBAJIO NOOPY NEePEHOCUMICTh Y BCiX Irpymnax
nanieHToK. [loBemeHo, 10 IPUKUOM OPOCIIPEHOHY He Ma€ KJIIHIYHO 3HA4YyIIoro e(peKkTy
Ha KOHIIEHTPAIIil0 KaJlit0 B CUPOBATIil KPOBI.

2KiHKM 3 mopyIIeHHSIMU PYHKINI DediHKN.

Y mocnigzkeHHi 3aCTOCyBaHHS Pa30BO1 HO3U KJIiPEHC OPOCIipEeHOHY IIPU IIepopalbHOMY
3aCTOCYBaHHi 3HUKYBaBCs Mpubau3Ho Ha 50% B 0cib i3 MOMipHOIO TEYiHKOBOIO
HeIOOCTaTHICTIO MOPiBHSIHO 3 HOOPOBOIBIISIMU 3 HOPMAJIbHOIO QPYHKITI€IO TEeYiHKH.
BusiBneHe BigxusieHHS KJIipeHCY OPOCIipeHOHY B 0Ci0 i3 MOMipHOI0 ITeYiHKOBOIO
HEeIOOCTaTHICTIO He 3yMOBJIIIOBajIO Oyab-IKUX SBHUX BiIMIiHHOCTEU IIIOA0 KOHIIEHTpAaLlil
KaJliio y cupoBaTIili KpoBi. HaBiTh Ipu HassBHOCTi LIyKPOBOTO HOiabeTy Ta mpu
CYIIyTHBOMY 3aCTOCyBaHHIi CIIipOHOJIAaKTOHY (ABa (phaKTOpH, 110 MOXKYTh IIPOBOKYBaTHU
rinepkasieMilo) He CIIOCTepirajaocs HNigBUIIEeHHS KOHIIeHTpallil Kajlilo B CUpPOBaTIi
KPOBIi BHUIIle BepXHbOI MexKi HopMu. OTKe, 110 IPOCHipeHOH N00pe MePEeHOCUTHCS
ocobaMu 3 ITEeYiHKOBOIO HEOOCTATHICTIO JIETKOTO Ta ITIOMipHOTO CTymneHs (Kiac B 3a
Knacudikaniero Yarnga-I1'10).

ETHiuHi rpynu. He cnocTepiranocs KiaiHIiYHO 3HAYYIIOl Pi3HUI Y papMaKOKiHETHIII

opocIripeHoHy abo0 eTHHiIecTpamiony y XKiHOK SITOHCHKOI HaIliOHA/JIBHOCTI Ta
€BPOIIEHIIiB.

EmuHinecmpadion

BcMmokTyBaHHsA. [Ipu mepopasibHOMY 3aCTOCYBaHHI €TUHIIECTpanios MIBUOKO i
IIOBHICTIO BCMOKTYETHCA. MaKcuMaJibHa CUPOBAaTKOBA KOHIIEHTPAIlis, 10 AOPiBHIOE 33
IKI/MII, OOCATAETHCS IMIPOTATOM 1 - 2 TOOAUH ITiC/IsI OMHOPA30BOT'0 ITEPOPaIbHOTO

3acTocyBaHHsI. AGCOJIOTHA 0i0gOCTYIIHICTh BHACIIIMOK IPEeCUCTEMHOI KOH foraifii i
MeTabo0JIi3My IpHU IIepIIoMYy ITPOXOOKEHHI yepes IeviHKy CTaHOBUTD ITpubnu3Ho 60%.
OpmHouyacHe BXKUBaHHSA 1Ki 3MeHIIye Oi0A0CTYIIHICTh eTUHiNeCcTpagiony IpubInu3Ho y
25% mocnmimKyBaHUX, IPU HE3MiHHiIN 6i0JOCTYIIHOCTI Y PEIITH.

Posnogin. PiBHiI eTuHiNnecTpaniony y CUpoOBaTIli 3MEHIITYIOTHCSA ABO(a3HO, TepMiHalIbHa
(aza xapakTepu3yeTHCS MEPiofgoM HaAIliBBUBEEHHS, 1110 ITPUOIU3HO TOPiBHIOE 24
roguHu. ETuHINecTpagion MmiHo, mpoTe HecnenudigyHo, 3B’ 13y€ThCA 3 anbOyMiHaMu
cupoBaTKu (mpubnu3no 98,5%) Ta inmyKkye 30inbinenHs KoHieHTpatii I'3CC ta
KOPTUKOCTEPOI3B'sI3yI04YOTro ri100yJsliHa y CUPOBATIIi KPOBi. YABHUY 00’€M pO3mOIiny
CTAHOBUTH MPUOIU3HO D5 JI/KT.

Mertabomni3M. ETuHinecTpanion 3Ha4yHO0 Mipow MeTabomisdyetrsca y IIKT ta npu

IIepIIoMy ITPOXOOXKeHHi yepes nedvinky. ETuHinecTpamion MmeTabomi3yeThCst, TOJIOBHUM
YUHOM, LIJIIXOM T'iAPOKCUIIOBAHHS apOMaTUYHOTO Ki/Iblls 3 YTBOPEHHSAM LIIUPOKOTO



CIIeKTpa TifpOKCUIbOBaHUX Ta METUJILOBAHUX MeTa0O0IiTiB, siKi mpuOyBaioTh y
BiTbLHOMY CTaHi Ta 1K KOH'IOTaTHU 3 TJIIOKYPOHifaMu Ta cyiabdaTaMu. MeTabomiyHuM
KJIipeHC eTHUHiJIecTpamiosly CTaHOBUTh MPUOINU3HO 5 MII/XB/KT.

In vitro etuninectpapnion € 3BopoTHUM iHridiTopom CYP2C19, CYP1A1l ta CYP1A2, a
TaKO2K Ha OCHOBi MexaHi3Mmy mil - inriditopom CYP3A4/5, CYP2C8 ta CYP2]2.

BuBepgeHHS 3 opraHiaMy. ETuHITecTpaaion MaiKe He BUBOOUTHCS Y HE3MIHEHIN

dbopmi. MeTaboniTi eTUHIIECTPAioNy BUBOOSATHCS i3 ceuero Ta XKOBYIO Y
criBBigHOMIEHHi 4:6. [Tepion HamiBBUBemeHHSI MeTab0JIiTiB CTAHOBUTh Makxke 1 mo0Oy.

CtaH piBHOBaru. CtaH piBHOBaru OCATAETHCA Y OPYTid IOJIOBUHI IIUKITY

3aCTOCYBaHHS, KOJIU KOHIIEHTpallisd eTUHIJIeCTpagiosly B CUPOBaTIli KPOBI
306inpimyeTsesa B 2,0-2,3 pa3sa.

ITokniHiuHI OaHi 3 be3nekKu.

Y nabopaTopHuX TBapuH epeKTu OPOCIipeHOHY Ta eTUHiecTpamiony Oynu oOMexkeHi
TAKKMMHM, 10 aCOIil0OBaJIMCS 3 BimoMOI0 (DapMaKOJIOTiYHOIO Oi€l0. 30KpeMa,
OOCITiIKEeHHS 3 BUSIBJIEHHS PEITPOAYKTUBHOI TOKCUYHOCTI y TBAPUH ITOKa3allu
HasIBHIiCTh BUOOCIIeU(}PivHNX eMOPIOTOKCUYHOTI0 Ta PEeTOTOKCUYHOTO BOIUBIB. [1pu
€KCIIO3Ullil, III0 TIePeBUIIyE TaKy y TBapHMH, sKi 3aCTOCOByBaJu IIpenapat Bigopa
MIKpPO, y OesIKHUX BUiB TBAPUH CIIOCTEpiraam BIJIUB Ha CTaTeBYy OudepeHIiallio.

IToka3aHHsA
[TepopanbHa KOHTpaLEIILi.
IIporunoka3aHHA

Komb6inoBani ropmonanbHi KoHTpanenTusu (KI'K) He ciig 3acTocoByBaTu npu
HasIBHOCTI X04a 0 OOHOTO i3 HuXK4Ye3a3HaYeHUX CTaHiB. Y pasi AKmio Oyab-IKUM i3 1Iux
CTaHiB BUHMKAE BIIepile IIig 4yac 3acTtocyBaHHs KI'K, mpuiiom npemnaparty CiIig HeraiHo
OPUONHUTH.

HasiBHICTh a00 PU3UK PO3BUTKY BeHO3HOI TpoMboeMboii (BTE):

e BTE Ha maHu¥ yac, 30KpeMa BHACJIiIOK Tepalrii aHTuKoaryassHTaMu, abo B
aHaMHe3i (Hampukiazn, Tpom003 riamubdokux BeH (TT'B) abo TpombGoemOboTist
nereHeBol aprtepii (TEJIA));

e BimoMma cmapgkoBa abo HaOyTa cxunbHICTh 00 BTE, Taka K pe3uCTEeHTHICTh [0
akTuBOBaHOrO npoTteiny C (y ToMmy yucii myrtauis ¢akropa V JleiimeHa), medinuT
aututpomOiny-I1I, medpiuut npoteiny C, gediuuT npoTteiny S;



e BEJIMKi OllepaTUBHi BTPy4YaHHS i3 TpuBasioo iMMmobinizali€eio (AUB. po3min
«OCcOoOIUBOCTi 3aCTOCYBAHHS»);

e BucoKuu pu3uk BTE duepes3 HasABHICTh MHOXKMHHUX (PAaKTOPiB PU3UKY (OUB. PO3TiN
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

HasiBHICTh a00 pU3UK PO3BUTKY apTepianbHOl TpoMboemboii (ATE):

e HasiBHicTh ATE Ha manHu# yac abo B aHaMHe3i (Hanmpukiaz, iHpapKT MioKapaa)
a00 HasIBHICTb ITPOAPOMAJILHUX CUMIITOMIB (HalIpPUKJIad, CTEHOKAPMHisd);

e TIOPYIIIEHHS MO3KOBOTO KPOBOOOIry Ha maHui 4ac abo B aHaMHe3i, HasiBHICTh
OIpoOgpoOMaNnbHUX CUMIITOMIB (HampuKiand, TPaH3UTOPHaA imemiuyHa aTtaka (TIA));

e BimoMma cmapgkoBa abo HaOyTa cxunbHICTH A0 ATE, Taka SIK rineproMolucTeiHeMis
Ta aHTUTINIa O0o ¢ocdominigiB (aHTUTINA OO0 KapaioiniHiB, BOBYaKOBUM
QHTUKOATyJISHT);

e MIrpeHb i3 BOTHUILIEBUMM HEBPOJIOTIYHUMHU CUMIITOMaMU B aHaMHe3i;

BUCOKHUY pu3uK ATE depe3 HasIBHICTb MHOXKUHHUX (PAKTOPIB PU3UKY (OUB. PO3AiN
«OcobOnMUBOCTi 3aCTOCYBaHHS») ab0 Yepe3 HasiBHICTh OJTHOTO CEPMO3HOT0 paKTOopa
PHU3UKY, TAKOT'O SK:

e IIYKPOBU miabeT i3 CyIMHHUMU YCKIaJHEHHSIMU;

e TSXKKa apTepiajibHa rinepTeHsis;

e TS2KKa OUCIIIIOIPOTEIHEMIs.

e HASIBHICTh TSKKOT'O 3aXBOPIOBAHHS IT€YiHKM Ha JaHUM Yac abo B aHaMHe3i, TOKHU
MOKa3HUKY (PYHKIIII MeUYiHKY He ITOBEPHYJIUCS Y MeXKi HOPMH.

e HUPKOBA HEOOCTATHICTh TSIKKOIO CTyIeHsa abo rocTpa HUPKOBA HEOOCTATHICTh;

e HASIBHICTh MYXJIMH IIeYiHKM HA HaHUM yac a0o B aHaMHe3i (moOposikicHuX abo
3JI0SIKiCHUX);

e BimoMmi abo mmigo3proBaHi 37109KiCHI MyxXIMHY (HAaIlpUKIIafl, CTaTeBUX OpraHiB abo
MOJIOYHMX 3aJ103), 110 € 3aJIe’KHUMHU BiJl CTaTEeBUX TOPMOHIB;

e BariHaJIbHAa KPOBOTeYa He3’'siCOBAHOI eTioJorii;

e MiABUINlEHA YYTJIUBICTh [0 AiI0UYHUX PEYOBUH ab0 40 OyAb-IKOTO 3 KOMIIOHEHTIB
npemnapary.

Jlikapcbekuit 3aci6 Bigopa MikKpo mpoTuioKa3aHUM IIPHU OQHOYaCHOMY 3aCTOCYBaHHI 3
JIiIKapChbKUMHU 3aco0aMu, 1110 MiCcTSITh oMOiTacBip/mapuTanpeBip/puTOHaBIp Ta
macaOyBip (guB. po3ginu «OcoOGIUBOCTI 3aCTOCYBaHHSA» Ta «B3aemopis 3 iHIMUMU
JIiIKapChKUMHU 3aco0aMU Ta iHIIN BUOU B3a€EMOMiM»).

B3aeMmopisi 3 iHIIEMH JTiKapCHKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIH

Cnig o3HaioMUTHCS 3 iH(GOPMAIIi€o III0I0 JTiKapChKOT0 3ac0o0y, 110 3aCTOCOBYETHCS
OOHOYACHO, IOJISI BUSIBJIEHHSI IOTEHIIMHUX B3a€EMO/IiN.



Bnaus iHwux nikapcvKux 3acobig Ha npenapam Bidopa mikpo

B3aemopii MokuBi 3 JTiKkapchKUMU 3acob6aMi, II0 iHAYKYIOTh MiKpocoMallbHi
dbepmenTu. Lle npusBene mo 30inMbIIeHHS KITipEHCY CTaTEBUX TOPMOHIB, 110 3i CBOTO
OOKy CIIpUYUHSIE 3MiHU XapaKTepy MeHCTPyallbHOI KpoBOTeYi Ta/abo BTpaTu
e(peKTUBHOCTI KOHTPAIIENITHUBY.

Tepanis

[HpyKk1iss GepMeHTiB Moke OyTU BUSIBIIEHA 4Yepe3 JeKiTbKa OHIB JIIKyBaHHS.
MaxkcuMarnbHa iHOYKIliS GepMeHTIB 3arajoM CIIOCTEPIraeThbCcs Yepe3 AeKiTbKa TUXKHIB.
[Ticns BimMiHM NMiKyBaHHS iHOYKITisA (epMEHTIB MOXKe TPUBATU NMIPUOIU3HO 4 TUXKHI.

Kopomkocmpokose sniKy8aHHA

XKiHku, sgKi IpUMaloTh JTiKapChKi 3aco0W, 110 iIHAYKYIOTh (PepMEeHTH, TOBUHHI
TUMYaCOBO BUKOPUCTOBYBaTHU Oap’epHui MeTon abo iHIIMM MeTon KOHTpaUemii
OOOaTKOBO A0 KOMOiHOBAaHMX OpajiIbHUX KOHTpalenTuBiB. bap’epHuil MeTop ciifg
3aCTOCOBYBATHU IIPOTATOM YChOT'O TEPMIiHY JIIKYBaHHS BiAIIOBIIHUM IIpenapaToM i Ine
OpPOTATOM 28 OHIB ITiCJIg IPUIIMHEHHS MOT0 3aCTOCYBaHHs. fAKIIIO Teparis
PO3TMOYMHAETHCA Y IePiof 3acToCyBaHHA ocTaHHIX TabmeTok KOK 3 yrmakoBKHu, TO
npuiioM TabraeTok 3 HacTynHol yrnakoBku KOK crif po3noyaTtu ogpasy micis
rmonepenHboi 6e3 3BUYHOTO0 iHTepBasny 0e3 3aCTOCyBaHHS TabJIeTOK.

Ilos2zocmpokose niKy8aHHs

2KinkaM IIpy DOBrOCTPOKOBIiM Tepallil Jil0YUMHA PeYOBHHAMHU, L0 iIHOAYKYIOTh (PePMEHTHU
MeYiHKY, peKOMEHOYEThCs Oap’epHUM ab0 iHIIIUY BiIIIOBIiDHUYM HETOPMOHAIbHUMU
MeTOM KOHTpallemIlii.

Huxuye3za3HaueHi B3aeMopii 6ynu 3adikcoBaHi 3rimHo 3 onyOIiKOBaHUMU TaHUMHU.

Hiroui peuosguHu, w,o 36iavwyroms kaipeHc KOK (3HudceHHsa epekmuaHocmi KOK
yepe3 iHOYKUi0 pepmeHmMiB), HaNpukaao:

e ODapOiTypaTu, 603eHTaH, KapOaMa3selliH, GeHiTOIH, IPUMiTOH, pudaMIilIuH;
ImperapaTy, 110 3aCTOCOBYIOThCS npu BIJI-iHdeKIlil: puTOHaBip, HEBipalliH Ta
edaBipeHII; TaK0OXK, MOXKJINBO, (pennbamaT, rpu3eodynbBiH, OKCKapOa3eriH,
TOIlipaMaT i pOCIIUHHI JIiKapchKi 3aco0u, 1110 MiCTITh eKCTPaKT 3Bip0o6oio
(Hypericum perfiratum).

Hitoui peyo8uHU 3 HENOCMIUHUM 8NAUBOM Ha KaipeHc KOK:

[Tpu ogHOYacHOMY 3acTtocyBaHHi 3 KOK Besnuka KinbKicTh KoM0OiHali inridiTopis BIJI-
IMpOoTea3u Ta HEHYKJIEO3UOHUX iHTi0iTOPiB 3BOPOTHOI TPAHCKPUIITA3U, BKIII0OYAI04YH



KoMOiHaririi 3 iuribiTopamu Bipycy rematuty C (BI'C), M0oXKyThb migBuiryBaTu abo
3HUKYBATHU KOHIIEHTPAIlil0 eCTporeHy abo MpoTreCTUHIB y nja3Mi KpoBi. CyKyImHUMN
BIIIUB TaKWX 3MiH MO2Ke OyTH KJIiHIiYHO 3HAQUYIIUM y OesIKUX BUIIaJKaXx.

Tomy a1 BUSIBIE€HHS ITOTEHIIMHUX B3a€EMOiN Ta OyOb-IKUX iHIITUX PeKOMEeHallil CiIifg
03HaUOMUTHCH 3 iHPOpPMali€lo 00 MEAUYHOT0 3aCTOCYBaHHS JIIKAPCHKOTO 3acOo0y
s nikyBaHHs BIJI/BI'C, mio mpuiiMa€eThCst OOHOYACHO. Y pa3i HasIBHOCTI OyOb-IKUX
CYMHIBIB KiHKaM 0aTKOBO CJIil BAKOPUCTOBYBaTHU Oap’€pHUM MeTO[ KOHTpaIeIIlil
IIpu Tepamii inribiTopamMu nmpoTtea3u abo iHribiTopamMu HEHYKJIE03UOHOI 3BOPOTHOI
TPAHCKPUIITa3H.

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

KrnixniuHa 3Ha4yIlicTh MOTEHILIWHO]I B3a€EMOil 3 iHTibiTopaMu (pepMeHTiB 3aIUIIaETHCS
He3'sICOBaHOI0.

OpmHouyacHe 3aCTOCYBaHHSA CUIbHUX iHTi0iTOpiB CYP3A4 MoKe MifBUILIUTHU I171a3MOBi
KOHIIeHTpallil ecTporeHy abo mporectuHy, abo 060X KOMIIOHEHTIB.

Y mocnimxkenHi 6araTopa3oBux m03 KoMOiHallil mpocripeHoH (3
mr/mo0y)/etuninectpamion (0,002 mr/mo6y) Ta cunbHOTO iHTi6iTOopa CYP3A4
KETOKOHAa30J1y, 1110 3aCTOCOBYBABCS OJHOYACHO, npoTsaroMm 10 mHiB 30imbIiryBanocs
3HaueHHsa AUC(0-24h) gpocnipeHOHy Ta eTuUHinecTpamiony y 2,7 ta 1,4 pa3za
BIAIOBIOHO.

ETopukokcub y go3ax Big 60 mo 120 mMr/mo6y npomeMOoOHCTPYBaB MiTBUIIIEHHS
M1JIa3MOBUX KOHIIEHTpalliil eTUHinecTpagiony y 1,4-1,6 pa3a BiAIOBiOHO IpHU
opmHo4dyacHoMYy 3actocyBaHHi 3 KT'K, m1o mictuts 0,035 Mr eTuHinecTpagiony.

Bnaus npenapamy Bidopa Mikpo Ha iHwi aikapcwvki 3acobu KOK moacymb eniusamu
Ha memaboaizm Oesikux Oitouux pe4osuH. BionogioHO, kKoHUeHmpauii y naa3mi Kposi
ma y mKaHuHax Moxcyms abo niosuuw,ysamucs (Hanpuka1ao, UUK/10CNOPUH), abo
3HUJMcysamucs (Hanpuk.a1ao, 1aMoOmpuoOMCUH).

Ha mipcTaBi mocnigKeHb B3a€EMOZII in Vivo y XKiHOK-TOOPOBOJIBIIIB, IKi 3aCTOCOBYBaINU
OMenpas30JI, CAKMBAaCTaTUH Ta Mifa30JjiaM siK CyOCTpaTu-MapKepHu, BCTAHOBJIEHO, 110
KJIIHIYHO 3Hauyllla B3a€EMO[is OPOCIIIPEHOHY B 0031 3 MI' 3 IHIIIUMU aKTUBHUMU
cyOCTaHIIIsSIMHU, 1110 iIHOYKYIOThCS IIMTOXpoMoM P450, ManmoiMoBipHa.

Kniniuni maHi cBimyaThk Ipo Te, 110 eTUHiIeCTPamion IPUTHiYye KiTipeHc cyocTpaTiB
CYP1A2, 1o 3i cBOro 60Ky BUKIIMKAaE cinabke (Hanpukiap, Teodinin) abo momipHe
(HammpuKian, TU3aHIOWH) MigBUIIEHHS 1X IJTa3MOBUX KOHIIEHTPAIIil.

dapMakoguHaMiYHi B3aeMOoil




OpmHouYacHe 3aCTOCYBaHHS €CTPaliolOBMiCHUX TiKapChKUX 3aC00iB 3 MPOTUBIPYCHUMU
JIIKaPCHKUMHU 3aco0aMu IIPsSIMOI [ii, 1110 MicTAThL oM0biTacBip, mapuTampesip abdo
macaOyBip Ta ix KoMOiHallil, 30ibIIlye PU3UK MiABUIIEHHS PiBHSI
anaHiHaMmiHoTpaHcdepasu (AJIT) Oinblie HiXK y 20 pa3iB BuUllle BEPXHbO1 MeXKi HOPMHU Yy
3[I0POBUX IAIliEHTOK Ta Y IAIliEHTOK 3 BipycHUM renatutoM C (OuB. po3gin
«ITpoTHUTIOKA3aHHS»).

OmHOYacHe 3aCTOCYBaHHS 3 JIiIKapChbKUMU 3aco0aMu, 1110 MiCTSATh
oMmOiTacBip/mapuTanpeBip/pUTOHaBip Ta gacabyBip 3 momaBaHHSM pubaBipuHy 60 6e3
Takoro, 30inblirye pu3ukK migBuilieHHsa piBHs AJIT (ouB. po3minu «IIpoTuroka3daHHSI» Ta
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

Tomy XKiHKaM, IKi 3aCTOCOBYIOTH JIiKapChKuM 3acibd Bimopa Mikpo, He0oOXimHO
BUKOPHCTOBYBATH albTE€PHATUBHUN METOO KOHTpPAIENIIil (HallpuKJyag KOHTPAlleIITUBH,
III0 MiCTSITh TiJIbKU ITpoTrecTareH, abo HeropMoHaIbHI MeTou) Iepen MoYaTKOM
Teparlil i3 3aCToCyBaHHSAM 3a3HauyeHol KoM0OiHallil miKapchKuX 3aco0iB. 3aCTOCYyBaHHS
JIiKapchbKOTro 3aco0y Bimopa MiKpo MOKHa BiTHOBUTH Yepe3 2 THUXKHIi ITicnsa
3aBepIleHHs Tepallil 3a3HaueHo010 KOMOiHalli€0.

THwi ¢popmu 83aemo0ii

Y nanieHTiB i3 HOpMaIbHOIO QYHKITIEI0 HUPOK OOHOYAaCHE 3aCTOCYyBaHHS OPOCIIIPEHOHY
Ta iHridiTopiB AIT® abo HecTepOImHUX NpPOoTHU3ananbHuX npenapartiB (HII3II) He
II0Ka3aJio 3HA4YyILIOoro BIIJIMBY Ha piBeHb KaJjlito CUpOBaTKU KpPoOBi. OgHaK ogHOYacHe
3acTOCyBaHHS IIpemnapaTty Bimopa MikKpo Ta aHTaroHiCTiB aibgoCcTEpPOHY abo
Kasin30epiramodnx OiypeTUKiB He OOCHIAXKyBanocs. Y IIbOMY BUIIQAKY PiBEHb KaJIilo Y
CUPOBATIIi KPOBi MOTPiOHO HOCITiAXKYyBaTH ITPOTSITOM IIEPIIOT0 IIUKITY JIiIKyBaHHS (OUB.
TaKOXK Po3.inn «OcoOIUBOCTI 3aCTOCYBaHHS»).

JIlabopamopHi aHani3u

3acToCcyBaHHSI KOHTPAIENITUBHUX CTEPOIAiB MOXKe BIIJIMBATU Ha pPe3yJIbTaTU OeSIKUX
sTabopaTOpHUX aHalli3diB, TaKUX K 0ioxiMiuHi mapamMeTpu QyHKIII ITe4iHKH,
INMTOBUOHOI 3aJ103W, HAAHUPKOBUX 3aJI03 i HUPOK, Ha KOHILIEHTPAaLlil0 y IIa3Mmi
TPaAHCIOPTHUX OiNKiB, TaKUX SIK I'ITOOYIIiH, 10 3B’I3y€ KOPTUKOCTEPOIAH, Ha
KOHIIEHTpAIIil0 y IIJ1a3Mi KpOBi (pakiliii JimifgiB/minonpoTeiliB, Ha TOKa3HUKHA
BYTJIEBOOHOTO 00MiHYy, Koarynsiil Ta ¢iopuHonily. 3a3Buuail TakKi 3MiHu 1epedyBaioTh
y MexKax HOpMHU. [IpocItipeHOoH 30i/bIllye aKTUBHICTh PEHIHY Ta aJIbJOCTEPOHY Y
IJ1a3Mi KpOBi, 10 iHAYKYETHCS MOTO MMOMiIPHOI0 aHTUMiHEPaJIOKOPTUKOITHOIO
aKTUBHICTIO.

Oco006/1MBOCTi 3aCTOCYBaHHS



PimenHs npo npu3HadeHHd IIpelnapary Bigopa MIKpo ciig npu¥MaTu 3 ypaXxyBaHHSIM
iHOuBiOyanbHUX PAKTOPiB PU3UKY KIiHKH, 10 iCHYIOTh Ha HaHUX MOMEHT, Y TOMY YHKCIIi
dakTOpiB pU3UKy PO3BUTKY BeHO3HOI TpoMmboeMoborii (BTE), a Takox pusuky BTE,
IIOB’A3aHOT0 3 MPUMOMOM IIpenapaTy Bigopa MiKpo, MOPiBHAHO 3 iHITUMU
KOMOiHOBaHMMU ropMoHanbHUMU KoHTpanentuBamu (KI'K) (muB. po3min
«[TpoTUIIOKa3aHHI»).

IlonnepemxeHHsA

3a HasIBHOCTIi OyOb-sIKUX CTaHiB ab0o paKTOpiB pU3UKY, 3a3HaYEHUX HUKYE, CITif
00TrOBOPUTH 3 KIHKOIO HOIIIIBHICTh 3aCTOCYBaHHS Ipenapary Bimopa Mikpo.

Y pasi 3aroctpeHHs abo Ipu MMepIInxX NposiBax OyOb-IKUX i3 BKa3aHUX CTaHiB abo
(bakTOpiB pU3UKY KiHKaM PeKOMEHOYETHCS 3BEPHYTHUCH [0 JIiKapsa Ta BUSHAYUTU
HeoOXimHiCTh IPUNIMHEHHS MPUoMy npemnaparty Bigopa Mikpo.

Y pasi mimo3proBaHoi abo nmigTBepakeHol BTE a6o ATE ciig npunuHUTA 3aCTOCYBaHHS
KT'K. dkio po3noyaTa aHTUKOATyJISHTHA Tepallisi, ciif 3a0e3ne4yuTy ajJlbTepHATUBHY
aJeKBaTHY KOHTpPAIIEIIlil0 Yyepe3 TepaTOreHHUM BIIJIMB aHTUKOATYyJIIHTIB (KyMapHUHU).

Pu3nk BUHUKHEHHS BeHO3HOo1 TpoMOoeMOoItii (BTE).

3acTtocyBanHs Oyab-akux KI'K migBuillye pusuk po3BUTKY BEHO3HOI TpoMOoeMOoItil
(BTE) y XiHOK, $IKi 1X 3aCTOCOBYIOTh, IIOPiBHSHO 3 TUMH, SIKi 1X HE 3aCTOCOBYIOTb.
3acTocyBaHHS Ipernaparis, 10 MICTSTH T€BOHOPrecTpes, HoprectuMart abo
HOPETUCTEPOH, aCOLIIOI0ThCS 3 HUXKYUM pu3ukoM BTE. 3acTocyBaHHSA 1HIINX
Ipernaparis, TakKuX K Bimopa MIiKpo, MOXe IIPU3BOOUTHU OO0 MIABULIEHHSI PU3UKY
yOBiui. PimmleHHA PO 3aCTOCYBaHHA IpelaparTy, SKUW He HaJleXUTh 00 I'Pynu
IIpenapartiB 3 HaMeHIITUM pPU3uKOM po3BUTKY BTE, Mae OyTu MpuMHATE TibKU MicCIIs
006roBopeHH 3 XKiHK010. HeoOximHO mepeKoHaTHC s, 1110 BOHA YCBiOMIIIOE PU3UK
po3Butky BTE, moB’s13aHUY 13 3aCTOCYBaHHAM IIpenapary Bimopa MiKpo, CTYIIiHb
BIUIMBY HasIBHUX y Hel paKTOpiB pU3uKy Ta Tou dakT, 110 pusuk BTE € HalBUIIUM
IIPOTSATOM IIEPIIOr0 POKY 3aCTOCYBaHHS. 3a AesIKMMHU OaHuMu pusuk BTE moxe
3pocTaTu IIpu BigHOBJIeHHI 3acTocyBaHHs KI'K micssa mepepBu TpuBaIicTioO Bifg 4
TUXKHIB i OGinble.

Cepepn XiHOK, K1 He 3acTOoCOBYIOTE KI'K i He € BariTHUMU, yacToTa BUHUKHeHHsI BTE
cTaHOBUTH IMpubmu3Ho 2 Bunagku Ha 10000 xkiHoK Ha pik. OgHaK y OyOb-IKOI OKPEMO
B35ITOl XKiHKY PiBEHb PU3UKY MOXKe OyTH 3HAYHO BUIIIUM 3aJIe’KHO Bill HAIBHUX y Hel
OCHOBHUX (PAaKTOPiB PU3HUKY.

BcTtanosneno (1), mo 3 10 000 xkiHOK, siKi 3acTocoBYy0TH KI'K, 1110 MiCTATH
opocnipeHoH, y 9 - 12 xiHok po3BuHeThbcsa BTE npoTssrom ogHOTro poky. Lle
IIOPIBHIOETHCS 3 IOKA3HUKOM 62 y XKIiHOK, fKi 3acTOCOBYIOTH KI'K, 1110 MiCTATH



JIEBOHOPTECTPEJI.

B o060x Bunagkax KinbKicTh BumnaakiB BTE 3a pik 6yna MeHIIOIO, HiK 3a3BU4Yai
OUiKY€ETHCS IPOTATOM BariTHOCTI abo0 y IMiCIsSII0I0rOBOMY IIepiofi.

BTE Mo2ke IpU3BOOUTH OO JIeTaJIbHUX HACIiOKiB y 1-2% Bumagkis.

Cepeq XkiHOK, sKi 3acTocoByl0oTh KI'K BKpali piiKo cmocTepiraaucsa TpomM0O03M iHIINX
KPOBOHOCHUX CyOWH, HaIpUKJia[, IIe4iHKOBUX, Me3eHTepialbHUX, HUPKOBUX BEH
CITKiBKU Ta apTepiu.

@akTopu pu3uKy po3BuTKy BTE.

Ha tmi 3acTtocyBants KI'K pu3uk po3BUTKY BEHO3HUX TPOMOOeMOOIiYHUX YCKIIagHEHb
MO2Ke 3Ha4UHO 30iJbIIyBaTUCS Yy XKIHOK 3 JOOATKOBUMHU (paKTOpaMU PU3UKY, 0COOIMBO
IPY HasgBHOCTI MHOXKUHHUX (PaKTOpPiB pU3UKy (OuB. Tabnuio 1).

[Ipenapat Bigopa Mikpo npoTUNOKa3aHUM XKiHKaM 3 HassBHICTIO MHOKUHHUX (PAaKTOPiB
PHU3UKY, V 3B’I3KYy 3 YUM 1X MOXKHAa BiJHECTHU [0 IPYIU BUCOKOTO PU3UKY PO3BUTKY
BEHO3HOT0 TPpoM0O03y (OuB. po3min «I[IpoTunokasaHHs»). AKIO XKiHKa Ma€ OinbIie
omHOTO (haKTOpa PU3UKY, 3POCTAHHSA PU3UKY MOxKe OyTH OifbIIUM, Hi2K CyMa PU3UKIB,
acolliOBaHUX i3 KOXKHUM OKpeMUM (paKTOpPOM, TOMY CJIiff OpaTy OO yBaru 3arajlbHUU
pu3uk po3Butky BTE. KI'K He ciifg npu3HayaTy, SAKINO CIIIBBIAHOIIEHHSA
KOPHUCTB/PU3UK € HECIIPUATINBUM (OUB. PO3Oin «IIpOTUIIOKA3aHHSI»).

QakKTOp PU3UKY [TpumiTtka

Pu3uK 3Ha4YHO IMiABUIIYETHCA IPU

O}KI/IleHH (iHJIeKC MacH Tina Gieme 30 30iTbIIeHHI 1IHOEKCY MaCH TlJIa IIaIllEHTKH.

KT/M2). Oco67uBo noTpebye yBaru Ipu HasBHOCTI

iHmIIUX (aKTOPiB PU3UKY.




TpuBasna iMMo0ini3allisi, BeJIuKe
olepaTUBHE BTPy4YaHHS, OyOb-siKa
oIepallis Ha Horax abo Ha opraHax
MaJIioro Tal3a, HeMpPOoXipypriyHi BTpy4YaHHA
abo obmupHa TpaBMa.

[TpumMmiTKa: THUMYacoBa iMmo0Oinizairis, y
TOMY YMCJIi ITOBITPSAHUM MepesiT Oinbiie 4
TOOUWH, TaKOXK MOxKe OyTu ¢paKTopoM
pu3uky BTE, ocob6nuBO Ojist XKiHOK 3
iHIIMMU paKTOpaMu PU3UKY.

Y Takux BHUIlagKaX PEKOMEHOYEThCS
MMPUIIMHUATH 3aCTOCYBaHHSA mpenapary (y
pasi MIaHOBOTI'O OIIEPATHUBHOIO BTPYYaHHSI,
IMOHaAMMEHIIe 3a 4 TUXKHIi) Ta He
BIJHOBJIIOBATU 3aCTOCYBaHHA paHillle HixX
yepe3 2 TUXKHI MiCIsa ITOBHOTO
BiIHOBIIEHHS PyX0BO1 aKTUBHOCTI. I1]00
VHUKHYTH HeOaxkaHol BaTriTHOCTI, CiTifg
BUKOPUCTOBYBATH IHIIIUU METO
KOHTpPAIIEeIIil.

Criipg po3rjisgHyTHU OOLIBHICTD
AQHTUTPOMOOTHYHOI Teparrii, SKII0
3aCTOCYBaHH4 IIpemnapary Bigopa MIiKpo He
OyJi0 IPUIIMHEHO 3a37aerigb.

CimeltHUYM aHaMHe3 (BeHO3Ha
TpomboemOboIisi y pigHOro GpaTa/cecTpu
ab0 6aThKiB, 0COOIUBO y BiIHOCHO
MOJIOAOMY Bimi, Hanpukiaag go 50 pokis).

Y pa3si HasIBHOCTi CIagKOBOl CXUIBHOCTI
repeqn 3aCToCyBaHHAM Oynob-skux KI'K
XKIHKaM PEKOMEHIYETHCS IOpaguTUucCs 3i
CIleliaiiCToM.

IaIIi cTaHu, noB’a3aHi 3 BTE

Pak, cucTeMHUM 4ePBOHUU BOBYAK,
reMOJIITUKO-YPEMIUYHUN CUHIOPOM,
XpOHiUHe 3alajibHe 3aXBOPIOBaHHS
KuIie4yHuKy (xBopoba Kpona ab6o
BUPa3KOBUM KOJIIT) Ta
cepnononiOHOKITITUHHA aHeMis.

Bik

Oco6muBo nmoHam 35 POKiB.

Hemae egunO1 OYMKH IITIOOO0 MOZKJIMBOI'O BIIJIMBY BAPUKO3HOT'O POIIMIMUPEHHSA BEH Ta

TIOBEPXHEBOTO TPoMO0(d1e6iTy Ha PO3BUTOK Ta MPOrPECYBaHHS BEHO3HOTO TPOMOO3Yy.

Heo6xigHO 3BepHYTH yBary Ha IIigBUIIeHUN PU3UK PO3BUTKY TpoMOoemOoIiii mig dyac

BariTHOCTi, 0COOIMBO MPOTSATOM MEPIINX 6 TUXKHIB ITiCJIA MOJIOTIB (OUB. PO3Mis

«3acToCyBaHHS Y IIepiof BariTHOCTI abo romyBaHHS I'PYOOI0»).

Cumnromu BTE (TpoM003 rimuboKHX BeH i TpoMO0eMOO0JIis IereHeBol apTepil)

XKinkaM CJIif TopaguTH y pa3i I0siBY HUXK4Y€EeBKa3aHUX CUMIITOMIB HETAlHO

3BEPHYTHUCHA OO HiKapﬂ Ta MOBIJOMUTH IIpoO Te, IO BOHU 3aCTOCOBYIOTH KT'K.



Cumnromamu TT'B MoxyTh OyTHU: ogHOOIYHUYM HAaOPSK HOTW Ta/abo CTynHi abo OiNsSHKH
Y3[0BXK BEeHHU Ha HO3i; 6isb a00 mifgBuUllleHa YyTAMBICTD ¥ HO3, III0 MOKe BilyyBaTHUCS
TiJIBKY IIPU CTOSAHHI abo Xoab0i, BiUyTTs XKapy B ypaxKeHil HO3i; ToYepBOHIHHS ab0
3MiHa KOJIbOPY LIKIpHU Ha HO3I.

CumnTomamu TEJIA MoxXyTh OyTH: paliToBa 3aguIlIKa He3’ ssCOBaHOI eTionorii abo
ITPUCKOPEHe OUXaHHS; PallTOBUM Kalllellb, MOXKJIUBO 3 KPOB'10; panToOBUM Oifb y
TPYAHiN KIIiTIi; mepefHENIPUTOMHUY CTaH abo 3allaMOPOYEeHHs; IIBUAKE abo
HeperyJsipHe CepleduTTs.

[esKki 3 IMX CUMIITOMIB (HaIpUKJaj, 3aguIlIKa, Kallleiab) € HecrienudigyaumMu abo
MOXKYTb OyTH HEIIpaBUJIbLHO iHTEPIIPETOBaHi AK OilbII MOIINPEHi ab0 MEHIII TSIXKKi
siBUIIA (HapUKIafd, K iHpeKIil auxaabHUX MINISIXiB).

[HIITI TPOSIBY BAaCKYISTPHOI OKJTIO3il MOXKYTh BKJIIOYATU PAITOBUM 0inb, HAOPSIK,
TOCTPHUU KUBIT Ta HE3HAUYHE IMOCUHIHHSA KiHI[IBKU.

[Tpu OKIII03il CyAUH OKa IT0YaTKOBOIO CUMIITOMATUKOIO MOXKe OyTH HEeUiTKiCTh 30Dy,
III0 He CYIIPOBOAXKYETHCS O0OTLOBUMMU BiTUYTTSAMHU i IKa MOKe IIPOTrpecyBaTH [0 BTpaTu
30py. [HKOIU BTpaTa 30py PO3BUBAETHCS MaukKe MUTTEBO.

dakTopu pu3uKy po3BUTKY ATE.

[Tpu 3acTocyBanHi KI'K pu3uK po3BUTKY apTepiaabHUX TPOMOOeMOOTiYHUX
yCKIamHeHb a00 11epeOpoBacCKyISIPHUX ITOIiN 3pOCTAE Y XKIiHOK i3 PpaKTOpaMu PU3UKY
(muB. Tabnuito 2). [Ipemapat Bimopa MiKpo MpoTUNOKa3aHUM, SIKIIO V XKIHKHA € OIUH
cepio3Hu abo MHOXKUHHI pakTOpu pu3uKy po3BUTKY ATE SKi MOXKYTb IMigABUILIUTHA
PH3HUK PO3BUTKY apTepialbHOro TpoMOOo3y (AuB. po3fain «I[IpoTunokasaHHs»). AKIIO0
XKiHKa Ma€ Oinblire omHOTO aKTopa PU3UKY, 3POCTAaHHS PU3UKY MOKe OyTH OilbIIuM,
HiXK CyMa PU3UKIiB, aCOIlii0BaHUX i3 KOXXKHUM OKpeMuUM (aKTOpoM, TOMY CJIim OpaTu g0
yBaru 3aranbHuil pusuk po3BuTky ATE. KI'K He cifg npu3HayaTu, SKII0
CIIiBBIIHOIIIEHHS KOPUCTH/PU3UK € HECIIPUATIIUBUM (OUB. pOo3ain «ITpoTUIIOKa3aHHSI»).

‘CDaKTop PUUKY ‘HpI/IMiTKa

‘361J‘IBH_IGHH5{ BiKYy ‘0006111/130 Bim 35 pokis.



IMaminuga

Kinkam, siKi 0azKalOThb 3aCTOCOBYBaTHU
KI'K, crnig peKoMeHOyBaTH BifMOBUTHUCSH
BiI IIaJIiHHS.

2KinkaM BiKOM Bif 35 POKIiB, sKi
MIPOOOBXKYIOTH IIAJIUTH, CJIig HAIlOJIETJIUBO
PEKOMEHOyBaTHU iHIINN MeTO[
KOHTpAaUeIIlil.

ApTepianbHa rinepTeH3is

OxupinHg (iHgekc Macu Tina 6inbire 30
KI/M2)

Pu3uk 3HaYHO NiABUIYETLCA IPU
30inbllIeHHi iHOeKCy MacH Tina.

Oco06nuBo noTpebye yBaru Ipu HasgBHOCTI
iHIMMX PaKTOPiB PUSUKY.

CimeliHUN aHaMHe3 (apTepiaiabHa
TpomboemOboIisi y pigHOro 6paTta/cecTpu
a60 6aThKiB, 0COOIUBO y BiMHOCHO
MOJIOAOMY Bili, Hanpukiaag 0o 50 pokiB)

Y pa3si HassBHOCTi CIagKOBOl CXUIBHOCTI
repeqn 3aCTOCyBaHHAM Oynob-skux KI'K
XKIHKaM PEKOMEHIYEThCS MOpagUuTucs 3i
CIleliaiicToM.

Mirpess

3pocTaHHS 4YaCTOTU BUHUKHEHHS abo
TSI2KKOCTI mIepe0biry mig 4yac 3acToCcyBaHHS
KI'K (MoxknuBi mpogpoMalibHi CTaHHA
repen PO3BUTKOM IepeOdpOoBacCKyIIpHUX
MOAi) MOXKYTh CTaTU IPUIYUHOIO
HerawHoro npunuHeHHsa npuinomy KI'K.

IHIIi cTaHU, NOB’s13aHi 3 HeOaKaHUMHU
peaxuisamu 3 60Ky CyauH

LlykpoBu# miabeT, rineproMouucTeiHeMis,
BaAu KJlalaHiB cepls i Gpibpunsiis
rnepencepnb, JUCIIIIONPOTEeIHEMIS i
CUCTEMHUHU YEPBOHUU BOBYAK.

CumntomMmu ATE

Y pa3i BUHUKHEeHHS HUXX4Ye3a3HaueHUX CUMIITOMIB XKIHIIi CJIif TEPMiHOBO 3BEPHYTUCS

3a MEeIUYHOIO IOIOMOTI0I0, Ta IIOBIIOMUTH JIiKaps, 110 BoHa nmpuriMmae KI'K.

CuMnTomMaMu 1epebpoBaCKyISIPHOTO PO3/IaAy MOXKYTh OyTH:

e pamnToBe OHiIMiHHS 00IHMYYs, c1abKicTh a00 OHIMIHHS KiHITIBOK, 0COOJIMBO

OHOCTOPOHHE;

e paITOBe MOPYIIEHHS XOO1, 3allaMOPOY€eHHs, BTpaTa piBHOBaru abo KoopauHaliii;



parToBa CIIIyTaHiCTh CBiIOMOCTI, ITOPYIIEHHS MOBJIEHHS ab0 PO3yMiHHS;

pariToBe IOTipIIeHHs 30Py Ha ofHe abo o0uaBa OKa;

parToOBUM CUIbHUMN ab0 TpUBaIUM rojIoBHUM 0ifib 6€3 BU3HAYEHOI TPUYUHY;

BTpaTa CBifoMOCTi ab0 HEIPUTOMHICTL 3 cygomMaMu abo 6e3 HUX.
TuM4YacoBiCTh CUMIITOMIB MOXK€e CBIiIYUTU IIPO TPAH3UTOPHY iieMiyHy ataky (TIA).
CumnroMaMu iHpapKTy Miokappa (IM) MoxXyTh OyTH:

e 0inb, MUCKOM@OPT, TUCK, TAXKKICTb, BIiTUyTTS CTUCKYBaHHS a00 pO3NMUpaHHS B
TPyIsax, pyli abo 3a rpyouHOI0;

e NUCKOMGQOPTHE BiOUyTTSA 3 ippajialli€io y CIIUHY, IIelely, TOPJo, PYKY, LIJIYHOK;

e BiIUYyTTS IEPEIIOBHEHOCTI IITYHKA, OPYIIeHHS TpaBleHHSa abo sayxa;

e TIOCUJIEHE TIOTOBUMAITIEHHS, Hy#OTa, O/1I0BaHHS ab0 3amaMOpPOYEeHHS;

e HaI3BUYaMHa CclabKiCcTh, HECIIOKiM ab0 3aUIIIKa;

e HIBUIKE a00 HeperysapHe cepLeOuTTs.

ITyxauHu

Pe3ynbpTaTé HessKux emnifieMiosIOriYHuX OOCIIiOXKEeHb BKa3yIOTh Ha J0JaTKOBE
MiABHUILIEHHS PU3UKY PO3BUTKY pPaKy MIMUKK MaTKU IPU TpUBajoMy 3acTtocyBaHHI KOK
(> 5 pokiB), IpPOTe Lie TBEPHOXKEHHS 3aJIUIIAETHCSA CYyIlepedYIMBUM, OCKIJIBKM OCTaTO4YHO
He 3’5ICOBaHO, HACKIJIbKY pe3yJIbTaTU JOCIiAXKeHb BPaxOByIOTh CYIIyTHI (paKTOpHU
PHU3UKY, HaIpUKIa[ CTaTeBY MMOBEOiHKY Ta iHIII paKTOpHU, HAIIPUKJIIaL iHpiKyBaHHS
BipyCOM IaniJIOMU JIIOOWHMU.

MerTa-aHani3 gaHux 54 enigeMioNOoriYHUX OOCIiAKeHb BKa3ye Ha He3HaYHe
migBUIIeHHS BigHOCHOTO pu3uKy (BP = 1,24) po3BUTKY pakKy MOJIOYHO]I 3aJI03U y
XKIHOK, sKi 3acToCcoByI0Th KOK. Llel niagBuIleHU PU3UK IOCTYIIOBO 3HUKAE IIPOTATOM
10 pokisB micns 3akiHueHHs 3acTocyBaHHA KOK.

OCKinnbKH pakK MOJIOYHOI 3aJI034 Y KiHOK BikOoM A0 40 pPOKiB 3yCTpidya€eThCSA PidKo,
30i7bIIIeHHS KiJIbKOCTI BUIIQAKiB AiaTHOCTUKY PaKy MOJIOYHOI 3aJI03U Y XKIiHOK, SKi
3acTOCOBYIOTh ab0 HellogaBHO 3acTocoByBanu KOK, € He3HaYHUM IOPIBHSIHO i3
3arajJlbHUM PU3UKOM PaKy MOJIOYHOI 3a/103H4, a BioMi pe3ynbTaTu AOCIiOXKEeHb He
MiATBEPOXKYIOTH IPUYUHHO-HACIIIIKOBOTr0 3B’13KY. [TimBUIIIeHHSI PU3UKY MOXKe OyTH
00yMoOBJIeHE SIK OilIbIIl paHHBOIO OiarHOCTUKOIO PaKy MOJIOYHOI 3aJI03U Y KIiHOK, SKi
3actocoByioTh KOK, Tak i 6iosoriunoio giero KOK a6o nmoegHaHHsAM 000X (haKTOPiB.
Big3sHaueHO TeHOEHIIi10, 1110 paK MOJIOYHOI 3aJI03U, BUSBJIEHUM Y XKIiHOK, SIKi OyOb-KOJIN
npurManu KOK, KjIiHiYHO MeHIII BUPaXXeHUU, HiXK y TUX, XTO HiKonu He nnpuiiMaB KOK.

Y noogmHOKUX BUIlaZKaX y XKIHOK, sKi 3acTocoByl0Th KOK, crioctepiranucs
noOpOosIKicHI, a 11le piglne — 37I0KiCHI MyX/TMHY MevYinKu. B okpeMux BUIIagKax IIi



MMyXJIUHYU COIPUYUHSAIN HeOe3IeuHy IS XKUTTS BHYTPIIIHbOYEPEBHY KPoBOTeuy. Y pasi
BUHUKHEHHS CUJIbHOTO 00JII0 B emiracTpasnbHill OinsHIli, 30inbIeHHs ITe4iHKu abo
O3HaK BHYTPIIIHbOYEPEBHOI KPOBOTEYi ITPpU Au(epeHIiaabHii OiarHOCTHLIL CIIifg
BpaxOByBaTH MOXKJIMBICTh HasIBHOCTI MIYXJIMHU IIE€UiHKHU Y XKIiHOK, 5Kl npuimaioTs KOK.

[Tpuriom Bucokopgo3osux KOK (0,05 Mr eTuHiiecTpaniony) 3HUKY€E PU3UK paKy
€HOOMETPII0 Ta S€EYHUKIB. 3a/IUIIaEThCSI NiATBEPOUTH, YU 1Ii JaHl MOXKYTh CTOCyBaTUCS
i Hu3pKonmo3oBux KOK.

IHwi cmaHu

[IporecTuHOBUU KOMIIOHEHT IIpenapaTry Bimopa MIKpO € aHTaroHiCTOM aJibJOCTEPOHY
i3 Kamii30epiralounMu BIIaCTUBOCTSAMU. Y OiNIbIIIOCTi BUIIAAKiB 3aCTOCYBaHHS He
OYiKYETHCH IIIABUIIIEHHS PIBHA KaJlito. Y IPOoIlecCl KIIHIYHUX OOCIIAXKEHb Y OesIKUX
Malli€eHTiB i3 TETrKOI0 Ta MOMipHOI HUPKOBOIO HEJOCTATHICTIO Ta OAHOYACHUM
3aCTOCYBaHHSAM Kajili30epiraiouux nikapcbKux 3aco0iB piBeHb KaJlilo B CUPOBaTIIi
KPOBI [ello, ajle He CyTTEBO, MiABUILYBaBCS IIiJ] YaCc 3aCTOCYBaHHS APOCIIIPEHOHY.
ToMy peKOMeHOy€eThbC KOHTPOJIb PiBHS KaJlilo i Yac IIeplIoro LUKIIY JIIKyBaHHS
naljieHTKaM i3 HUPKOBOIO HEJOCTaTHICTIO. BKa3aHUM MallieHTKaM TaKOXK
PEKOMEH0BaHO Iepeq I0YaTKOM 3aCTOCYyBaHHSA IIpenapaTry yTPUMyBaTU PiBeHb KaJlito
CUPOBATKMU KPOBi He BHUIIle BEPXHLOI MeKi HOPMU, 0COOIIMBO MPU OJHOYACHOMY
3aCTOCYBaHHI Kaii3bepirarounx nikapchbKux 3aco0iB (OuB. po3min «B3aemomist 3
IHIMMMU JTiKapChbKUMHU 3acob0aMu Ta iHIII BUOU B3a€EMOIIN»).

XKinku 3 rineprpurimiliepugemMieio abo ciMeMHUM aHaMHE30M III0[I0 IIbOT0 MTOPYIIEeHHS
CTaQHOBJIATh I'PYIly PU3UKY PO3BUTKY IIaHKpeaTUTy Ipu 3acTtocyBaHHi KOK.

XoYa MOBiIOMJISIJIOCS IIPO He3HaYHe MigBUIIEeHHS apTepialbHOT0 TUCKY YV OaraThox
XKIiHOK, gKi npuuManu KOK, KiIiHI4YHO 3Hauyllle IMiABUIIEeHHS apTepiabHOr0 TUCKY
CIIOCTEPIra€eThCsd y IOOOUHOKHUX BUullagkax. Herane npunuHeHHd npuriomy KOK
HeoOXifgHe NuIlle y UX ITOOANHOKUX BUIIagKaX. Y pasi TpuBasol apTepiaabHOI
rinmepTeHsii ab0 HEMOXKIIIMBOCTI KOHTPOJIIOBATU ITOKAa3HUKMU apTepialbHOTO TUCKY 3a
OOIIOMOT0I0 aHTUTINIEPTEeH3UBHUX 3ac00iB, XXKiHKaM sKi npuiiMaioTeh KOK, cin
MIPUIIMHUTH 1X 3aCTOCYyBaHHA. fAKIIO e OominbHo, 3acTocyBaHHSA KOK MoxkHa
BiTHOBUTH MiCISA HOCSITHEHHS HOPMOTOHII 3a JOIIOMOT0I0 aHTUTIIIEPTEH3NBHO1 Teparril.

[ToBigoMrisiziocsl IPO BUHUKHEHHS a00 3arOCTPEeHHS 3a3HaYeHUX HUXKYe 3aXBOPIOBaHb
y mepiop BariTHOCTi Ta npu 3actocyBaHHiI KOK, ajne ix B3a€MO03B’sI30K i3
3aCTOCYBaHHSIM €CTPOTeHIB/IPOTreCTUHIB OCTaTOYHO He 3'sICOBaAHUU: KOBTSIHUILA
Ta/abo cBepOiXK, MOB’I3aHUU i3 X0JIecTa30M, YyTBOPEHHS XKOBYHMUX KaMeHiB, mopdipis,
CUCTEMHUU YepPBOHUU BOBYAK, T€MOJIITUKO-YPEMIUHUY CUHOPOM, Xopes CimeHxaMma,
repriec BariTHUX, BTpaTa CJIyXy, [IOB’sI3aHa 3 OTOCKJIEPO30M.



Y XiHOK 3i CITaIKOBUM aHTiOHEBPOTUYHUM HaOPSIKOM €K30T€HHi eCTPOTeHU MOXKYTh
iHOyKyBaTH ab0 MOCUTIOBATU CUMIITOMU aHTiOHEBPOTUYHOTIO HAOPSKY.

I'ocTpi abo xpoHiuHi po3nagu QyHKIIIl NeUYiHKU MOXKYTh IOTPeOyBaTH IPUIINHEHHS
3actocyBaHHs KOK, MoKy rmoka3HUKM QYyHKIII ITeYiHKY He TTOBEPHYThCSA ¥ MeXKi HOpMU
Ta NPUYUHHUY 3B's130K i3 KOK Oyne BUKITIOYEHUN.

[Tpu peunaouBi X0JIECTAaTUYHOI JKOBTSHULI Ta/abo cBepOexKYy, ITOB’ I3aHOTO 3
X0JIECTA30M, III0 PaHillle BUHUKAIU y Iepiod BariTHOCTi abo momepeqHboTro
IpUUMaHHS CTaTeBUX T'OPMOHIB, 3acTocyBaHHA KOK ciig npunuBuTH.

Xouya KOK MOXKyTh BOJIUBaATH Ha IepuPepUdHy IHCYJIIHOPE3UCTEHTHICTh Ta
TOJIEPAHTHICTH [0 TII0OKO3Y, HEMA€E JaHUX IIOA0 MOTPeOu 3MiHIOBAaTU TEPaANeBTUYHUN
pexkuM XKiHKaM 3 giabeToM, sSKi mpuiiMaioTh HU3bK0omo30BaHi KOK (< 0,05 mr
eTuHinectpamgiony). [IpoTe XKiHOK, sIKi CTpaXkaar0Th Ha IIYKPOBUM miabeT, ciinm
peTenbHO 00CTeXyBaTH MTPOoTsAroM 3acTocyBaHHss KOK, 0co6/1MBO Ha ITOYaTKy
JIIKyBaHHS.

Bumnmagku 3arocTpeHHsI eHIOTeHHOl genpecii, eminencii, xBopobu KpoHa Ta
BHPa3KOBOI'O KOJIITY TaKOXK CIOCTepiraaucs mig gyac 3actocyBaHHA KOK.

[HOAOi MOkKe BUHMKATHU XJl0oa3Ma, 0COOIUBO y XKIiHOK i3 XJI0a3MOI0 BariTHUX B aHaMHe3i.
KinkaM, CXUJIbHUM OO BUHUKHEHHS XJI0a3MHU, CJIi YHUKATH Oil IPAMUX COHIYHUX
ImpoMeHiB abo ynbTpadioneToBOro onpoMiHiOBaHHS ITif yac 3acTtocyBaHHs KOK.

1 TabyeTKa CBITJIO-PO2KEBOT'0 KOJILOPY IIpenapaTy MicTutb 46 Mr j1akto3u, 1 TabneTka
6irToro Konmbopy MIiCTUTH 22 MT JTaKTO3u. [Ipy HasIBHOCTI PiIKiCHUX CITaJKOBUX CTaHiB
HeIepeHOCHUMOCTi rajakTo3u, gediuuTy nakta3u Jlanna abo ManbabcopO1iil TITI0KO3U-
rajakTo3u, y pa3i mepeOyBaHHs Ha 0e3/TaKTO3HiM Hi€Ti CJIig BpaXoByBaTU 3a3Ha4YeHY
KiNTbKICTh JITAKTO3U.

ITiosuw,eHHs pieHsa AJIT

Y xomi KJTiHIYHUX OOCIIAXKEHb 3a y4acTO Ialli€HTIiB, AKi OTPUMYBaJId Tepalio OJis
JIiIKyBaHHS BipycHoOro renaTtuty C miKapCbKUMU 3aco0aMu, 110 MiCTSATh
oMmOiTacBip/mapuTanpeBip/puTOHaBIp Ta JacalyBip 3 momaBaHHSAM prbaBipuHy abo 6e3
TaKOro, IMiABUILIEHHS PiBHA TpaHcaMiHa3l (AJIT) y moHap 5 pasiB BHUIlle BEPXHHOl MEXKi
HopMmu (BMH) cnnocTepirasocs 3Ha4WHO 4acTillle y XKIHOK, IKi 3aCTOCOBYBaJIU JIiIKapChKi
3acobu, 10 MIiCTSATh eTUHIIeCTPadios, Taki K KoMOiHOBaHi ropMOHaIbHi
koHTpatentubu (KI'K) (muB. po3minu «I[IpoTunoka3zanHs» Ta «B3aemomisa 3 iHIIIMU
JIiIKapPChKUMHU 3aco0aMU Ta iHIIN BUOU B3a€EMOMil»).

KoHcynbTanil/MegnyHe 00CTEeXKeHHS




[Tepen moyaTkoM ab0 BimHOBJIEHHSM IIpUMOMY IIpenapaTy Bimopa Mikpo
PEKOMEHYETHCS 3i0paTu MOBHUM MeOUYHUM aHaMHe3 (BKJIIOUAlOUN CiMeNHUM
aHaMHe3), IPOUTH IIOBHEe Meou4yHe 00CTeXXeHHSs Ta BUK/IIOUNTH BariTHicTh. HeoOximHO
BUMIipSATU apTepialbHUN THCK Ta IPOBECTU MeOu4dHe 00CTEeXKeHHSI, BpaXOBYIOUH
MIPOTUIIOKa3aHHA (OuB. po3ain «IIpoTunokasaHHsA») Ta 0COOIUBOCTi 3aCTOCYBaHHSA
(muB. po3gin «OcobnuBOCTi 3acTOoCyBaHHs»). CIim 3BepHYTH yBary KiHKU Ha
iHdopMallito 11040 BEHO3HOTO Ta apTepiabHOrO TPOMOO3y, Y TOMY YHCIIi Ha PU3UK,
II0B’s13aHUM 13 3aCTOCYBaHHAM IIpenapaTry Bigmopa MiKpo, HOPiBHSAHO 3 TaKUM IIpU
3actocyBaHHi iHmux KI'K, mjogo cummntomiB BTE Tta ATE, BigoMux (akTopiB pu3UKy Ta
mifi, sIKi HeoOXigHO 3OiMCHUTH IIPU ITIimo3pi Ha TpoMOO03.

[TamieHTKaM PEKOMEHAYETHCS YBaXKHO IMIPOYUTATH IHCTPYKIIIO OJI1 MEOUYHOTO
3aCTOCYBaHHS JIiKapChKOTo 3aco0y Ta JOTPUMYBATHCS PEKOMEHAallil, siKi MiCTATLCS B
HiN.

YacToTa i XapakTep OrIsi[iB IOBUHHI I'DYHTYBATHUCS Ha ICHYIOYUX HOPMax MeOU4YHOl
MMPaKTUKM 3 YpaxyBaHHSIM iHOUBiMyaTbHUX 0COOIUBOCTEN KOXKHOI XKiHKH.

IMatieHETOK MOTPiOHO IMONepenuTH, 10 TOPMOHAJIbHI KOHTPALEITUBY HE 3aXUIal0Th
Bim 3apaxkenHus BlJI-indexkiieio (CHIJoM) Ta Oyab-sIKUM iHIIIMM 3aXBOPIOBAHHSM, IO
IepefaeThbCsa CTaTeEBUM IIIIAXOM.

3HUXKEeHHS e(PeKTUBHOCTI

EdektuBaicth KOK MoOXKe 3HMKYBATUCH ¥ Pa3i MPONyCcKy NpuiioMy TabneTku (OuB.
po3nin «Cnoci6 3acTocyBaHHS Ta mo3u»), po3nafiB KT (mus. po3min «Cmoocib
3aCcTOCyBaHHS Ta OO3W») ab0 IIpU OOJHOYAaCHOMY 3aCTOCYyBaHHI iHIIIUX JTiIKAPChKUX
3aco0iB (OuB. po3min «B3aeMomis 3 iHIIUMHU JTiIKAPChKUMH 3aco0aMu Ta iHII BUON
B3a€EMOOIN»).

[TopyuieHHS IUKITY

[Tpu npuriomi KOK M0XKyTh CriocTepiraTucs HeperyiasapHi KpoBOTedi (KpoBOMa3aHHS
a00 MPOPHUBHI KPOBOTEYi), 0COOIMBO ITPOTSITOM IIEPIINX KiJTbKOX MiCsIIiB. fAKIITO ITicis
TPhOX MEHCTPYa/JIbHUX IIMKIIiB TaKi KPOBOTEYi IPOMOBXKYIOTHCS, 1X CIIifi BBaKaTU
CEPUO3HUMU.

SIKIIIO0 HeperyJspHi KPOB SHUCTI BULieHHS 30epiratoThbCsa abo 3’ IBISTIOTHCS ITiCIs
repiony perynsapHUX KPOBOTeY, IOTPiIOHO POITIISTHYTH HETOPMOHAIbHI MPUYUHUA
KPOBOTEY Ta BiAIOBiHI MiarHOCTUYHI 3aX0au, BKII0OYAOUYX 00CTEKEHHS 3 METOI0
BUKJIIOYEHHS HasABHOCTI IIyXJIMH Ta BariTHOCTI. [10 HiarHOCTUYHUX 3aXO0iB MOXKHAa
BKJTIOUUTHU KIOpeTaxk.



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 mociigzKeHb OO0 BIJIMBY IIpenapaTty Bigopa MiKpo Ha IIBUOKICTh peakilil
IIpU KepyBaHHI aBTOTpaHCHIOPTOM abo poOoTi 3 iHIIMMU MexaHi3MaMu He
npoBogunocs. He Bim3Haudasnocs BIJIMBY Ha 3TaTHICTh KepyBaTu aBTOMO00OiieM abo
IIpaloBaT 3 MexXaHi3MaMM y XKIHOK, s1Ki 3aCTOCOBYOTh KOK.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHS IPyaaio

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

Y pa3i BUHMKHEHHS BariTHOCTI Iif 4Yac 3aCTOCYBaHH4 IIpemnaparty Bigopa MiKpo Moro
MIPUIOM HeOoOXiHO IPUIIMHUTU HerauHo. [IpoTe pe3ysbTaTHU eMiieMioIoriuyHuX
OOCIIigKEeHb He BKa3yIOTh Ha HiABUIIEHHS PU3UKY I10sIBU BPOIOKEHUX Bal y OiTeH,
MaTepi skux npuiiManu KOK mo BariTHOCTI, Tak caMo, K i Ha iCHyBaHHS TepaTOTeHHO1
Oil npu HeHaBMUCHOMY IpuiioMi KOK mpoTsiroM BariTHOCTI.

IocmimkeHHsT Ha TBapUHAaX ITOKa3aJid HasiBHICTh HeOaxKaHUX e(peKTiB MPOTATrOM
BariTHOCTI Ta Hepioay rogyBaHHS IPyanio (OuB. po3mdin «®apMaKoJIoTriuHi
BJIaCTUBOCTI»). Ha OCHOBI 11X OOCHiOXKeHb Ha TBaApPMHAX He MOXKHa BUK/IIOYATU
HeOaxkaHi epeKTU BHACJIIHOK TOPMOHAJIBHOI Ail Oifounx pedoBuH. OOHaK 3arajabHUU
mocBim 3acTocyBaHHS KOK y mepioq BariTHOCTi He CBimYMUTL IIPO iCHyOUYNH HeOaxKaHUM
BIIJIUB y JTIOOUHMU.

HasaBHi maHi momo npuiioMy nmpenaparty y Iepiof BariTHOCTI 3aHaATO oOMesKeHi ais
TOTO, 11100 3pOOUTH BUCHOBKH I1IOA0 HETAaTUBHOI'O BIIUBY IpernapaTty Bigopa Mikpo Ha
nepeObir BariTHOCTI, 3OPOB’s IIJI0OAAa Ta HOBOHAPOXKEHOro. [loTernep HeMa€e XKOOHUX
BIAMIOBIOHUX €MMieMiOJIOTIYHUX OaHUX.

IIpu BimHOBIEHHI 3aCTOCYBaHHA mperapaTy Bigopa MiKpo ciifg BpaxOByBaTU
migBUIIeHHS pu3uKy po3BuTKy BTE y micisanonorosomy nepiopni (OUB. po3minu
«0OcobnuBOCTi 3acToCcyBaHHS» «CI10oCci0 3aCTOCYBaHHS Ta OO3U»).

[Tepiopg rogyBauHg rpyanio. KOK MoXyTh BOIMBAaTHU Ha TOOyBaHHS I'PYAOI0, OCKIJIBKUA

i 1X BIJIMBOM MO2K€ 3MEHIIYBAaTUCS KiTbKiCTh TPYOHOTO MOJIOKA, a TaKOXK



3MIiHIOBATUCSA UOTO CKiaf. 3Baxawyu Ha 11e, KOK He peKOMeHIyeThCs IpUUMaTu y
nepion rogyBaHHS rpynnio. HeBesuKi KinbKOCTi KOHTPAIlENTUBHUX CTEPOiiB Ta/abo ix
MeTaboJIiTH MOXKYTh IIPOHUKATH Y I'PyIHE MOJIOKO ITif yac 3acTtocyBaHHss KOK. Lli
KIJIbBKOCTI MOXKYTb BIIJIMHYTU Ha OUTUHY.

®eptunbvHicTe. [Ipenapat Bigopa Mikpo mokasaHui [ajis 3anobiraHHsa BariTHOCTI.
IndopMmartiro m0mo0 BiHOBIEHHS PEPTUIILHOCTI AUB. ¥ po3aini «®apMaKOIOTidyHi

BJIaCTUBOCTI».
Cmocid 3acTocyBaHHsSI Ta I03H

Cnocib 3acmocy8aHHsi: NnepopanbHo.
Ilo3ysaHH A
Sx 3acmocosysamu npenapam Bidopa mMikpo

TabneTku ciipg mpuiMaTHU HI0EeHHO 3TiTHO 3 MOPSIOIKOM, 3a3HaYeHUM Ha OicTepi,
npubIM3HO B OOUMH i TOM caMUU Yac, 3allUBal04M y pa3i HeoOXimHOCTI HEBEJIUKOIO
KinbKicTio piguHu. TabneTku 3acTOCOByBaTu Oe3rnepepBHO. [IpemapaT npuiiMaTu 1o 1
TabsneTHi/go0y npoTsaroM 28 mHiB nocmink. [IpuiiManHsa TabIeTOK 3 KOKHOI HaCTYIIHOL
YIaKOBKM CJIiJI pO3MOYMHATH Ha HAaCTYyIHUU OEeHb MiC/Isg 3aKiH4eHHS IIolepegHbol
YIIaKOBKHU. 3a3BH4Yal, KpOBOTEeYa BIAMIHU IIOYMHAETHCSI Ha 2-3-U J€Hb IIiCIIs I0YaTKy
3acToCcyBaHHs TabseToK miaiebo (ocTaHHIM psAd) i MOXKe He 3aKiHYUTHUCS [0 ITOYaTKY
npuiioMy TabeTOK 3 HaCTYIIHOI yIIaKOBKH.

ITouamok 3acmocyeaHHA npenapamy Bidopa mMiKpo

I'opMoHa1bHUX KOHMpauenmueig y nonepeoHill nepiod (MUHyaAull Micsub) He

3acmocosysdajiu

[TputimaHHs TabGIETOK CJIi pO3MOYUHATH ¥ 1-U AeHb IPUPOJHOTO HUKIY (TOOTO v 1-11
OeHb MEHCTPYyaJIbHOl KPOBOTEYi).

ITepexio 3 iHwoeo KOK, 8az2iHa1vbH020 Kijibus abo mpaHcOepMaibHO20 Naacmupy

BaxkaHo po3noyaTu npuiiMaHHsA TaOIeTOK IIpenapaTy Bimopa MiKpo HaCTyIIHOTO OHS
ITicist mpUuMMaHHS OCTaHHBOI TOpMOHOBMIiCcHOI Tabnmetku nonepenuboro KOK, ane He
IIi3HiIlle HaCTYIIHOTO OHS IIiCJig mepepBU y NpuiiMaHHi TabneTok abo micss
nmpuiiMaHHsA TabneTok mnanebo nomnepengHboro KOK. V pa3si BuKopucTaHHs
KOHTPAILENITUBHOTO BariHaJIbHOTO KinbIl a00 TpaHCAepMasbHOTO IIJIaCTUPY CIIif
po3moYyaTH IpUMMaTH IIpemnapaT Bimopa Mikpo y meHb BupgasneHHs 3aco0y, aje He
Ii3Hillle OHS, KOJTY HeoOXigHe HaCTyIIHe 3aCTOCYBaHHSA IIUX IIperapariB.



ITepexio i3 Memody, w0 ba3yemuvcs HA 3adCMOCYB8AHHI AUWEe nNnpo2ecmozeHy («MiHi-
niai», iH’eKuii, iMmnaaHmu) abo BHyMpiHbOMAMKOB80i cucmemu 3 NPo2eCmMo2eHOM

MoxHa po3nodyaTy NpuiMaHHsa npernapaTty Bigopa Mikpo y Oynb-aKui OeHb ITiciis
MMPUNINHEHHS IIPUNMaHHS «MiHi-mini» (y BUnDagKy iMIiaHTa abo BHYTPillIHbOMATKOBOI
CUCTEMHU - y JeHb 1X BUAAJIeHHs, y BUIIAOKYy iH €KIIil - 3aMiCTh HACTYIIHO] iH €KIIil).
OpmHakK y BCix BUITagKaX PEKOMEHIOYETHCS NOOaTKOBO BUKOPUCTOBYBaTU Oap €pHUM
MEeTO[ KOHTpAIleNIil MPOTATOM IIepIIuX 7/ OHIB IpUUMaHHS IIpemapary.

ITicasa abopmy y nepwomMy mpumecmpi sa2imHocmi

MoxHa po3no4YrHaTy IPUUOM IIpenapaTty Bigmopa Mikpo ompa3y XK. Y TaKOMY BUIIAAgKy
HeMa€ HeoOXimHOCTi 3aCTOCOBYBaTH AOOATKOBI 3ac00M KOHTPAIEIIIIil.

ITicasa nosozie abo abopmy 8 Opy2oMy mpumecmpi

PekomeHOyeThCS pO3NOYMHATY IPpUKUMaHHA npenapaty Bimopa Mikpo 3 21-28-ro nus
mmicns nosoriB abo abopTy B APyroMy TPUMECTPi BariTHOCTI. [Ipu misHimoMy modaTky
MpuiMaHHA TabJIeTOK PEKOMEHIYETHCS MOOAaTKOBO BUKOPUCTOBYBaTH Oap’ epHUM
MeTOo[ KOHTpaleIlil IIPoTIroM Iepimx 7 OHiB npuiiMaHHSa TabneTok. [IpoTe, SIKII0
CTaTeBUU aKT yKe BiiOyBCs, TO Ilepel I0YaTKOM 3aCTOCYBaHHS IIpemnapary CIif
BUKJTIOUUTH MOXKJIUBY BariTHiCTh a00 JoYeKaTHUCs HaCTaHHS MepIIoi MeHCTpyallii.

Y Bunagky romyBaHHS TPYOOI0 OUB. PO3[isl «3aCTOCYBaHHS Y Iepion BariTHOCTI abo
rogyBaHHS IPYAOIO».

IITo pobumu y sunadky nponycky nputiomy mabsiemku

[TpomyckoMm y mmpuiiMaHHi TabJ1eTOK mianebo 3 0OCTaHHBOTO (4-T0) pAOY MOXKHAa
3HexTyBaTH. [IpoTe IX CIif BUIYYUTHU 3 YIIAaKOBKH, 11100 YHUKHYTH HEHaBMUCHOI'O
TTOOOBXKEHHS (ha3u 3aCcTOCyBaHHS Iane60. Huxxuye3za3HauyeHi BKa3iBKU CTOCYIOTHCS
TiJIbKY ITPONYIIEHUX aKTUBHUX Ta0JIETOK, 110 MiCTSATH [il04Yi PEYOBUHMU.

A0 3amisHeHHs y IpuiiMaHHi TaOleTKU He IepeBUIllye 24 roguHM, IpoTHU3aIjigHa
Ois mpenapaTy He 3HUXKYEThCA. [Ipomnyiieny TabieTKy Tpeba NpUUHATU OOpas3y, K
TiNnBbKM 1Ie 3’sacyBajiocsa. HacTynmHy TabmeTKy 3 Ii€l yIaKOBKM CIIi[l IIpUNMaTH y
3BUYHUM 4acC.

AK110 3aMmi3HeHHs 3 TpUiMaHHAM 3a0yTol TabGJIeTKY IepeBuIllye 24 roguHH,
KOHTPALEITUBHUYU 3aXUCT MOXKe 3HU3UTUCI. Y TaKOMY pa3i MOXKHa KepyBaTUCS OIBOMa
OCHOBHUMU IIpaBUJIaAMU:

e PEKOMEHAO0BAHOIO € IIepepBa y IpuiiMaHHi TOPMOHOBMICHUX TaOJIETOK, sSIKa
TpUBaE€ 4 OHi, mepepBa y NpuiiMaHHi TabJIeTOK HiKOIU He MOXKe IIepeBUIlyBaTu 7
IIHIB;



e aJleKBaTHE NPUTHIYEHHS CUCTEMHU TinmoTaraMycC-Tinodi3-i€YHUKMN OOCITa€ThCS
0e3nepepBHUM IIPUMMaHHSIM TaOJIeTOK IIPOTSATOM 7 OHIB.

BigmoBigHO [0 LBOT0 Y IOBCAKOEHHOMY XKHUTTI CJIi KepyBaTUCAd HUXK4Ye3a3HaueHUMU
PEKOMEHOallisIMu:

IeHv 1-7

Cnig mpUMHSATH OCTAHHIO IPOIYIIeHy TableTKy SKoMoTa WIIBUAIIE, HaBiTh SKIIIO
NOBeOeThCS MIPUUHATH ABi TabIeTKu ogHoYacHO. [Ticiis boro mMpomoBKyBaTH
nmpuiiMaTu TablIeTKu y 3BUYHUM Yac. KpiM TOro, MpoTsATroM HaACTYIIHUX 7 OHIB CIif
BHKOPUCTOBYBATHU Oap’epHUM METOJ KOHTPAIIEeIIlil, HallpuKJaj Ipe3epBaTuB. Y pa3si,
SIKIIIO y TIOoTIepenHi 7 OHiB BimOyBCS CcTaTEBUM aKT, CIIiJl BpaXOBYBaTU MOKJIMBICTh
HacCTaHHS BariTHOCTi. YuMm Oinbiie TabIeTOK MIPOMYIIEHO i YuM OMUXKYMM mmepiof
3aCTOCyBaHHS TabJIeTOK Ijaieb0, TUM OilbIIUM PU3UK BaATiTHOCTI.

IleHv 8-14

Crnig IpuMHSATA OCTAHHIO IPOMYIeHy TabeTKy SKOMOTa IIBUAIIE, HaBiTh SKIIO0
OOBEeNEeThCS IMIPUUHSATH OBi TabneTKu ogHO4YacHO. [licys boro IIPoaoBXKYBaTU
nmpuiiMaTu TablIeTKM y 3BUYHUM 4Yac. 3a YMOBH, 110 XKiHKa ITpaBUIbHO ITpUiiMaia
TaOIeTKU MTPOTSTOM 7 OHIB Iepeq IIPONyCKOM, HeMa€E HeoOXimHOCTI BUKOPHUCTOBYBATHU
OOOAaTKOBI MpoTHU3aIIigHi 3acobu. AKIo 11e He Tak abo mpomyuleHa Oinbiine Hixk 1
TabIeTKa, PEKOMEHYETHCSI BUKOPUCTOBYBATHU NOAATKOBI METOAM KOHTPALeMii
IIPOTATOM 7 OHIB.

IleHv 15-24

Pr3uk 3HMKEHHS HaAiMHOCTI 3pocTa€ pu HaOIMKEeHHi Iepioly 3aCTOCYBaHHSA
TabeTok mnane6o. OgHaK IpU HOTPUMaHHI cxeMu IpUWMaHHs TabJIeTOK MOXKHa
VHUKHYTU 3HUXKEHHS KOHTPALIEITUBHOTO 3aXUCTYy. AKIIIO JOTPUMYBATUCSI OOHOTO 3
HUXKYeHaBeJIeHUX BapiaHTiB, TO He BUHUKHE HeOOXigHOCTi BUKOPUCTOBYBaTH
OOMAaTKOBiI KOHTPALIEIITUBHI 3aCO0M 3a YMOBU NPABUIBHOIO ITPUNMaHHSA TabJ1eTOK
IIPOTATOM 7 OHIB JO IPOIIYCKY. fKIIO I1e HEe TaK, PEKOMEHOYETHCA JOTPUMYBaTUCS
IIepLIOro 3 HUXKYeHaBeleHUX BapiaHTiB 1 BUKOPUCTOBYBATU OOOaTKOBI 3aCTepexkHi
METOOU MNPOTATOM HaCTYIIHUX 7 OHIB.

1. Crnig npu#HATH OCTAHHIO IIPONYILEHY TabJIeTKy sIKOMOT'a IIIBU/IIE, HaBiTh SKIIO
OOBeOeThCs MIPUUHATH ABi TabeTKu ogHOoYacHO. [Ticis nporo mpomoBKyBaTH
npuiMaTy TabJIeTKY y 3BUYHUU 4Yac OO0 3aKiHYeHHS 3aCTOCYBaHHS aKTUBHUX
TabsieToK. 4 TabneTKaMu I1alleb0 3 OCTaHHLOTO POy HEOOXimHO 3HEXTyBaTH.
TabneTkKu 3 HAaCTYNHOI YyIIAaKOBKHU CJIif ITOYaTH IIPpUUMaTH OApa3ly K Hicis
3aCTOCYBaHHS OCTAaHHBLOI aKTUBHOI TabneTKu. MaloiMOBipHO, 1110 KpOBOTEYa
BiIMiHU IMOYHETHLCS OO 3aKiHYEHHS IMIPUNMaHHS BCiX aKTUBHUX TabJIETOK 3 OPYTroi



yIIaKOBKH, X04a ITif 4ac nmpuiMaHHsa TabIeTOK MOXYThb CIIOCTEPIiraTUCS
KpoBOoMa3aHHs ab0 mMpopuBHaA KPOBOTEYa.

2. MoXHa TaKOX MPUINHUTHU IPUNMaHHSA aKTUBHUX Ta0JIeTOK 3 ITOTOYHOI
ynakoBKH. [ToTiMm crig mpuiiMaTtu TabneTKu nianedo 3 OCTaHHbBOTO PSAMY
IpoTsAroM 4 OHIB, BKIII0YAlO4YM OHI IPOMYCKY TableToK; MpuiiMaHHsa TabIeToK
CJIif TToYaTH 3 HACTYIIHOl YITaKOBKH.

SIKIIO ITicsIsg mMPOMyCKY y MpuiiMaHHi TabIeTOK BigCyTHS O4YiKyBaHa KpPOBOTeYa BimMiHU
MIPOTSTOM IIE€PIIIOl HOPMaIbHOl IIepePBHU y IPUIMaHHI IIpelapaTy, TO iMOBipHa
BariTHICTE.

PexomenOauii y aunadky po3saadie 3 60ky IIIKT

Y Bunazky TsaxkKKux posnaznis 3 6oky IIKT (manpukinan, Oi1roBaHHS abo giapes)
MO2KJINBE HEIIOBHE BCMOKTYBaHHS IIpenapary. Y TaKoMy pasi CJIif 3aCTOCOByBaTHu
OOOaTKOBi 3aco0uM KOHTpallentii. AKino 6/1i0BaHHS I104YaJioCh YIPOOOBXK 3-4 TOOWH
ITicJIg MpUMMaHHS aKTUBHOI TaOIeTKH, TO SKHAWIIBUIE HEOOXiTHO MPUNHATH HOBY
(3amicHy) TabneTky. HacTynHy TabieTKy, SKIIO MOXKJIMBO, CJIiJ IPUUHATYU IPOTATOM
24 TOoOUH y paMKaxX peXXuMy 3BU4YaWHOTO0 MpuiioMy TabneTKu. AKIo MUHYIO0 Oinbiie
24 ToOuH, IPUNHSITHOIO € peKOMEeHOallisi, HaBefieHa Bullle y po3maini «Crocio
3aCTOCYBaHHS Ta m03u» MiANyHKT «IIJo poOuTH y BUIIQAKy IPOIYCKY IIPUAOMY
TabmeTKu». FKI0 XKiHKa He Xo4ue 3MiHI0OBaTH CBill rpadik 3acTocyBaHHS TableToOK, ii
HeOoOXimHO IPUNHATUA OOOATKOBY TableTKy(M) 3 HACTYIITHOI YIIaKOBKU.

Ax gidmepmiHyBamu HACMAHHA Kposomeui 8i0MiHU

[ITo6 3aTpuMaTH epiod HaCTaHHS KPOBOTEYi BiIMiHU, CIIiJl ITPOAOBXKYBaTU IIPpUUMaTHU
TabeTKu mmpemnapaTy Bigopa MiKpo 3 HOBOI YITaKOBKHY i He IpuiMaTH TabIeTKu
manebo 3 MOTOYHOI yIIaKOBKU. fAKIo € OakKaHHS, TEPMiH NpUMaHHSA MOXHa
ITPOOOBXKUTH axX M0 3aKiHUYEeHHS aKTUBHUX TablIeTOoK i3 mpyrol ymakoBku. [Ipu 1ibomy
MOJK€e CIIOCTepiraTucs NpopuBHaA KpoBoTedya abo KpoBoMa3aHHs. 3a3BU4Yau
MpUMaHHSA npernapaTy Bigopa MiKpo BiTHOBIIOIOTH ITiCJIA IPUMMaHHSI TaOIeTOK
raie6o.

[ITo6 3MicTUTH Yac HAaCTAaHHS KPOBOTEYi BimMiHM Ha iHIIUN OeHb TUXHS,
PEKOMEHYETHCSI CKOPOTUTH IIEPEPBY V IpUMMaHHiI TabnIeToK Iy1aiedo Ha CTiIbKU
OHiB, Ha CKinbKM OaxkaHo. CIlil 3a3Ha4YUTH, 10 YUM KOPOTIIOIO Oye rmepepBa, TUM
YacTillle CIIOCTEPIraeThCs BiACYTHICTh KPOBOTEYi BiIMiHM Ta MOsiBa MPOPUBHOIL
KpOBOTedi abo KpoBOMa3aHHS IIPOTITOM IIpUMMaHHs TabJIeTOK i3 Apyrol yrmakoBKHU (SIK
1 y BUlTafgKy 3aTPUMKM HaCTaHHS MeHCTpyallil KpOBOTeUi BiTMiHM).

itk



[IpenapaTt noka3aHuy [OJjIs 3aCTOCYBaHHSA 3a IPU3HAYEHHSIM JIiKaps TiJIbKU Hic/Id
HaCTaHHS CTaJIuX MEHCTpPYyallil.

Ilepego3yBaHHs

[oTernep HeMa€e XKOOHUX OaHUX KJIIHIYHUX OOCIIiAXKEHb 1040 IIepeno3yBaHHA
TabieToK npemnapaty Bigopa mikpo. Ha mimcTaBi 3araibHOT0 OOCBioY 3aCcTOCYBaHHS
KOK npu nepemo3yBaHHI MOXKe CIIOCTepiraTucs HymoTa, OJII0BaHHS, Y MOJIOOUX OiBYaT
- IIiXxBOBa KpoBoTeya. [lixBoBa KpoBOTeYa MOXKe CIIOCTEpiraTucs y AiBYaT HaBITh OO
HaCTaHHS MeHapXe y BUIIaJKy HEHaBMMHCHOT O/BUIIaJgKOBOI'O 3aCTOCYBaHHS
JIikapchbKoro 3aco0y. CrieliaJIbHOTO aHTULOOTY He iCHY€, NiKyBaHHS ITIOBUHHE OyTH
CUMIITOMaTUYHUM.

ITo0iuni peakmii

[ITomo cepio3HUX MMOOIYHUX peaklliii y MalliEHTOK, siKi 3acTocoByloTh KOK, ouB. TakKoXK
po3ain «OcobmuBOCTI 3acToCyBaHHsI». Huxk4ye3a3dHadeHi 1mo0iyHiI peakiil
CIIOCTepiranucs ITi Yac 3aCTOCYBaHHS ITpemnapaTy Bimopa mikpo (ouB. Tabnuirio 3).

Y Ttabnuili HUXKYe HaBeeHo MoOiuHi peakiiil 3rifHO KJIaciB Ta CUCTEM OpraHiB
MedDRA. YacTtoTa npuBefgeHa Ha OCHOBI KJTiHiYHUX maHux. HanOinbIn npuiHAITHI
TepMminu MedDRA BUKOpPHUCTaHi OJIsi OIMKUCY IIeBHUX Peakllii Ta IX CUHOHIMIB i
II0B’s13aHUX CTaHIB.

YactoTa noOiYHUX peakliii, Ipo AKi MOBIMOMJIAIOCS Yy IIPOIeCi KIiHIYHUX OOCHIIXKeHb
npemnapaty Bigopa MiKpo K OpaJbHOT0 KOHTPALENTUBA Ta OJIS JIIKyBaHHS HETSIXKKOIL
(dopmu akHe 3rigHO TEPMiHiB, KjaciB cucteM opraniB MedDRA.

Kmnacu ta

cucTemu Yacri (=1/100,

(MedDRA <1/10)

Bepcisg 9.1)

OopraHis Hewuacti (=1/1000, <1/100) |Pigko (=1/10000, <1/1000)

[HdexKIIiiHi Ta
rmapas3uTapHi Kannoumos
3axXBOPIOBaHHS

3 OOKYy

KPOBOHOCHOI Ta

. . AHewMmist, TpoMbOoIIUTEMIS
miM@aTUIHOl

CHUCTEMH




3 60Ky iMyHHO1
CUCTEMHU

Arnepriuni peakiiil

3 OOKYy
€HOOKPUHHOIL
CUCTEMH

EHOOKpPUHHI po3nanu

3 60Ky 00OMiHY
PEYOBUH Ta
Xap4YyBaHHS

[TigBuIIEeHUN alleTUT,
aHOPEKCis, TinepkKanieMis,
rinoHatpiemis

3 OOKY IICUXiKHU

EmoritiHa
71a0iNIbHICTE

Ilempecisi, HEPBO3HICTh,
COHJIUBICTDH

AHopraswmisi, 6e3COHHS

3 00Ky HEPBOBOIL
CUCTEeMU

T'omoBHUM Ok

3armaMOpOYeHHs, TapecTesia

Bepturo, tpemop

3 00Ky OopraHiB
30py

KOH'ITOHKTUBIT, CHHOPOM
CyXOI'0O OKa, IOPYILIEeHHS

30py

3 60Ky ceplis

Taxikappnisa

3 60Ky CyOouH

MirpeHs, BapuKO3HE
PO3ILINPEHHS BEH,
apTepiasbHa rimepTeH3is

®nebiT, CyquHHI po3Jany,
HOCOBa KpOBOTeYa,
HENIpUTOMHICTh, BeHO3Ha
TpoMboembortiss (BTE),
apTepiajibHa
TpoMbGoeMObotiss (ATE)

3 OoKy
IIIJTYHKOBO-
KUIITKOBOT'O
TPaKTy

HypoTta

Binb y XkuBOTi, 6/1F0BaHHS,
OUCIIEeIICis,
MEeTeOopu3M, TaCTPUT, giapes

3OyTTS XKUBOTA, MIJTyHKOBO-
KUILIKOBI pPO3Jl1ajy, BiOUyTTs
IeperoBHEHHS HIJIYHKOBO-
KHUIIIKOBOTO TPAKTy, TpuXkKa
CTPaBOXiAHOT'O OTBOPY
miadparMu, KaHOUOO03
POTOBOI MTOPOXKHUHMU, 3aIl0p,
CyXICTB y pOTi




3 OOKy Ie4YiHKHN
Ta
2KOBYOBHUBIITHUX
IIJISIX1B

Binb y KOBYHOMY MiXypi,
XOJIELITUCTUT

3 OOKy IIKipu Ta

XJoa3Ma, eK3eMa, aJIomIellis,
BYI'POBUM OepPMaTUT, CYyXiCTh
IIKipH, By3JIUKOBA €PUTEMA,

. . . ) rinepTpuxo3, MOPYyLIEeHHT 3 |\
MigIIKipHOL AxkHe, cBep0OixK, BUCUTIAHHS . .
: OOKy WIKipHU, CTpHi, e
KJIITKOBUHU .
KOHTaAaKTHUM OepMaTur,
poTtomepmaTuT, «By31HU» Ha
IIKipi
3 OoKy
CKeJIeTHO-
M’s130BO1 Binb y cnuHi, 6inb y
CHCTEMHU Ta KIHI[IBKaxX, CyqoMU M’ A3iB
CIIOJIy4YHO1
TKaHUHU
BarinanpHUHU
KAHOUO03, Ta30BUH Oiflb, .
] HucrniapeyHiq,
301IBIIEHHST MOJIOYHUX o
) . BYJIbBOBAriHIT,
3a5103, ¢piOpPO3HO-KicTO3HAa .
. IMOCTKOITalbHa KPOBOTEYA,
MacCToIaTis, L )
L , KpOBOTeYa BigMiHH, KiCcTa
3 OOKYy BoricHICTE MaTKOBa/BariHaJlbHa .
. , MOJIOYHO]1 3a/I03H,
PEenpoOayKTUBHOIMOIIOYHUX KpoBOTeYa*, BUOiJIEHHS 3 . . .
) . rirmepIiasiss MOJIOYHOIL
CHCTEMH Ta 3a5o03, TreHiTaii, MPUIINBHY,
, . 3aJ1031, HOBOYTBOPEHHS
MOJIOYHUX MeTpoparisa*, |BariHiT, HOPYIIeHHS . _
MOJIOYHOI1 3a/I03U, ITOJIiM
3aJ103 aMeHopes MEHCTPYaJIbHOT' O ITUKITY,

OUCMeHopes, rimoMeHopes,
MeHoparis, CyXiCTh BariHuy,
CYMHIBHUU Ma30K I10
[lannaHikolay, 3HUXKEHHA
ni6igo

MUKW MaTKH, aTpodis
€HJ0MeTpilo, KicTa
siEYHUKaA, 30ibIIIeHHS
MaTKHu




AcTeHis, TTocuiieHe
3 ) ITOTOBUOIIEHHSI, HAOPsK
arajibHl (reHepanizoBaHUM, He3gyxauHusa
posiant nepudepuyHuil HaOpPsIK Ta
HaOPSK o0Iuyys)
HocnigkKeHHS 30LIBIIIEHHSI MacH Tina 3MeHIIeHHSI MacH Tina

*HeperyasipHi KpoBOTeYi 3a3BUYal 3HUKAIOTh IPHU ITPOOOBXKEHHI Teparrii

Onuc oKpeMux NoOIiYHUX PeaKIlii

Y xkiHOK, gKi npurManu KI'K, cnocTtepiraBcs HigBUILlEeHUY PU3KUK PO3BUTKY BEHO3HUX
ab0 apTepianbHUX TPOMOOTUYHUX Ta TPOMOOEMOOIIYHUX SIBUIL, ¥ TOMY YUCIIi
indapkTy Mmiokapma, iHcynbTy, TIA, BeHO3HOTO TpOoMOO3y Ta TEJIA, sKi meTanbHille
orucani y po3aini «Ocob6IMBOCTi 3aCTOCYBaHHS».

HuxyezasHaueHi cepiio3Hi MoOiYHi peakiril criocTepiranucs y X)iHOK, sSKi
3acTtocoByioTh KOK, 1110 TakKoK Oynu omnucaHi y po3aini «Oco6ImBOCTI 3aCTOCYBaHHSI»:

e BEHO3Hi TpOMO0OeMOOJTiuHi po3many;

e apTepianbHi TpoMOOeMOoOIiuHI po3nany;

e apTepiajibHa TillepTeH3id;

e IIYXJINHU II€YiHKU;

e PO3BUTOK ab0 3arocTpeHHS 3aXBOPIOBaHb, OJIs IKUX 3B’I30K i3 mputiomom KOK
He 3’sICOBaAHUM OCTAaTOYHO: XBOpoOa KpoHa, HecnenndiyHUYN BUPAa3KOBUM KOJIIT,
elrisiericisg, MiomMa MaTKH, mop@ipisi, CHCTEMHUM YepPBOHUU BOBUYAK, reprec
BariTHUx, xopes CimeHxaMa, reMOJIiITUKO-YPEMIUHUY CUHOPOM, XOJleCTaTUYHa
KOBTSIHUIISA;

e XJI0a3Ma;



e TOCTpi ab0 XpoHiYHi po3sagu PyHKIIIl MediHKH, 10 MOXKYTh MOTPeOyBaTH
npunuHeHHs 3acTocyBaHHA KOK, moku mokKa3HUKM QyHKIIIl ITeYiHKU He
IIOBEPHYTHCSA [0 HOPMU;

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

YacToTa OiarHOCTyBaHHS paKy MOJIOYHOI 3aJI03HU HOeIlo HigBUIIYETHCSA cepeq XKiHOK,
sKi 3acToCcOoBYIOTh KOK. OCKinbBKM pakK MOJIOYHOI 3aJI034 Y KIHOK BiKOM [0 40 pOKiB
3yCTpiYa€eThCA PifKo, 30iblIeHHS KiTbKOCTI BUNIAJKiB OiarHOCTyBaHHS paKy MOJIOYHOI
3a/1034 Y XKiHOK, SIKi 3aCTOCOBYIOTh HUHiI ab0 HellomaBHO 3acTocoByBanu KOK,
He3HayHe IIOAO0 PiBHSA 3arajbHOTI0 PU3UKY PaKy MOJIOYHOI 3a/103u. B3a€EM03B 130K i3
3actocyBaHHAM KOK HeBimomuii. [IUB. TaKOXK po3ainu «IIpoTUnoka3zaHHA» Ta
«OCcOoOIUBOCTI 3aCTOCYBAHHSI».

B3aemooii

[TpopuBHi KpoBOTEYi Ta/ab0 3HUKEHHS KOHTPALEIITUBHOI il MOXKe BUHUKHYTH
BHACJIiJOK B3aEMOil iHITKUX JTiKapChKUX 3ac00iB (iHOAYKTOPiB (hepMEHTIB) 3 OpaIbHUMU
KOHTpaleInTuBamMu (OUB. po3ain «B3aeMomis 3 iHIMMMU TiKapChKUMU 3acoO0aMu Ta iHIITi
BUOIU B3aEMOMOIN»).

ITogidomaeHHs1 npo nido3prosaHi NObiUHI peakuii

[ToBimoMiieHHS PO Mimo3pIoBaHi M00iIYHI peakiiii y mepioa mMocTMapKeTUHTOBOTO
CIIOCTEPEXKEHHS € OyXKe BaXXJIMBUMHU. Lle ma€ MOXKIIUBICTh 30iMCHIOBATH KOHTPOJIb 3a
CITiBBiTHOIIEHHSIM KOPUCTL/PU3UK [OJIS JTiKAapChKUX 3ac0o0iB. MeOuuHi IpaIlliBHUKU
TTOBUHHI MOBIMOMIISITH ITPO ITig03pioBaHi mobiyHi peakiiii.

TepMiH npuIaTHOCTI

3 POKH.

YMoBHu 30epiranus

30epiraTtu y HEIOCTYIIHOMY MIJIsI OiTe# Miclli mpu TemmnepaTtypi He Buie 25 °C.
VYnakoBka

[To 28 TabneTok y OsicTepi (21 TabneTka pozKeBOro Konbopy Ta 7 TabneTok 6inoro
KOJIbOPY), 0 3 OjricTepu B KAPTOHHIiM KOPOOIIi.

KaTeropis Bignycky



3a penemnTomMm.
BupooHuK
JlaGopatopioc JIeon ®apma, C.A.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MicCIisi IpoBaJaXKeHHsI
IisITHLHOCTI

C/Jla Bannina c/H, [Tonirono Iugycrtpian HaBaTenxkepa, Binnakinam6pe, 24008 JleoH,
Icnianis.

[Ixepeso iHCTPYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapChbKUX 3aCc00iB YKpalHH.
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