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
etuHinectpaaion. Koo ATX GO3A Al12.

®dapMmakoguHaMiKa

Inmekc Ilepnst KOHTpalenTuBHUX HeBmay: 0,41 (BepxHii gBoOiunum 95% moBipunii
inTepsan: 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



BcMmokTyBauHA. [TepopasibHO IPUMHATUU 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.

Posnogpin. 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.

MeTabomni3M. [IpocripeHOH 3HAYHOI0 Mipoio MeTaboIi3y€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.
IIpocrripeHOH TaKOX € 00’'€KTOM OKHCHIOBAJILHOTO MeTab0J1i3My, 1110 KaTali3yeEThCS
CYP3AA4. In vitro mpocnipeHoH Moxke ci1abko abo moMipHO MpUrHivyBaTu pepMeHTH
unutoxpomMmy P450: CYP1A1l, CYP2C9, CYP2C19 ta CYP3A4.

BuBenenus 3 opraniamy. [IIBUgKicTh 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
MeTaboJTiTiB i3 ceyero Ta KaJlOM CTAaHOBUTH IMPHOIM3H0 40 roguH.

CraH piBHOBaru. YupogoBXK IIUKIIYy 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 HaCJI[OK CIIiBBIMHOIIEHHS TEPMiHAJIBHOI'O I1epiofy HalliBBUBENEHHS 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.

KiHKM 3 mopylIeHHIMU QYHKITi1 ITeYiHKH.

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).

ETHiuni rpynu. He cnocTepiranocs KiIiHIiYHO 3HAYYIIOl Pi3HUI Y papMaKOKiHETHII
opocIripeHoHy abo0 eTHHiIecTpamiony y XKiHOK SITOHCHKOI HaIliOHA/JIBHOCTI Ta
€BPOIIEHIIiB.

EmuHinecmpadion

BcMmokTyBanHA. [Ipu mepopasibHOMY 3aCTOCYBaHHI €eTUHIJIECTpaniosl 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.

Posmnopin. PiBHI eTuHiNecTpaniony y cCUpoBaTIli 3MEHIITYIOTHCSA ABO(a3HO, TepMiHalbHa
(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.

Mertabomni3Mm. ETuHinecTpanion 3Ha4HO0 Mipow MeTabomisdyetrsca y IIKT ta npu
IIepIIoMy ITPOXOOXKeHHi yepes nedvinky. ETuHinecTpamion MmeTabomi3yeThCst, TOJIOBHUM
YWHOM, LIJISXOM TiIPOKCUIIIOBAHHS apOMaTUYHOI'O KiJIbIISA 3 YTBOPEHHSIM LIIUPOKOIO



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.

BuBepnenHs 3 opra”iamy. ETuHiecTpanion MalikKe 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.



Bnaue iHwux saikapceKux 3acobie 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
st srikyBaHHs BIJI/BI'C, 110 mpuiiMaeTbCst 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/go0y)/etuninectpaznion (0,002 mr/go0y) Ta cunbHoro inriditopa 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.

Bnaue npenapamy Bidopa mikpo Ha iHwi aikapceki 3acobu KOK moacymbs enausamu
Ha memaboai3m deskux Oitouux pedyosuH. BionogioHo, koHueHmpauii y naa3mi Kkposi
ma y mKaHuHax Moxcyms abo niosuuw,ysamucs (Hanpukaad, yuk/a0CnopuH), abo
3HUNMCYyBamucA (Hanpukaao, AaMOMPUOHNCUH).

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.

dapMmakoguHaMidyHi B3aeMO/Iil



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).

Pu3uk BUHUKHEHHS BeHO3HOI TpoMboeMObotii (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»).

®akKTOp PU3UKY [IpumMmiTKa

PU3KK 3HAYHO MiABULIYETHCS MTPU 30iNTbIIeHH]

O}KI/IleHH (iHJIeKC MacH Tia 1IHOEKCY MacCH Tljla IIaIllEHTKH.

Gimpme 30 Kr/M2). Oco6nuBo noTpeOye yBaru Npu HasIBHOCTI iHIIKUX

(pakTOpiB PU3UKY.




TpuBana iMmMmo0Oini3alrisi, Benuke
oIrlepaTUBHE BTPY4YaHHS, OyOb-
siKa oIepallisi Ha Horax abo Ha
opraHax MaJjioro Tas3a,
HEeUpPOoXipypriyHi BTpy4yaHHS
abo obmrpHa TpaBMa.

[TpumMmiTKa: TUM4YacoBa
iMMoOOimi3aliis, y ToMy 4uci
TOBiTPsSIHUM TepeniT Ginbie 4
TOJVH, TaKOX MOXKe O0yTu
¢dakTopom pusuky BTE,
0CO0OJIUBO IJid KIiHOK 3 IHIITUMU
(pakTOpAaMU PU3UKY.

Y Takux BUNlafKax peKOMEHOYEThCI IPUIIUHUTHI
3aCToCyBaHHA npenapaty (y pa3i Ij1aHOBOTO
OIepaTUBHOTO BTPY4YaHHs, IIOHaMeHIe 3a 4
THUJKHi) Ta He BiOHOBIIOBAaTH 3aCTOCYBaHHS paHiIe
HiK 4yepe3 2 TUIKHI ITiCJIS IIOBHOTO BiIHOBJIEHHS
pPyxoBol akKTUBHOCTI. [I100 yHUKHYTU HebaxKaHOl
BariTHOCTI, CJIifi BUKOPUCTOBYBATH 1HIIINU METOL,
KOHTpAaUeIIIil.

Cnim po3TJISHYTH OOIIIBHICTE @aHTUTPOMOOTUYHOL
Teparril, SKIIO 3aCTOCyBaHHSA IIpemnapary Bigmopa
MiKpo He OyJI0 IPUIIMHEHO 3a3dalieriab.

CimMelHUN aHaMHe3 (BEHO3Ha
TpoMOoeMOoIIisg ¥ PigHOTO
OpaTta/cecTpu abo OATBLKIB,
0COOJIMBO y BiTHOCHO
MOJIOLOMY BIIli, HAIpUKJIa 00
50 pokiB).

Y pasi HasgBHOCTI CIaJgKOBOI CXUIBHOCTI Ilepeq
3acTtocyBaHHAM Oynb-akux KI'K kiHkam
PEKOMEHYEThCA MOPAOUTUCH 31 CelliaTiCTOM.

Iami crany, moB’s13aHi 3 BTE

Pak, cucTeMHUlM 4epBOHUM BOBYAK, IT'€MOJIITUKO-
yPEMIUHUY CUHOPOM, XPOHIUHE 3amajibHe
3aXBOPIOBaHHS KUIIEYHUKY (xBopoba KpoHa abo
BUPA3KOBUM KOJIIT) Ta CEPIONOAiOHOKITITUHHA
aHeMis.

Bik

Oco6nuBo nmoHag 35 POKiB.

Hemae GJII/IHOi OYMKH IITOJ0 MOZKJIMBOI'O BIIJIMBY BAPHMKO3HOT'O POIIMIHNPEHHA BEH Ta

ITOBEPXHEBOTO TPOMO0G1e6iTy Ha PO3BUTOK Ta MPOTrPeCyBaHHS BEHO3HOTO TpoMG0o3y.

Heo0xigHO 3BepHYTH yBary Ha IIiABUILEHUMN PU3UK PO3BUTKY TpoMOoeMOoOIil mif yac

BaTriTHOCTi, 0COOJIMBO MPOTATOM MEPUINX 6 TUXKHIB ITiCJIs MOJIOTiB (OWUB. PO3Min
«3acToCyBaHHS Y IIepiof BariTHOCTI abo rogyBaHHS IPYOOI0»).

Cumnrtomu BTE (TpoM603 rmuboKuX BEH i TpOoMO0eMOOITist TereHeBoi apTepil)

KinkaM CJIif TopafuTH y pa3i II0sIBY HUXKUYEeBKa3aHUX CUMIITOMIB HETalHO

3BEPHYTUCS OO JIiKaps Ta HOBIOOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KI'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 pPo3BUTKY 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 pu3uk po3BUTky ATE. KI'K He ciig npu3sHayaTu, SKIIO
CIIiBBIIHOIIIEHHS KOPUCTH/PU3UK € HECIIPUATIIUBUM (OUB. pOo3ain «ITpoTUIIOKa3aHHSI»).

®akKTOp PU3UKY [TpumiTtka

30inbIlIeHHS BiKYy Oco06nuBo Bim 35 poKiB.

XKinkam, ki OaxkarTbh 3acTocoByBaTtu KI'K, crmin
PEKOMeHayBaTH BiIMOBUTHUCS Bif IaIiHHSI.

IaninHs KinkaM BikoM Bif 35 POKiB, sIKi IPOIOBKYIOTh

[IaJIUTHU, CJIiO HaIlOJIerJIUBO PEKOMEHIyBaTU 1HIITUYU
MeTo[ KOHTpalenIii.




ApTepianbHa rinepTreH3isa

OxupiHHA (iIHOEeKC Macu Tina
oinbie 30 Kr/M2)

Pu3MK 3HAYHO MiABULIYETHCS ITPU 30iTbIIEHH]
IHOeKCcy MacHu Tina.

Oco6uB0o noTpebye yBaru Ipu HasgBHOCTI iHIIINX
¢dakTOpiB PU3UKY.

CimeuHUM aHaMHe3 (apTepiailbHa
TpoMOoemMOoIIisg ¥ PigHOTO
OpaTta/cecTtpu abo OATBKIiB,
0CO0OJINBO y BiTHOCHO MOJIOOOMY
Bi1li, Hanpuknazn 0o 50 pokiB)

Y pasi HassBHOCTi cCIagKOBOl CXUJILHOCTI Iepef
3acTtocyBaHHAM Oynb-akux KI'K xkinkam
PEKOMEHYETHCS MOPAgUTUCA 31 CIlelialiCTOM.

Mirpesb

3pOCTaHHS YaCTOTH BUHUKHEHHS ab0 TSIXKKOCTIi
nepebiry nig gyac 3actocyBanHs KI'K (MoxknuBi
IpoapoMaJibHi CTaHU Ilepeq PO3BUTKOM
11epebpPOBACKYJIIPHUX ITOMiM) MOXKYTh CTaTH
NIPUYMHOI HEraHOro NpunuHeHHs npuinomy KI'K.

[Hmmi ctaHy, IOB’sA3aH1 3
HeOakaHUMHU PeakIliaMu 3 60Ky
CyOuH

LlykpoBuii miabeT, rimeproMounucTeineMisi, Bagu
KJIallaHiB cepid i Gibpunsaiiis nmepeacepns,
OUCIIIIOIIPOTeIHEeMIis i CHCTEMHUI YepPBOHUM
BOBYaK.

Cumntomu ATE

Y pa3i BUHUKHEeHHS HUXX4Ye3a3HaueHUX CUMIITOMIB XKIiHIIi CJIi TEpPMiHOBO 3BEPHYTUCS

3a MEOIUYHOIO MOIMOMOTI0I0, Ta IIOBIJOMUTH JIiKaps, 110 BoHa nmpuriMmae KI'K.

CuMnTomMaMu 1epebpoBaCKYIIPHOTO PO3/IaAy MOXKYTh OyTH:

e pamnToBe OHiIMiHHS 00/IMYYs, c/1abKicTh a00 OHIMIHHS KiHITIBOK, 0COOJIMBO

OHOCTOPOHHE;

parToBe MMOPYIIIEHHS XOOM, 3allaMOPOYeHHSsI, BTpaTa piBHOBAru abo KOOpAWHAIIii;
pariToBa CILTYTaHICTh CBiHOMOCTI, MOPYIIEHHS MOBJI€HHS a00 PO3yMiHHS;
pariToBe IOTipIIeHHs 30py Ha ogHe abo o0uaBa OKa;

panToOBUM CUIbHUN a00 TpUBAIUM I'OJIOBHUM 0inb 0€3 BU3HAUEHOI IPUYNHY;
BTpaTa CBimoOMOCTi a00 HEIPUTOMHICTL 3 cygoMaMu abo 6e3 HUX.

TUM4YacoBiCTh CUMIITOMIB MOXK€E CBIHUYUTH IIPO TPaH3UTOPHY imieMiuHy aTaky (TIA).

Cumntomamu iHdapkTy Miokappa (IM) MoxXyTs OyTH:



0irtb, UCKOMPOPT, TUCK, TIKKICTh, BIifTUYTTS CTUCKYBaHHS ab0 po3nUpaHHS B
TPyIsax, pyli abo 3a rpyouHOI0;

e NUCKOMQOPTHE BiOUyTTsA 3 ippajialli€io y CIIUHY, IIelely, TOPJio, PYKY, IIJIYHOK;
e BiMUYyTTS IEPEIIOBHEHOCTI IITYHKA, IOPYIIEeHHS TPaBleHHSa abo sayxa;

e TIOCUJIEHE TIOTOBUMOINIEHHS, HyJ0Ta, O/II0BaHHS ab0 3allaMOpPOYEeHHS;

e Haa3BUYaMHa cIabKicTh, HECIIOKiM ab0 3aUIIIKa;

e HIBUIKE a00 HeperynsapHe cepLeduTTs.

ITyxauHu

PesynbTaTu gedakux enifeMionoriYHUX OOCIIIXKeHb BKa3yTh Ha HOOaTKOBe
MigBHUILIEHHS PU3UKY PO3BUTKY pPaKy MIMUKKA MaTKU IPU TpUBajoMy 3acTtocyBaHHI KOK
(> 5 pokiB), IpoOTe Lie TBEPHOXKEHHS 3a/JIUIIAETHCSA CYIIePEeUYJIMBUM, OCKIJIBKM OCTaTO4YHO
He 3’51COBaHO, HACKIJIbKY pe3yJIbTaTU OOCIiAXKEeHb BPaxOBYIOTh CYIIyTHI (paKTOpHU
PU3UKY, HalpUKJIaf CTaTeBy NOBEOIHKY Ta iHII (paKTOPHU, HaNPUKJIIaL iHPiKyBaHHSI
BipyCOM IaniJIOMU JIIOOVHMU.

MeTta-aHani3 gaHux 54 emifeMiosIOTiYHUX OOCIIiAXKEeHb BKa3y€ Ha He3HayHe
MigBUIIEHHS BigHOCHOTO pu3uKy (BP = 1,24) po3BUTKY paKy MOJIOYHO]I 3aJI03U y
XKIHOK, sKi 3acTocoByi0Th KOK. Llel niagBuIlleHU PU3UK IOCTYIIOBO 3HUKAE IIPOTATOM
10 pokisB micns 3akiHueHHs 3acTocyBaHHsA KOK.

OCKinbKY pakK MOJIOYHOI 3aJI034 Y KiHOK BikOM A0 40 pPOKiB 3yCTpidYa€eThCSA PidKo,
30i7bIIIeHHS KiJIbKOCTI BUIIQAKiB MiaTHOCTUKY PaKy MOJIOYHOI 3aJI03U Y XKIiHOK, SKi
3aCTOCOBYIOTh ab0 HellogaBHO 3acTocoByBanu KOK, € He3HaYHUM IOPIBHSHO i3
3araJibHUM PU3UKOM PaKy MOJIOYHOI 3a/103H4, a BioMi pe3ynbTaTy OOCIiOXKEHDb He
MiOTBEPOXKYIOTh TPUYUHHO-HACIIIOKOBOTO 3B’A3KYy. [TifBUIIIeHHS PU3UKY MOXKe OyTHu
00yMOBJIeHE SIK OilIbIIl paHHBOIO OiarHOCTUKOIO PaKy MOJIOYHOI 3aJI03U Y KIiHOK, SKi
3acTtocoByioTk KOK, Tak i 6iosoriunoio giero KOK a6o moegHaHHsAM 000X (haKTOPiB.
Big3HaueHO TeHOEHIIi10, 1110 paK MOJIOYHOI 3aJI03U, BUSBJIEHUM Y XKIiHOK, SIKi OyOb-KOJIN
npurManu KOK, KiIiHiYHO MeHIII BUpPaXXeHUU, HiXK y TUX, XTO HiKonu He nnpuiiMaB KOK.

Y noogmHOKMX BUIlafKaX y XKIiHOK, sKi 3acTocoByloTh KOK, crioctepiranucs
noOpOosIKiCHI, a 111e piglne — 37I09KiCHI MyX/TMHY IMedYiHKu. B okpeMux BUIIagKax IIi
MMyXJIMHYU COPUYUHSAIN HeOe3IeuHy IS XKUTTS BHYTPIIIHbOYEPEBHY KpoBOTeuy. Y pa3i
BUHUKHEHHS CUJIbHOTO 00JII0 B emiracTpanbHill OinsgHIll, 30i1bII1eHHs ITe4iHKu abo
O3HaK BHYTPIIIHbOYEPEBHOI KPOBOTEYi Ipu AudepeHIianbHill JiarHOCTHUIIL CIia
BpaxOByBaTU MOXKJIMBICTh HAsIBHOCTI MIYXJIMHU IIE€YiHKHU Y XKIiHOK, Kl npuimaioTs KOK.

[Tpuriom Bucokopgo3osux KOK (0,05 Mr eTuHiiecTpaniony) 3HUKY€E PU3UK paKy
€HIOMETPII0 Ta S€EYHUKIB. 3a/IUIIaEThC NiATBEPOUTH, YU 1Ii JaHl MOXKYTh CTOCyBaTUCS
i HuU3pKonmo3oBux KOK.



IHwi cmaHu

[IporecTuHOBUM KOMIIOHEHT IIpenapaTry Bimopa MiKpO € aHTaroHiCTOM aJibgOCTEPOHY
i3 Kanil30epiraloyuMu BIaCTUBOCTSMU. Y OiNIbIIOCTI BUIIaAKiB 3aCTOCYBaHHS HE
OYiKYy€ETHCH IIIABUIIEHHS PIBHA KaJlito. Y IpoIllecCl KIIHIYHUX OOCIIiAXKEeHb Y OesIKUX
IIalli€eHTIB 13 JIETKOI0 Ta IIOMIpPHOI0 HUPKOBOIO HEJOCTATHICTIO Ta OGHOYACHUM
3aCTOCYBaHHSAM Kajiii3d0epiraiouux nikapcbKux 3aco0iB piBeHb KaJlilo B CUPOBaTIIi
KPOBI [ello, aje He CyTTEBO, MiOBUILyBaBCS IIiJ] Y4aCc 3aCTOCYBaHHS OAPOCIIIPEHOHY.
ToMy peKOMeHOYy€eThC KOHTPOJIb PiBHS KaJlilo MHif Yac IepIIoro LUKIY JIIKyBaHHS
HaljieHTKaM i3 HUPKOBOIO HEJOCTaATHICTIO. BKa3aHUM MallieHTKaM TaKOXK
PEKOMEHI0BaHO Iepeq I0YaTKOM 3aCTOCyBaHHSA IIpenapaTy yTPUMyBaTH PiBEHb KaJlito
CHUPOBaTKM KPOBi He BUIIle BEPXHbO1 MeXKi HOPMU, 0COOIMBO MPU OOHOYACHOMY
3aCTOCYBaHHI KaJi3bepiraroumnx gikapchbKux 3aco0iB (OuB. po3min «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3aco0aMM Ta iHIIN BUOW B3a€EMOIIl»).

XKinku 3 rineprpurimilepugemMieio abo ciMeMHUM aHaMHE30M IIIO[I0 ITbOT0 ITOPYIIIEeHHS
CTAHOBJIATh I'PYIy PU3UKY PO3BUTKY IIaHKpPeaTUTy IIpu 3acTocyBaHHi KOK.

XoYa MOBiIOMJISAJIOCS TIPO HEe3HaYHe MiABUIIEHHS apTepialbHOTO TUCKY Y OaraThox
XKiHOK, sKi npurManu KOK, KiIiHiYHO 3Hauyllle MigBUILlEHHS apTepiaJlbHOr0 TUCKY
CIIOCTepiraeTsCa y IOOOUHOKUX BUnlangkax. Herarne npunuHesHsa npuiomy KOK
HeoOXifgHe NuIlle y UX IIOOAWHOKUX BUIIagKaX. Y pasi TpuBasoi apTepianabHOI
rinmepTeHsii ab0 HEMOXKJIIMBOCTI KOHTPOJIIOBATU ITOKAa3HUKM apTepialbHOTO TUCKY 3a
OOIIOMOT0I0 aHTUTINIEPTEeH3UBHUX 3ac00iB, XXiHKaM sKi npuiiMaioTh KOK, cin
MIPUIIMHUTH 1X 3aCTOCyBaHHSA. AKIIO 1ie goiinbHo, 3acTocyBanHsa KOK moxkHa
BiIHOBUTHU TiCJII JOCATHEHHS HOPMOTOHII 3a JOIOMOTOI0 aHTUTiNIePTEH3UBHOI Tepartil.

[ToBimoMiIsiyiocst PO BUHUKHEHHS a00 3aroCTPeHHs 3a3HaYeHUX HUXK4Ye 3aXBOPIOBAHb
y mepiop BariTHOCTI Ta npu 3actocyBaHHI KOK, asne 1x B3a€MO3B’'30K i3
3aCTOCYBaHHSM €CTPOT€EHIB/IIPOTreCTUHIB OCTAaTOYHO He 3’ ICOBaHUM: XKOBTSIHULIA
Ta/abo cBepOiXK, MOB’I3aHUM i3 X0JIecTa30M, YTBOPEHHS XKOBYHMUX KaMeHiB, mopdipis,
CHUCTEMHUU YEePBOHUM BOBYAK, T€MOJIITUKO-YPEMIUHUY CUHAPOM, Xopes CimeHxama,
repriec BariTHUX, BTpaTa CIIyXy, [IOB’sI3aHa 3 OTOCKJIEPO30M.

Y XiHOK 3i CITaIKOBUM aHTiOHEBPOTUUYHUM HaOpPSIKOM €K30T€HHi eCTPOTeHU MOXKYTh
iHOyKyBaTH ab0 MOCUTIOBATU CUMIITOMH aHTiOHEBPOTUYHOTI O HAOPSKY.

T'ocTpi abo xpoHiuHI po3nanu QYyHKIII TeYiHKY MOXKYTh ITOTPeOyBaTH IIPUNUHEHHS
3actocyBaHHs KOK, MoK moKa3HUKM QYHKII1 ITeYiHKY He TIOBEPHYThCSA ¥ MeXKi HOpMU
Ta IPUYUHHUY 3B'sA30K i3 KOK Oyne BUKITIOYEHUN.



[Tpu peunaouBi X0JIeCTAaTUYHOI JKOBTSAHUII Ta/abo cBepOexKYy, ITOB’I3aHOTO 3
X0JIeCTa30M, 110 paHille BUHUKAIU Y IIepiod BariTHOCTI abo monepemHbOro
IIpUMaHHSA CTaTeBUX I'OPMOHIB, 3acTocyBaHHA KOK cig npunuBauTH.

Xouya KOK MOXKyTh BIJIMBaATH Ha IepuPepudHy iHCYJTIHOPE3UCTEHTHICTh Ta
TOJIEPAHTHICTH [0 I'JIIOKO3M, HEMAa€ JaHUX 040 IOoTpeOu 3MiHIOBATU TepaleBTUYHUU
pexkuM XKiHKaM 3 miabeToM, siKi mpuiiMaioTh Hu3bkogo3oBaHi KOK (< 0,05 mr
eTuHinectpapiony). [IpoTe XkiHOK, AKi CTpaxKaaloTh Ha LYKPOBUM AiabeT, CIIif
peTenbHO 00CTeXKyBaTu NpoTAromM 3actocyBaHHsa KOK, ocob61mBO Ha mo4aTKy
JIIKyBaHHS.

Bumagku 3arocTpeHHsI eHIOTeHHOl genpecii, eminencii, xBopobu KpoHa Ta
BHUPA3KOBOT'0 KOJIITY TaKOX CITOCTepiranucs ming yac 3actocyBanHs KOK.

IHOmi MOXKe BUHMKATH XJI0a3Ma, 0COOJIMBO y XKiHOK i3 XJI0a3MOI0 BariTHUX B aHaMHe3i.
KinkaM, CXUJIbHUM OO BUHUKHEHHS XJI0a3MHU, CJIif YHUKATH Oil IPAMUX COHIYHUX
ImpoMeHiB abo ynbTpadioneToBOro onpoMiHiOBaHHS ITif 4ac 3acTtocyBaHHS KOK.

1 TabeTKa CBITJIO-pO2KEBOT0 KOJIbOPY IIpemnapaTy MicTuth 46 Mr j1akto3u, 1 TabneTka
6irToro KOmbopy MIiCTUTH 22 MT JTakKTo3u. [Ipy HassBHOCTI PiIKiCHUX CITaJKOBUX CTaHiB
HEeIepeHOCUMOCTi rajakTo3u, aedinuTty makra3u Jlanna abo ManbabcopOilii riToKo3u-
rajakTo3u, y pa3i mepeOyBaHHS Ha 0e37TaKTO3HiM HOIi€Ti CJIig BpaXOoByBaTU 3a3Ha4YeHY
KIJIBKICTH JIAKTO3HU.

ITiosuw,eHHAa pigHsa AJIT

Y xomi KITiHIYHUX OOCIIAKEHb 3a y4acTIO Ialli€HTIB, AKi OTPUMYBaJId Tepalio OJisd
JIIKyBaHHS BipycHoOro renaTtuty C miKapCbKUMU 3aco0aMu, 110 MiCTSITh
oMm0OiTacBip/mapuTanpeBip/puToHaBip Ta macalyBip 3 momaBaHHsSIM pubaBipuHy abo 6e3
TAaKOro, IMiABUILIEHHS PiBHA TpaHcaMiHa3l (AJIT) y moHap 5 pasiB BuUllle BEPXHHOl MeEXKi
HopMmu (BMH) cnocTepiranocs 3Ha4YHO 4acTillle y XKIHOK, IKi 3aCTOCOBYBaJIU JIIKapChKi
3acobu, 10 MIiCTSATH eTUHIIECTPadios, Taki K KoMOiHOBaHi ropMOHaIbHi
koHTpatentusu (KI'K) (ouB. po3minu «IIpoTunoka3laHHs» Ta «B3aemomisa 3 iHIIUMU
JIiIKapChbKUMHU 3aco0aMU Ta iHIIN BUOU B3a€EMOMiN»).

KoHcynbranii/MmeguuyHe o0CTeXKeHHSs

[Tepen moyaTkoM ab0 BiIHOBJIEHHSM IIpUMOMY IIpenapaTy Bimopa Mikpo
PEKOMEHYETHCS 3i0paTu IMMOBHUM MeOUUYHUN aHaMHe3 (BKJ/IIOUAlOUU CiMeNHUM
aHaMHe3), IPOUTH IIOBHE Meou4yHe 00CTeXXeHHSs Ta BUK/IIOUYNTH BariTHicTh. HeoOximHO
BUMIpSATU apTepialbHUM THCK Ta IPOBECTU MeOu4dHe 00CTEeXKeHHs, BpaXOBYIOUH
IPOTUNIOKa3aHHA (OuB. po3ain «IIpoTunokasaHHsA») Ta 0COOIMBOCTI 3aCTOCYBaHHSA
(muB. po3gin «OcobnuBOCTI 3acTOoCyBaHHsA»). CIim 3BEePHYTH yBary KiHKU Ha



iHdopMarllito 111040 BEHO3HOTO Ta apTepiabHOr0 TPOMOO3y, Y TOMY YHCIIi Ha PU3UK,
IIOB’s13aHUM 13 3aCTOCYBaHHAM IipenapaTry Bigmopa MiKpo, HOPiBHSAHO 3 TaKUM IIpU
3actocyBaHHi iHmux KI'K, mjogo cummntomiB BTE ta ATE, BigoMux (akToOpiB pu3UKy Ta
mifi, sIKi HeoOXigHO 3OiMCHUTH IIPU IIimo3pi Ha TpoMOO03.

[NTanieHTKaM peKOMEHAYETHCSA YBaXKHO MPOYUTATU iHCTPYKITiIO AJII MEOUYHOTO
3aCTOCYBaHHS JIIKapChKOTro 3aco0y Ta JOTPUMYBATHCS PEKOMEHAllil, TKi MiCTSITbCS B
HiNA.

YacToTa i XapakTep OrIsiiB IOBUHHI I'DYHTYBATHUCS Ha ICHYIOYUX HOPMaxX MeOU4YHOl
MIPaKTUKM 3 ypaxyBaHHAM iHOWBiAyalbHUX 0COOIMBOCTEN KOXKHOI XKiHKH.

IMarieHTOK MOTPiOHO IMONepenuTH, 10 TOPMOHAJIbHI KOHTPAIEITUBY HE 3aXUIal0Th
Bixg 3apaxkeHHs BlJI-indekmieto (CHITom) Ta Oyob-IKUM iHIIMM 3aXBOPIOBaHHSM, IO
IepenaeThbCcsa CTaTeBUM IIIIAXOM.

3HUXKEeHHS e(peKTUBHOCTI

EdektuBHicth KOK Mo0Xe 3HMXKYBATUCH ¥ Pa3i MPOINYyCcKy NpuiioMy TabneTku (OuB.
po3nin «Cnocib 3acTocyBaHHS Ta mo3u»), po3nafiB IIIKT (mus. po3nin «Cmoocib
3aCTOCyBaHHS Ta HO3W») ab0 IIpu OOJHOYAaCHOMY 3aCTOCYBaHHI iHIIIUX JTiIKaPChKUX
3aco0iB (OuB. po3min «B3aeMomis 3 iHIIUMHY JTiIKAPChbKUMHU 3aco0aMU Ta iHII BUON
B3a€EMOIiN»).

[TopyuieHHESA UKITY

[Tpu nputiomi KOK M0OXKyTh CIioCcTepiraTucs HeperyiasapHi KpoBOTedi (KpoBOMa3aHHS
a00 MPOPUBHI KPOBOTEYi), 0COOIMBO ITPOTSITOM IIEPIINX KiJTbKOX MiCSIIiB. fAKIITO ITicis
TPhOX MEHCTPYa/JIbHUX IIMKIIiB TaKi KPOBOTEYi IPOOOBXKYIOTHCS, 1X CIIifi BBazKaTU
CEPUO3HUMU.

SIKIIIO0 HeperyJsIpHi KPOB SSHUCTI BULieHHS 30epiratoThbCss abo 3’ IBISTIOTHCS ITiCIs
repiony perynsapHUX KPOBOTeY, IOTPiIOHO POITIISTHYTH HETOPMOHAIbHI MPUYNHUA
KPOBOTEY Ta BiAIOBIHI HiarHOCTUYHI 3aX0[M, BK/II0Ual0uYl 00CTEXKEHHS 3 METOI0
BUKJIIOYEHHS HasABHOCTI IIYXJIMH Ta BariTHOCTI. [10 HiarHOCTUYHUX 3aXO0iB MOXKHAa
BKJTIOUUTHU KIOpeTaxK.

Y meskux XKiHOK MOXKe He HacTaTu KpPOBOTeYa BIOMIHU IIifl Yac IepepBU B IPUUOMi
npenapaty. Y pasi npuiiomy KOK BinmoBigHO mo BKa3iBok po3niny «Cmocib
3aCTOCYBaHHS Ta O03U» BariTHICTh MasiouMoBipHa. [IpoTe skino npuriom KOK
BimOyBaBCsI HEPETYISIPHO OO0 BiACYTHOCTI ITepIol KpoBOTeUi BigMiHM ab0 SKIIIO
KpPOBOTEUl BIIMIHY BifCYTHI IIPOTATOM [OBOX LIUKIJIIB, IIepe[ IIPOLOBXKEHHAM
3actocyBaHHa KOK HeoOXigHO BUKJTIOYUTH BariTHICTb.



3maTHiCTh BIUIMBATH HA IIBHIKICTH peakiIliili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

KomHux mocimigzKeHb 00 BIJIMBY IIpenapaTty Bimopa MiKpo Ha IIBUOKICTh peakiril
ITPY KepPyBaHHiI aBTOTPaHCIOPTOM abo poOOoTi 3 iHIIMMHU MexaHi3MaMu He
npoBogusiocs. He Bim3Hayanocs BIJIUBY Ha 3TaTHICTh KepyBaTu aBToMo0OisieM abo
IIpalroBaTyU 3 MexaHi3MaMU y XKiHOK, Kl 3acTocoBYy0Th KOK.

3acTocyBaHHs y nmepioa BaritTHocTi a00 rogyBaHHsI IPyaaio

BaritHicTs. [IpenapaT npoTUIIOKa3aHUK [0 3aCTOCYBaHHS y IePiox BariTHOCTI.

Y pasi BUHMKHEHHS BariTHOCTI i Yac 3aCTOCyBaHHA npenaparty Bimopa MiKpo 1oro
MTPUMOM HeOoOXiIHO IPUIIMHUTY HeralHo. [IpoTe pe3ynbTaT emifeMioorigHuX
OOCIIiOXKeHb He BKa3yIOTh Ha MiABUIIeHHSI PU3UKY I10sIBU BPOLIXKEHUX Bal y OiTeu,
MaTepi skux npumanu KOK mo BariTHOCTI, TaK caMo, SIK i Ha iCHyBaHHSI TepaTOT€HHO1
mil mpu HeHaBMUCcHOMY IpuiioMi KOK mpoTsromM BariTHOCTI.

IMocnigkeHHS Ha TBapHWHaX MOKa3a/lIu HassBHICTh HeOaxKaHUX e(PEeKTiB IPOTATOM
BariTHOCTI Ta Iepioay rogyBaHHA IPyanro (OuB. po3nin «®apMaKoJIoriuHi
BJIaCTUBOCTI»). Ha OCHOBI LIuX OOCHiAXKEeHb Ha TBapHHaX He MOXKHa BUKIIIOYATU
HebOaxkaHi epeKTH BHACIIIHOK TOPMOHAJIBHOI Oil mirounx pedoBuH. OOHaK 3arajabHUN
mocBinm 3acTocyBaHHSI KOK y mepion BariTHOCTi He CBiMYUTH IIPO iCHyOUnl HebaXKaHUM
BIIJIUB Yy JIIOOUHMU.

HasiBHI gaHi 11ogo mpuiioMy IIpenapary y Iepiof BariTHOCTI 3aHaATO 0OMeXKeHi [
TOTO, 11100 3pOOUTH BUCHOBKHM IIOA0 HETAaTUBHOTO BIIJIMBY IpenaparTy Bimopa Mikpo Ha
nepebir BariTHOCTI, 340POB’s IJiofga Ta HOBOHAPOMXKeHOro. [loTernep HEMa€E XKOOHUX
BIAIIOBIOHUX €MigeMiOJIOTIYHUX HJaHUX.

ITpu BimHOBIIEHHI 3aCTOCYBaHHA IpernapaTty Bigopa MiKpo ciif BpaxOoByBaTU
nigBuUIlleHHS pu3uKy po3BUTKYy BTE y micnssmonoroBoMy mepiofi (OUB. po3minu
«0OcobnuBOCTi 3acTocyBaHHSA» «CI10oCcib 3aCTOCYyBaHHS Ta OO3U»).

Ilepiopg rogyBanHA rpyano. KOK M0oXyTh BIIJIMBAaTU Ha TOOyBaHHS I'PYANI0, OCKIJIBKU
i 1IX BIJIMBOM MOXKe 3MEHNTyBaTHUCS KiNTbKICTh TPYOHOTO MOJIOKA, a TaKOXK
3MIHIOBATUCSA UOT0 CKiaf. 3Baxawuyu Ha 11e, KOK He peKOMeHIyeThCs IPpUUMaTu y
nepion rogyBaHHS rpynnio. HeBesuKi KinbKOCTi KOHTpPAIleNITUBHUX CTEPOiaiB Ta/abo ix
MeTaboJIiTH MOXKYTh IIPOHUKATH y TPyOHE MOJIOKO ITift yac 3acTtocyBaHHs KOK. Lli
KiJIbKOCTi MOXKYTh BIIJIMHYTU Ha QUTUHY.

®epTunpHicTh. [Ipenmapat Bigopa Mikpo mokalaHu# AJjist 3armobiraHHst BariTHOCTI.
Iadopmamiro momo BiZHOBIEHHS (PEPTUIILHOCTI OUB. Y Po3aini «®apMaKOIOTidyHi



BJIaCTUBOCTI».
Cmocid 3acTocyBaHHs Ta I03H

Cnocib 3acmocy8aHHsi: NnepopanbHo.
Llo3ysaHHA
S 3acmocosysamu npenapam Bidopa mikpo

TabneTKu ciig mpuiiMaTH IOAEHHO 3TigqHO 3 MOPSAOKOM, 3a3HaueHUM Ha OJ1icTepi,
npubIM3HO B OOUMH i TOM caMUU Yac, 3allMBal04M y pa3i HeoOXimHOCTI HEBEJIUKOIO
KinbKicTio piguHu. TabneTku 3acTOCOByBaTu Oe3rnepepBHO. [IpemapaT npuiMaTtu 1o 1
TabseTHi/go0y npoTsaroM 28 mHiB nocmink. [IpuiiManHsa TabIeTOK 3 KOKHOI HaCTYIIHOL
YIaKOBKM CJIiJl pO3NOYMHATH Ha HAaCTYyIHUU OEeHb MiC/Isa 3aKiH4eHHS IIollepegHbol
YIIaKOBKHU. 3a3BH4Yal, KPOBOTEeYa BiAMIHU ITIOYMHAETHCSI Ha 2-3-U JEHb IIiCJIs I0YaTKy
3acTocyBaHHs TabseToK mialebo (ocTaHHIM psAd) i MOXKe He 3aKiHYUTHUCS [0 ITOYATKY
npuiioMy TabIeTOK 3 HaCTYIIHOI yIIaKOBKH.

ITouamok 3acmocyeaHHA npenapamy Bidopa mMiKpo

I'opmoHaavHuUX KOHMpauenmuaeis y nonepedHil nepiol (MUHyAUl MiCAUb) He
3acmocosysasnu

[TputiMmanHs TabIETOK CIIig pO3MOYMHATH ¥ 1-M AeHb IPUPOJHOTO HUKITY (TOOTO v 1-11
OeHb MEHCTPYyaJIbHOl KPOBOTEYi).

ITepexio 3 iHwo20 KOK, saziHanbHO20 Kiavys abo mpaHcOepMaabHO20 Naadcmupy

BaxkaHo po3nodaTu npuiiMaHHsA TaOIeTOK IIpemnapaTy Bimopa MiKpo HaCTyIIHOTO OHS
IicJig IpUKMMaHHS OCTaHHBOI TOPMOHOBMICHOI TabneTku nonepenuboro KOK, ane He
ITi3HiIlle HaCTYIIHOTO OHS IIiCJig mepepBU y NpuiiMaHHi TabmeTok abo micys
npuiMaHHusa TabrmeTok mnnanebdo nonepenaboro KOK. YV pasi BUKopucTaHHSA
KOHTPAILENITUBHOTO BariHaJIbHOTO KinbIl a00 TpaHCOepMasbHOTO IIJIaCTUPY CIIif
po3moyaTH IpUMMaTH IIpenapaT Bimopa Mikpo y meHb BupmareHHs 3acoly, aje He
ITi3Hillle OHS, KOJTY HeoOXigHe HaCTyITHe 3aCTOCYBaHHS IIUX IIperapariB.

ITepexio i3 memody, w,o 6a3yemuvbCcsa HaA 3aCMOCYBAHHI AuUWe Npo2ecmozeHy («MiHi-
niai», iH’ekyii, iMmnaaHmu) abo 8HyMpiWHLOMAMKOB0I cucmemMu 3 NPo2eCcmMo2eHOM

MoxkHa po3noyaTu MpuiMaHHs npemnapaTty Bigopa Mikpo y Oynb-aKui OeHb ITiciis
NPUNIMHEHHS IPUMMaHHS «MiHi-Tini» (y BUnagKy iMniaHTa abo BHYTPIITHLOMATKOBOL
CUCTEMHU - y IeHb 1X BUOAJIeHHs, y BUIIAOKYy iH €KIIil - 3aMiCTh HACTYIIHOI iH’€KIIil).
OpHak y BCiX BUIagKaX PEKOMEHOYETHCS HOOAaTKOBO BUKOPUCTOBYBaTH Oap’epHUM
MEeTO[ KOHTpALEIIil ITPOTSITroM IIepIliuX 7 OHIB NTpUUMaHHS Ipemapary.



ITicas abopmy y nepwomy mpumecmpi aazimHocmi

MozkHa po3no4YrHATU IIPUNOM IIpernapary Bimopa MikKpo ogpa3sy XK. Y TakoMy BUIaOKy
HeMae HeoOXiJHOCTi 3aCTOCOBYBaTH AONAaTKOBi 3aCO00U KOHTpAaIlEMNIIil.

ITicas nonoeie abo abopmy 8 Opy2omMy mpumecmpi

PekoMmeHOyeThCS pO3NOYMHATU IPUKMMaHHA npenapaty Bigopa mMikpo 3 21-28-ro oHs
mmicns mmosoriB a6o abopTy B OPyroMy TPUMeECTpPi BariTHoCTi. [Tpu misHimoMy modaTky
npuiMaHHA TabJIeTOK PEKOMEHOYETHCS JOOATKOBO BUKOPUCTOBYBATH Oap’epHUM
MeTOM KOHTpPAIIEMIIil ITPOTATOM IIepIIuX 7 OHIB mpuiMaHHs TabneTok. ITpoTe, SIKIO
CTaTeBUU aKT yKe BimOyBCs, TO Ilepel IIoYaTKOM 3aCTOCYBaHHS Ipemapary CIIifg
BUKJTIOUMTU MOIKJIUBY BariTHICTh ab0 MO4YeKaTHUCSA HaCTaHHS IIepIIol MeHCTpyallil.

Y BumapgkKy rogyBaHHS T'PyALI0 OUB. PO3MOia «3acTOCyBaHHS y Iepiof BariTHOCTI abo
TOLYBaHHS I'PYOOIO».

IIJo pobumu y sunadky nponycky nputiomy mabaemku

[TpomyckoMm y mmpuiiMaHHi TabeToK miaiebo 3 0CTaHHBOTO (4-T0) PAOY MOXKHAa
3HexTyBaTH. [IpoTe ixX ciig BUTYYUTHU 3 YIIAKOBKHU, 11100 YHUKHYTH HEHAaBMUCHOTO
MMONOBKeHHs (a3u 3acTocyBaHHS Iallebo. Huxkye3a3dHadyeHi BKa3iBKM CTOCYIOTHCS
TiTbKY IMTPONYIIEHUX aKTUBHUX Ta0JIETOK, 110 MiCTSATH [if0Yi PEYOBUHMU.

AK110 3amisHeHHs y IpuiiMaHHi TaOneTKU He MepeBUIllye 24 TOOUHY, IIPOTHU3aIljIigHa
[is mpenapaTy He 3HUXKYEThCA. [Ipomnyiieny TabieTKy Tpeba NpUNHATHU OfOpa3y, K
TiZIbKU Lie 3’sicyBaiiocsa. HacTynHy TabneTKy 3 L€l yIIaKOBKH CJIif IpuMaTu y
3BUYHUU 4acC.

SAKII0 3ami3HeHHs 3 IPUUMaHHAM 3a0yTol TabIeTKy mepeBullye 24 roguHuy,
KOHTPAIIEIITUBHUN 3aXUCT MOXKe 3HU3UTHUCA. Y TAKOMY pa3i MOXkKHa KepyBaTHCS ABOMaA
OCHOBHHMMHU IIPaBUJIaMU:

e PEKOMEHIOBAHOIO € IIepepBa y MpUMaHHi TOPMOHOBMICHUX TaOIETOK, sIKa
TpUBaE€ 4 OHi, mepepBa y NpuiiMaHHi TabIeTOK HiKOIU He MOXKe IIepeBUIIyBaTu 7
OHIB;

e aJleKBaTHe NMPUTHIYEHHS CUCTEMMU TimoTanaMyc-Tino@i3-si€YHUKMN JOCITaEThCS
0e3repepBHUM NPUUMAHHAM TabIeTOK IIPOTSATOM 7 OHIB.

BigmoBigHO [0 LBOTO Y MOBCIKAEHHOMY XKHUTTI CJIi KepyBaTUCSAd HUXK4Ye3a3HauyeHUMU
PEKOMEHOAIlisIMU:

eHv 1-7



Cnig TpUUHSATH OCTAHHIO IIPONYIIeHy TabIeTKy sSsKoMOora HMIBU/IEe, HaBiTh SIKIIO
NOBeOeThCs MIPUUHATH ABi TabIeTKu ogHoYacHO. [Ticis nboro mMpomoBKyBaTH
nmpuiiMaT TablIeTKu y 3BUYHUM Yac. KpiM TOro, MpoTsATroM HaACTYIIHUX 7 OHIB CIif
BHKOPUCTOBYBATHU Oap’€pHUM MeTO[ KOHTPAleIllil, HallpuKJaj ITpe3epBaTuB. Y pa3si,
SIKIIIO y TIOoTlepenHi 7 OHiB BimOyBCS CTaTeEBUM aKT, CJIiJl BpaXOBYBaTU MOIKJIMBICTh
HacTaHHS BariTHoOCTi. YuM Ginbiire TabJIETOK MIPONYIIEHO i YuM OMUKYUY mmepion
3acToCyBaHHS TabJIeTOK Ijaie00, TUM OilbIIUN PU3UK BariTHOCTI.

IeHv 8-14

Crning IpuUMHATA OCTAHHIO IPOMYIeHy TabJleTKy SKoMoTra IIBUAIIE, HaBiTh SKIIIO0
OOBeNEeThCS IMIPUUHSATH OBi TabneTKu ogHOo4YacHO. [licsis boro IIpoaoBXKYyBaTU
npuiiMaTu TabIeTKM y 3BUYHUU 4Yac. 3a YMOBH, 110 XKiHKa ITpaBUIbHO ITpUiiMaia
TaOIeTKU MMPOTSITOM 7 OHIB Iepeq IIPONyCKOM, HeMa€E HeoOXimHOCTI BUKOPHUCTOBYBATHU
OOOAaTKOBI MpoTHU3aIIigHi 3acobu. AKIo 11e He Tak abo mponyuieHa Oinbiine Hix 1
TabIeTKa, PEKOMEHOYETHCS BUKOPUCTOBYBATHU NOAATKOBI METOAM KOHTPALeNii
OPOTATrOM 7 OHIB.

ITeHv 15-24

Pusuk 3HMKEeHHS HaIilHOCTi 3pocTae pu HabIuKeHHi nepiony 3acToCyBaHHS
TabJieToK mane6o. OgHak IpU OOTPUMaHHI CXeMU IIpUiiMaHHs TabJIeTOK MOXHa
VHUKHYTU 3HUXKEHHS KOHTPALEIITUBHOIO 3aXUCTY. {KINO HOTPUMYyBaTUCA OFGHOIO 3
HUXKYeHaBeJIeHUX BapiaHTiB, TO He BUHUKHE HeOOXigHOCTi BUKOPUCTOBYBaTH
OOOaTKOBiI KOHTpAIleNITUBHI 3aC00M 3a YMOBU IIPaBUILHOI'O IPUUMaHHS TabJIeToK
IIPOTATOM 7 OHIB [0 IMPOMNYCKY. fKIIO Iie He TaK, PEeKOMEHAYETLCSA TOTPUMYBAaTUCH
[IepIIoro 3 HUXKYeHaBeJeHUX BapiaHTIiB i1 BUKOPUCTOBYBATU OONATKOBI 3aCTepeXKHi
MEeTOLU IIPOTATOM HACTYIIHUX 7 OHIB.

1. Crnig npu¥HATU OCTaHHIO IIPONYIIEeHy TabJleTKy IKOMOT'a IIIBU/IIE, HaBiTh SKIIO
OOBeOeThCs MIPUUHATH OBi TabeTKu ogHOoYacHO. [Ticis nporo mpomoBKyBaTH
npuiMaTy TabJIeTKY y 3BUYHUU 4Yac OO0 3aKiHYeHHS 3aCTOCYBaHHS aKTUBHUX
TabneToK. 4 TabneTkaMu 1janedo 3 OCTAaHHLOTO PSANY HEOOXimHO 3HEXTYBaTH.
TabeTKM 3 HaCTYIIHOI YITAKOBKHU CJIifl TOYaTH NPUNMaTH Ogpa3y XK ITicis
3aCTOCYBaHHS OCTAaHHBbOI aKTUBHOI TabneTKH. MajoiMOBipHO, 1110 KpOBOTEYa
BiIMiHU IMOYHETHLCS OO 3aKiHYEHHS IMTPUUMaHHS BCiX aKTUBHUX TabJIETOK 3 APYTroi
yIIaKOBKH, X04a IIif 4Yac npuiiMaHHA TabJIeTOK MOXKYThb CIIOCTepiraTucs
KpoBOMa3aHHs ab0 MpopuBHA KPOBOTEYaA.

2. MoXHa TakKOXK NPUINHUTH NPUNMaHHA aKTUBHUX Ta0JIETOK 3 ITIOTOYHOI1
ynakoBKu. [ToTiM cnipg nmputiMmaTtu TabieTKu niaiedo 3 OCTaHHLOTO PSAAY
MPOTSATroM 4 OHiB, BKJIIOYAIOYU OHi IMPOIYyCKYy TableToK; MpuiMaHHsa TableToK
CJIi[ MO4YaTH 3 HaCTYIIHOl YIIaKOBKH.



SIKITIO ITicsIsg mMPOMyCKY y MpuiiMaHHi TabIeToK BigCyTHS O4YiKyBaHa KpPOBOTeYa BimMiHU
MIPOTSTOM IIE€PIIIOl HOPMaIbHOl IIepEePBHU y IIPUIMaHHI IIpelapaTy, TO iMOBipHa
BariTHICTb.

PexomenOauii y aunadky po3saadie 3 60ky IIIKT

Y Bunapgky TaXkKux po3snapniB 3 6oky IIKT (manpuknapn, Oi1oBaHHS abo miapes)
MO2KJINBe HETIOBHE BCMOKTYBaHHS IIpenapary. Y TaKoMy pasi CJIif 3aCTOCOByBaTH
OOOaTKOBi 3aco0u KOHTpalentii. dKino 6/1i0BaHHS I104aJioCh YIIPOOOBXK 3-4 TOOWH
ITicJId MpUMMaHHS aKTUBHOI TaOJIeTKH, TO SKHAWIIBUIE HEOOXiTHO MPUNHATH HOBY
(3amicHy) TabmeTKy. HacTynHy TabGneTKy, SIKIIIO MOXKJIMBO, CJIi] IPUNUHSATHU IIPOTATOM
24 TOOUH y paMKaXxX peXXuMy 3BUYaWHOTrO0 NMpuiioMy TabneTKu. AKIo MUHYIO0 Oinbiie
24 roguH, IPUMHSATHOIO € peKOMeHallisl, HaBeeHa BUllle y po3aini «Criocid
3aCTOCYBaHHS Ta H03u» MiANYyHKT «IIJo poOuTH y BUIIQAKy HIPOIYCKY IIPUAOMY
TabneTKu». fAKIIO XKiHKa He Xx04ue 3MiHIOBaATH CBiMl rpadik 3acTocyBaHHS TabIeTOK, 11
HeOoOXimHO IPUMHSATUA OOOATKOBY TabIeTKy(1) 3 HACTYIITHOI YIIaKOBKH.

Ax gi0mepmiHyBamu HACMAHHA Kposomeui 8i0MiHU

[ITo6 3aTpuMaTH Mepiod HaCTaHHS KPOBOTEYi BiIMiHU, CIIiJl ITPOAOBXKYBaTU IIpUXMaTHU
TabneTKu mmpenapaTy Bimopa Mikpo 3 HOBOI yITaKOBKHM i He MpuMaTu TableTKU
m1aiedo 3 MOTOYHOI YITaKOBKHU. fAKIO € OaKaHHS, TEPMiH IpUMMaHHS MOXKHa
ITPOOOBXKUTH axX M0 3aKiHUYeHHS aKTUBHUX TabOIeTOK i3 mpyroi ymakoBku. [Ipu oMy
MO2K€e CIIOCTepiraTucs IpopuBHa KpoBoTeda ab0 KpoBOMa3aHHs. 3a3BUYal
MpUiMaHHA npernapaTy Bigopa MiKpo BifHOBIIOIOTH ITiCJIA IPUMMaHHSI TabIeTOK
nnaie6o.

[ITo6 3MicTUTH Yac HAaCTAaHHS KPOBOTEYi BiIMiHM Ha iHIIUN OeHb TUXHS,
PEKOMEHYETHCSI CKOPOTUTH IIEPEPBY V IpUMMaHHI TabIeToK 11aiedo Ha CTiIbKU
OHIB, Ha CKinbKM OaxkaHo. CIil 3a3HAa4YUTH, 10 YUM KOPOTIIOIO Oye rmepepBa, TUM
YacTillle CIIOCTEePIiraeThCs BiACYTHICTh KPOBOTEYi BiIMiHM Ta MOsiBa MPOPUBHOIL
KpOBOTedi abo KpoBOMa3aHHS IIPOTITOM IIpUMMaHHS TabJIeTOK i3 Apyrol yrmakoBKHU (SIK
1 y BUIIafKy 3aTPUMKM HaCTaHHS MeHCTpyallil KpoBOTeUi BigMiHM).

itk

[IpenmapaTt nmoka3aHuU [Ji9 3aCTOCYBaHHSA 3a IPpU3HAaYE€HHSAM JIiKaps TUIBKU IIiCJId
HaCTaHHSA CTaJIuX MEHCTpYyallil.

Ilepeno3yBaHHs

IoTenep HeMa€ XKOOHUX JaHUX KIIIHIYHUX OOCIIAXKEHbD 100 IIepeao3yBaHHSA
TabsieToK npemnapaty Bigopa mikpo. Ha mimcTaBi 3araibHOT0 OOCBioYy 3aCTOCYBaHHS



KOK npu nepemo3yBaHHI MOXKe CIIOCTepiraTucs HymoTa, OII0BaHHSI, Y MOJIOOUX OiBYaT
- IIiXxBOBa KpoBoTeya. [lixBoOBa KpoBOTE€Ya MOXKe CIIOCTEpPIiraTucs y AiBYaT HaBIiTh OO
HaCTaHHA MeHapXe y BUIIaIKy HeHaBMUCHOI'O/BUIIAJKOBOI'O 3aCTOCYBaHHSA
JlikapcbKoro 3aco0y. CrielliaJIbHOTO aHTUOOTY He iCHY€, MiKyBaHHS ITOBUHHE OyTHU
CUMIITOMaTUYHUM.

ITo6iuHi peakmii

[ITogo cepio3HUX IMMOOIYHUX peaklliil y mallieHToK, siKi 3acTocoByloTh KOK, ouB. TakKoxXK
po3min «OcobmmuBOCTI 3acToCcyBaHHsI». Huxk4ve3a3dHadeHi 1mo0iyHi peakiii
CIIOCTepiranucs ITig 4ac 3aCTOCyBaHHS IIpemnapaTy Bimopa Mikpo (guB. Tabnuilio 3).

Y Ttabnuili HUXKYe HaBeaeHo MMoOiuHi peakiiil 3rifHO KJIaciB Ta CUCTEM OpraHiB
MedDRA. YacToTa npuBefieHa Ha OCHOBIi KITiHiYHUX gaHux. HaiOinb npuiHATHI
TepMiHu MedDRA BUKOpHUCTaHI OIS ONUNCY II€BHUX peakilii Ta 1X CHHOHIMIB i
II0B’I3aHUX CTaHIB.

YactoTa noOiYHUX peakliii, Ipo AKi MOBiIOMJIAIOCS Y ITPOIeCi KIiHIYHUX OOCHiIXKeHb
npemnapaTy Bigopa MiKpo sIK OpaJbHOTO KOHTpAIleIITUBa Ta [OJIs JIIKyBaHHS HETSIKKO1
¢dopmu akHe 3rigHO TEPMiHiB, KjaciB cucteM opraniB MedDRA.

Kmnacu ta

CUCTEeMHU i
) YacTi (=1/100, . .
oprasis HeuacTi (=1/1000, <1/100) |Pigko (=1/10000, <1/1000)

1/1
(MedDRA =1/10)
Bepciga 9.1)

[HdekKI1IiliHi Ta
rmapa3uTapHi Kannoumos
3axBOPIOBaHHS

3 Ooky
KPOBOHOCHOI Ta
nmiMpaTUYHOI
CUCTEeMU

AHeMist, TpoMOOIIUTEMIS

3 60Ky iMmyHHOI o
AnepriuHi peaxkirii
CHUCTEeMU

3 OoKy
eHIOKPUHHOI EHOOKpUHHI po3nagu
CUCTEMU




3 60Ky 00MiHYy
PEYOBUH Ta
Xap4YyBaHHS

[TigBuUIIEeHUI AIllIE€TUT,
aHOPEKCis, rinepKaieMis,
rinoHaTpiemisa

3 OOKY IICUXiKHU

EmoritiHa
1a0iNbHICTD

Ilenpecisi, HEPBO3HICTb,
COHJIMBICTH

AHopra3wmisi, 6e3COHHS

3 60Ky HEPBOBOIL
CHUCTEeMU

T'omoBHUM OifTb

3amaMOpO4YeHHs, TapecTesia

Bepturo, tpemop

3 OOKy opraHiB
30py

KOH'1OHKTHUBIT, CHHOPOM
CyXOro OKa, IOPYIIeHHS

30py

3 OoKy cepls

Taxikapais

3 OOKy CyOouH

MirpeHb, BapuKO3HE
PO3LINPEHHS BEH,
apTepiajibHa rinepTeH3is

®nebiT, CymuHHI po3jagy,
HOCOBa KPOBOTEYaA,
HEeIIPUTOMHICTL, BeHO3Ha
TpoMboembois (BTE),
apTepianbHa
TpoMboemoOortist (ATE)

3 Ooky
IIIJTYHKOBO-
KUIITKOBOTO
TPaKTy

Hypnora

Binb y kKuBOTi, 6/1F0BaHHS,
OUCIIEICis,
MeTeOopu3M, TaCTPUT, Oiapes

30yTTS XKUBOTAQ, UIJIYyHKOBO-
KHUIIKOBI pPO3Jilagy, BiguyTTs
IIepEeIOBHEHHS IJIYHKOBO-
KHUILIKOBOT'O TPAKTYy, I'puzxKa
CTPaBOXiOHOI'O OTBOPY
mia¢parMu, KaHOUI03
POTOBOI TOPOKHUHMU, 3aT0P,
CyXiCTh y POTi

3 OOKY Ie4iHKMN
Ta
JKOBYOBHUBITHUX
HIJISIXiB

Binp y 2KoBY4HOMY MIiXypi,
XOJIELIUCTUT



3 OOKy LIKipu Ta

XJi10a3Ma, eK3eMa, aJIoIellis,
BYI'POBUM OEePMAaTHUT, CyXiCThb
IIKipU, By3/IMKOBA epuTEMa,
rirnepTpuxo3, NOPYILIEHHSA 3

MiAIIKipHO1 AkHe, cBepOixK, BUCUTIAHHS ] .
. OOKYy IIKipu, CTpHi,

KITiITKOBUHU )
KOHTAKTHUM IepPMaTHT,
dboTomepmaTuT, «By3mu» Ha
LIKIpi

3 OoKy

CKEeJIETHO-

M’s130BO1 Binb y cnuHi, 6inb y

CUCTEeMH Ta

KIHI[IBKaxX, CyqoMU M’ A31B

CIIOJTYYHOI
TKAHUHU
BarinanpHUM
KAaHOUO03, TA30BUM Oinb, )
. HucriapeyHis,
30UIBIIEHHST MOJIOYHUX o
) . BYJIbBOBATIHIT,
3a5103, Gibpo3HO-KiCcTO3HA .
i ITOCTKOITa/IbHa KPOBOTEYA,
MacCTOIaTis, o )
o ) KpoBOTeYa BigMiHH, KicTa
3 Ooky BoricHicTh MaTKOBa/BariHabHa .
. . MOJIOYHOI 3aJI03H,
PETIPOAYKTUBHOI [MOJIOUHHUX KpoBoTeua*, BUIOiJIeHHS 3 i ) .
} . rimepmnsnasiss MOJIOYHO1
CHUCTEMH Ta 3aJ103, TeHiTaiu, MPUIIuBHY,
. o 3a/1034, HOBOYTBOPEHHSI
MOJIOYHUX MeTpoparis*, ||[BariHiT, mopylIeHHs . )
MOJIOYHOI 3aJI03H, IIOJIill
3aJ103 aMeHopes MEHCTPYaJIbHOTO IIUKITY, B )
. IMUUKYA MaTKU, aTpodis
OucMeHopesi, TimoMeHopes, . i
. . ) eHOoOMeTpilo, KicTa
MeHOoparis, CyxXiCTh BariHuy, ,
i . sSI€YHUKA, 30iIbIIIeHHSA
CYMHIBHUMM Ma30K 110
: MaTKH
[TamaHikoJay, 3HUXKEHHS
nibimo
AcCTeHis, ToCcuIeHe
) IIOTOBUIiIEHHS, HAOPSK
3aranbHi i .
(reHepanizoBaHUM, HespyxaHHSA
po3nanu

nepudepuyHnil HabOPSIK Ta
HaOpsIK 00IuYYsI)

HocnimxeHHSa

30iIbIIIEHHSa MAaCHU Tila

3MeHIlIeHHs MacHu Tina




*HeperynspHi KpoBOTeUi 3a3BUYall 3HMKAIOTh IIPU IIPOAOBKEHHI Teparil
Omnuc okpeMux MoOiYHUX peakilii

Y xkinok, aki npuiManu KI'K, cnocTepiraBcs migBUILIEHUN PU3UK PO3BUTKY BEHO3HUX
abo apTepianbHUX TPOMOOTUYHUX Ta TPOMOOEMOOJTIYHUX SABUIL, Y TOMY YHCIIi
iHpapKTy MioKappaa, iHcynbTy, TIA, BeHO3HOTO TpoMOO3y Ta TEJIA, sKi geTasnbHie
omucaHi y po3gini «Ocob61MBOCTiI 3aCTOCYBaHHSI».

Huxkx4yeza3HaueHi cepiio3Hi moOiUHiI peakilii criocTepiranucs y X)iHOK, sKi
3acTtocoByioTh KOK, 1110 TakKok Oynu omnucaHi y po3mini «Ocob6IuBOCTI 3aCTOCYBaHHS»:

e BEHO3Hi TpoMOoeMOOJTiuHi po3many;

e apTepianbHiI TPOMOOEMOOIiUHI po31anu;

e apTepiajsibHa rinepTeH3id;

e IIYXJIMHU II€UiHKU;

e PO3BUTOK ab0 3aroCTPEHHS 3aXBOPIOBaHb, OJI AKUX 3B’SA30K i3 mpuitomom KOK
He 3’sICOBaHUM OCTAaTOYHO: XxBopoOa KpoHa, HecnenmudiyHMUM BUPAa3KOBUM KOJIIT,
eminerncisg, MmioMma MaTKH, Imopdipisi, CHCTEMHUM YePBOHMNH BOBYAK, reprec
BariTHux, xopes CimeHxaMa, reMOJIiITUKO-YPEMIUHUN CUHOPOM, XOJIeCTaTUu4YHa
JKOBTSIHUIIS;

e XJI0Q3Ma;

e TOoCTpi ab0 XpoHiYHi po3naau PyHKIIIl NediHKH, 10 MOXKYTh MOTPeOyBaTH
npunuHeHHs 3acTocyBaHHS KOK, moKU NOKa3HUKU (PYHKIIl IEYiHKU HE
MIOBEPHYTHCS OO HOPMU;

e yV JKIiHOK 3i CITaIKOBOIO CXMJIbHICTIO [JO @HTiOHEBPOTUYHOT 0 HAOPSAKY €K30TeHHi
€CTPOTEeHU MOXKYTb CHPUYUHUTU ab0 ITOCUJIIOBATH CUMIITOMM aHTiOHEBPOTUYHOTO
HaOPSKY.

YacToTa OiarHOCTyBaHHS paKy MOJIOYHOI 3aJI03H1 HOeIlo HigBUIIYETHCSA cepeq KiHOK,
siki 3acTocoByloTh KOK. OCKinnbKM paK MOJIOYHOI 3aJ1034 Y KiHOK BikoM 10 40 pokiB
3yCTpiva€eThCs PigKo, 30iIbIIeHHS KiTbKOCTi BUIIAQAKiB AiarHOCTyBaHHS paKy MOJIOYHOI
3a/1034 Y XKIiHOK, IKi 3aCTOCOBYIOTh HUHI ab0 HelmlomaBHO 3acTocoByBanu KOK,
He3HayHe IIOAO0 PiBHSA 3arajbHOT0 PU3UKY PaKy MOJIOYHOI 3a103Uu. B3a€eM03B’' 930K i3
3actocyBaHHAM KOK HeBimomuiui. [IuB. TaKOXK po3ainu «IIpoTunoka3zaHHa» Ta
«OCcOoOIUBOCTi 3aCTOCYBAHHS».

B3aemoOii

[TpopuBHiI KpoBOTEYi Ta/ab0 3HUKEHHSA KOHTPALEIITUBHOI [il MOKe BUHUKHYTH
BHACJIiJOK B3aEMOil iHITKUX JTiKapChKUX 3ac00iB (iHOyKTOpPiB (hbepMEHTIB) 3 OpaJIbHUMU
KOHTpaleIlTuBaMu (OuUB. po3ain «B3aeMomis 3 iHIMMMH TiKapCchKUMM 3acobaMu Ta iHIIT



BUOIU B3aEMOMOIN»).
ITogidomaeHHs1 npo nido3prosaHi NObiUHI peakuii

[ToBimoMiieHHS PO Mimo3ploBaHi M00iIYHI peakxiiii y mepioq mMocTMapKeTUHTOBOTO
CIIOCTEPEXKEHHS € OyXKe BaXXJIMBUMHU. Lle ma€ MOXKIUBICTh 30iMCHIOBATH KOHTPOJIb 3a
CITiBBiTHOIIEHHSIM KOPUCTL/PU3UK [OJISI JTiKapChKUX 3ac00iB. MeOu4Hi IIpaIlliBHUKU
TTOBUHHI MOBIIOMIISITH IIPO ITig0o3pioBaHi mobiyHi peakiiii.

TepMin npuIaTHOCTI

3 POKH.

YMoBHu 30epiranus

30epiraTty y HeIOCTYIIHOMY MIJIsI OiTe# Miclli mpu TemmnepaTtypi He Butile 25 °C.
VYnakoBka

[To 28 TabneTok y 6sicTepi (21 TabneTka pozKeBOro KOIbopy Ta 7 TabneTok 6inoro
KONIbopy), o 1 6ricTepy B KapTOHHiM KOPOOIIi.

KaTeropis Bignycky

3a penemnTomM.

BupooHHK

JlabopaTopioc JIeon ®apma, C.A.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro agpeca MiCIisi IPOBaaKeHHSI
OistIbHOCTI

C/Jla Bannina c/H, ITonirono Iugycrtpian HaBaTtemxkepa, Binnakinam6pe, 24008 JleoH,
Icnianis.

[Ixepeso iHCTPYyKIIil

[HCTPYKIIiio TiKapChKOro 3aco0y B3sTO 3 oQillifiHOTo mkepesa — [lepKaBHOTO PEECTPY

JIiIKapCchKUX 3aco0iB YKpaiHu.
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