IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NliKapcbKoro 3acoby

HOBIHET
(NOVYNETTE)

Cknag:

AI0YI PEYOBUHU: [1e30recTpes, eTUHINeCTpasion;

1 TabneTka, BKpuTa 060/10HKOI0, MICTUTL Ae3orectpeny 0,15 Mr Ta eTuHinectpagiony 0,02 mr;

[OMOMI>KHI Pe4OBUHU: XiHONMIHOBWIA X0BTUI (E 104), anbtha-Tokodepon (all-rac-a-Tokogepon), MarHito creapat, KPeMHIt0 AioKeug KonoigHUiA 6e3B04AHMIA, K1cnoTa
CTeapuyHOBa, NOBIAOH, KPOXMaslb KapTOMNJISHWIA, NaKTO31 MOHOTiApaT;

cKnag, 060M0HKK: NPONINEHINiKO/Mb, Makporon 6000, rinpomenosa.

JlikapcbKa thopma. TabneTku, BKpUTI 060/10HKOHO.
OCHOBHI (hi3VKO-XiMiYHi BNacTUBOCTI: 6M1i40-XKOBTI, KPYr/i, ABOONYKNI TabNeTKW, BKPUTI 060/IOHKO, AiaMeTPOM 6/11M3bKO 6 MM, 3 MapKyBaHHAM «P9» 3 0HOro
60Ky TabneTku i «RG» — 3 iHLLIOrO.

dapmaKoTepaneBTUYHa rpyna.

rOpMOHaﬂbHi KOHTpPauUenTmnen ansa CACTEMHOI0 3aCTOCYBaHHSA, MPOrectoreHn Ta eCTPOreHu.
Kog ATX GO3A A09.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamika.

KoHTpauenTmBHa fAisi KOM6iHOBaHUX nepopasnibHuX KoHTpauenTueiB (KIMK) 6a3yeTbca Ha B3aeMOAil Pi3HUX (PaKTOPIB, HaBXKAMBILUMMU 3 SIKUX € MPUrHIYEHHS
OBYNAUiT I 3MiHM LepBiKabHOT cekpeuii. Kpim 3anobiraHHsa BariTHOCTI, KK BOM0OAIKOTH NEBHUMW NO3UTUBHUMMW BNaCTUBOCTAMMU, AKI, AK | HEraTUBHI edekTn (4MB.
po3ainn «Oco6/MBOCTI 3aCTOCYBaHHSA» Ta «[M06IYHI peakuii») MOXYTb OYTW KOPUCHUMK MNpU BUOOPI METOAY KOHTPO/O HapoKyBaHOCTI. BOHM cripustoTb
BCTAHOB/IEHHIO PErynsPHOro MEHCTPYabHOro LMKy, MeHCTpyauii nepebiratoTb MeHLW 60/1iCHO, 3 MEHLLUOK IHTEHCUBHICTIO KpoBOTeYi. OCTaHHA 06CTaBMHA MOXeE
3HUXKYBATUN YaCTOTY PO3BUTKY 3a1i304ediuunTy.

Kpim TOro, icHytTb AoKasu Toro, wo npu Bucokmx gosax KrK (0,05 mMr eTuHinecTpagiony) 3MeHLIYETbCA HYacTOTa BUHUKHEHHA AOOPOSKICHUX NMYyXIMH MOJIOYHUX
3a/103, KICT AEYHUKIB, 3ana/ibHNX 3aXBOPHOBaHb OPraHiB Ta3a, Mo3amMaTKoBOT BariTHOCTI, paKy eHAOMETPIA | paKy AEYHUKIB. Ase LLe He NiATBEPAXKEHO, Y/ CTOCYETHLCA
Lie TakoX 3acTocyBaHHA KIMK 'y HU3LKNX f03aX.

dPapmakoKiHe TuKa.

[esorecTpen

BcMOKTYBaHHS. [le3orectpes, L0 3aCTOCOBYETHCA MePOpPasibHO, LUBUAKO Ta MOBHICTHO BCMOKTYETLCA Ta NMepPeTBOPHOETLCS HA eTOHOrecTpes. MiKoBi KOHLEHTpaLiiy
cuvpoBaTLi focAraloTbCa NpM6n3HO NpPoTaroM 1,5 rogmHu. Biof4oCTynHiCTb CTaHOBUTL 62-81 %.




Posnogin. EToHorectpen 38’A3y€TbCA i3 CMPOBATKOBUM albOYMIHOM Ta rnobyniHom, Wwo 38’a3ye ctateBi ropmoHun (F3CIN). Tinbkn 2—4 % Bif, 3arasibHOT KifIbKOCTI
npenapaTy B CUPOBATLi NPUCYTHI Y BUIAs4I BifbHOro crepoigy, a 40-70 % cneundivyHo 38’s3aHi 3 F3CI. CnpuynHeHe eTUHinecTpagionom 36inbweHHs M3CI
BMN/IMBAE Ha PO3MOAia MiX BiIKamy CMPOBATKU KPOBI, 36inbLUyoYmn pakuito, 38°a3aHy M3CIT, Ta 3mMeHLWYun (pakuito, 38’A3aHy aibbymiHOM. O6’em po3noginy
pesorectpeny — 5 n/kr.

bioTpaHcthopMaLlisi. ETOHOrecTpen MoBHICTIO po3nafaeTbecst BiAOMUMK LUNAXamMy MeTabonisMy cTepoigis. LLIBUAKICTb BUBEAEHHS MeTaboNiTiB i3 CUPOBATKM KPOBI
CTaHOBUTb NPUGIN3HO 2 M/XB/KT. B3aemMofii eTOHOrecTpeny 3 eTUHINECTPaAioNIoM, WO NPUAMAETLCS CYNYTHLO, HE BUSBMEHO.

BuBefeHHs. PiBHI eTOHOrecTpeny B CMpOBaTLLi KPOBI 3MEHLLYOTLCA Y ABa eTanu. KiHUEBWIA eTan BUBeAEHHS XapaKTepu3yeTbCst HaCOM HarniBBUBEAEHHS 6/13bK0 30
roauH. [lesorectpen Ta moro Metabonitv BUBOASATLCA 3 CEYEHD | XKOBYH) Y CMiBBiHOLIEHHI 6:4.

PiBHOBaXXHWI CTaH. Ha hapmakokKiHeTuKy eToHorectpeny Bnimsae BMicT M3CIT y cupoBatui, AKWMIA 36iNbLUYETLCA BTPUYI MpY NpUnOMi eTuHinectpagiony. Mpw
LLLOleHHOMY MPUIAOMI PIBHOBXKHWIA CTaH A0CAraETbCA Y APYTiid NONOBUHI LMKIY, KON CMPOBATKOBA KOHLEHTPaL,isi eTOHOrecTpeny 306iNbLUyeTbes y 2-3 pasu.
ETwuHinecTpagion

BcMOKTYBaHHS. [1icnsi nepopasibHOr0 3acTOCYBaHHS €TUMHINECTPafion LWBMAKO i Maike MOBHICTHO BCMOKTYETbCA. MakcuMMmanbHa KOHLUEHTpauisi y nnasmi KpoBi
[OCAraeTbCs Npu6M3HO Yepes 1-2 roguvHU. AGContoTHa GI0LOCTYNHICTL Npenapaty BHACNiLOK MPECUCTEMHOI KOH’torauil 1a eekTy MepLlioro npoXoaKeHHS
CTaHOBUTb 6/1M3bK0 60 %.

Posnogin. ETuHINecTpagion xapakTepusyeTbCA CUIbHUM, ane HecreuugiyHum 3B°A3yBaHHAM i3 CMPOBATKOBMM asibbyMiHOM (NpubnnsHo 98,5 %) i cnpuymnHse
NiBWLLEHHS CMPOBaTKOBOI KOHLeHTpauii M3CI. OuikyBaHWii 06’eM po3noAiny CTaHoBUTb 5 NI/Kr.

bioTpaHcthopMauis. ETMHINecTpagion 3asHae NPecUCTEMHOI KOH’torauii y CAn30BiA 060M0HLI TOHKOrO KMLWEYHUKY i MediHui. ETuHiNecTpadion B OCHOBHOMY
MeTaboNi3yeTbCA LUNAXOM apOMaTUYHOIO TiJPOKCUIOBaHHS, ane NPy LbOMY YTBOPHOKOTLCA | 6arato iHWKX TigpoKCUIbOBaHNUX | MeTUNbOBAHUX MEeTaboniTiB, SKi
BUABNAIOTLCS Y BUMNAAI BilbHUX MeTaboMiTiB, a TaKoX Yy BUMNAAI KOH’HOroBaHMX CynbgaTiB Ta rNHOKYPoHigiB. LLBUAKICTb MeTaboMiuyHOro KipeHcy CTaHOBUTb
NpUBN3HO 5 MI/XB/KT.

In vitro eTuHinecTpagion € 060poTHMUM iHri6iTopom CYP2C19, CYP1A1 ta CYP1A2, a TakoX Heo60poTHUM iHri6iTopom CY P3A4/5, CYP2C8 ta CY P2J2.
BuBesieHHs. PiBeHb eTUHINECTPasiony y cMpoBaTLyi KPoBi 3HMKYETLCA ABOJA3HO, KiHLEBUWIA eTan BUBELEHHS XapaKTepu3yeTbCA YacoOM HaniBBMBEAEHHS NPUOIN3HO
24 rognHn. ETUHINeCTpagion He BUBOAMTLCA 3 OpraHiamy y He3MiHEHOMY BUFAsAi, KIOro MeTaboniTv BUBOAATHLCA 3 CEYEHD i XKOBYIO Y CniBBiAHOLWEHHI 4:6. Mepiog,
HaniBBUBeLEHHSA MeTaboNiTiB CTAHOBUTb MPUG/IM3HO OfHY L00Y.

PiBHOBaXKHWIA CTaH. PIBHOBaXXHWI CTaH A0CAracTbCsA yepe3 3-4 [Hi, KON KOHLEHTpaLisa npenapaty B cMpoBatLi KpoBi npn6amsHo Ha 30-40 % BuLLa MOPIBHAHO 3
0AHOPa30BO [03010.

KniHiYHi XapaKTepUCTUKN.

Noka3aHHA.

MepopanbHa KOHTpauenLis.

Mepen Npu3HavyeHHsAM npernapaty HOBIHET Cif OUiHUTK HasBHI Y XXIHKWM iHAMBIAYaNbHI (akTopy PU3WKYy, 0CO6/MBO Ti, WO CTOCYHTHCA PU3UKY BEHO3HOI
Tpomboembonii (BTE), a TakoX NOPIBHATW PU3NK BEHO3HUX TPOMOBOEMOONIYHUX YCKNaaHEHb NPy Npuitomi npenapaTy HOBIHET i3 pU3MKOM NPU NPUIAOMI iHLINX
KOMG6IHOBaHUX ropMoHasibHUX KoHTpauenTueiB (KIK) (aus. po3ginu «MpotunokasaHHA» i «OCc06/MBOCTI 3aCTOCYBaHHS»).

IMpoTnnoKasaHHA.
Kom6iHoBaHi ropmoHasnbHi KoHTpauenTuem (KFK) He cnij 3acTocoByBaTh Npy CTaHax, 3a3HavyeHnX HudKYe. Mpu BUHMKHEHHI Takoro cTaHy BriepLue nij Yac npuiomy
KI'K i10ro 3actocyBaHHS CNif HeramHo NPUNUHATHK.

BcTaHoBNeHa BariTHICTb a0 MOXK/IMBa BariTHICTb.



HasBHICTb ab0 pU3NK BUHUKHEHHS BEHO3HOT TpoMboembonii (BTE).

0 BeHo3Ha TpomboeM60o/if Ha AaHMIA Yac, 30Kpema BHACMifoK Tepanii aHTMKoarynsHTaMmu, abo B aHamHesi (Hanpuknag Tpom6o3 rnnbokmx BeH (TIB) abo
Tpomb6oembornis nereHesoi aptepii (TEJTIA).

o Bigoma cnagkoBa abo HabyTa CXMNbHICTb O BEHO3HOT TPOMOOEMOOIIT, TaKa IK Pe3UCTEHTHICTb [0 aKTMBOBAHOI0 NpoTeiHy C (y ToMy uncni myTauis haktopa
V NeiigeHa), HefOCTaTHICTb aHTUTPOMOIHY |11, HegocTaTHICTb NpoTeiHy C, HeOCTaTHICTb NPOTETHY S.

0 Benuvke onepaTtuBHe BTPy4YaHHS 3 TP1BasIOK iMMobinisauieto (AnB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

0 Bucokuii pu3nK BEHO3HOT TPOM60eM60/1iT BHACNILOK HAABHOCTI MHOXUHHUX (haKTOPIB pU3nKY (4MB. po3ain «OcobMBOCTI 3aCTOCYBAHHS»).

HasBHicTb ab0o py3MK po3BUTKY apTepiasibHOT Tpomboembonii (ATE).

0 HasBHicTb apTepiasbHOT TPOM60eM6ONIT B JlaHWI Yac abo B aHaMHe3i (Hanpuknag, iHpapKT Miokapaa) abo NpoapoManbHUiA CTaH (Hanpyuknag, CTeHOKapLis).

0 LlepebpoBacKynspHi 3aXBOPIOBaHHS — IHCY/IbT Ha AaHWIA Yac abo B aHamHe3i, abo NpoApoMaibHUIA cTaH (Hanpuknag, TpaH3MTopHa ieMiyHa ataka (T1A)).

0 BcTaHoBneHa crnagkoea abo HabyTa CXWNbHICTb [0 apTepiasibHOI TPOMO0eMb0NIT, Taka AK rinepromMouMCTEIHEMIA Ta HAABHICTb aHTUMOCHONINILHUX aHTUTIN
(aHTuMKapAioniniHOBI aHTUTINA, BOBYAKOBMWIA aHTUKOATY/NSHT).

0 HasaBHiCTb B aHaMHe3i MIrpeHi 3 BOrHULLEBUMYW HEBPOJIOT IYHMMUN CUMNTOMaMM.

Bucokuii pusnk po3sutky ATE BHacMifoK HasBHOCTI MHOXUHHUX (DaKTOPiB pU3nNKy (AuB. po3fin «Oco6MBOCTI 3aCTOCYBaHHS») abo HasBHICTb O4HOrO 3

HaCTYMHUX Cepiio3HMX (haKTOpPIB PU3MKY:

e LYKpOBWIA AiabeT i3 CyAUHHUMUW YCKNaAHEHHSMU;

e TSKKa apTepiasibHa rinepTeHsis;

o TAXKKA AWCINONPOTEIHEMIS.

HasBHICTb NaHKpeaTUTY Ha AaHWii Yac abo B aHaMHe3i, NOB’A3aHOM0 3 TSHXKKOH MiNepTpUriLepuaemicto.

HasBHICTb TSXKKOro 3aXBOPHOBAHHSA MeYiHKM Ha aHuiA Yac abo B aHaMHE3i, MOKN MOKa3HMKM PYHKLIT NeYiHK1 He NOBEPHYTHLCA 40 HOPMU.

HasBHICTb NyXMH NeYiHKM Ha AaHuiA yac abo B aHamHe3i (o6POsKICHMX ab0 3M105KICHMX).

Bigomi abo nifo3proBaHi 3N108KICHI NYXINUHW (HANpUKIag, CTaTeBMX OPraHis abo MOIOYHMX 3a/103), AKI € 3a/1IEXXKHUMU Bif, CTATEBUX TOPMOHIB.

Minepnnasig eHAOMETPISA.

BariHa/sibHa KpoBOTEYa HEBCTAHOB/IEHOT €TIONOril.

MigBuLLEHa YYTAMBICTb A0 AiH0UMX PEYOBUH ab0 L0 6yAb-AKOI 3 LOMOMDKHUX PEYOBUH Mpenapary.

HoBiHeT NpPOTUNOKa3aHUn ANd 0[HOYACHOr0 3aCTOCYBaHHS 3 NiKapCbKMMK 3aco6amu, Lo MiCTATb oMbiTacBip/nmapuTanpeBip/puToHaBip i gacabysip (auB. po3ginu

«Oc061MBOCTI 3aCTOCYBaHHSA» Ta «B3aemMofis 3 IHLIMMU NIKAPCbKMMK 3ac06amu Ta iHLLI BUAM B3aEMOAIN).

o

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

3acTepe>keHHs. N8 BUABNEHHS MOX/IMBUX NiKAPCbKUX B3aEMOAIN CNif BpaxoByBaTW iH(DOPMALito, WO MICTUTLCA B IHCTPYKLIAX AN MeAMYHOro 3acTOCyBaHHS
IHLMX npenapari., fKi 3aCTOCOBYHOTLCS OLHOYACHO.

dapmakoanHaMiYHi B3aEMOIT.

OpfHOYacHe 3aCTOCYBaHHS 3 NiKapCbKMMM 3acobamu, WO MICTATb OM6iTacBip/napuTanpeBip/puToHaBip Ta fdacabysip, i3 pubaBipHOM abo 6e3 HbOro, MOXe
3611bLWNTY PU3KK NigBuLLeHHA ASTT (amB. po3ginu «poTunokasaHHa» Ta «OC06/IMBOCTI 3aCTOCYBaHHSA»). lNauieHTKam, fKi 3aCTOCOBYOTbL npenapart HoBIHeT, cnij,
nepeTV Ha anbTepHATMBHMIA METOA, KOHTpauenuii (Hanpuknag, Ha KOHTpauenTBHI NpenapaTu, WO MICTATb TifIbKX nporectareH abo HeropmMoHasbHi MeToau) Ao
noyartky Tepanii 3a CXeMOI0 3aCTOCYBaHHS KOMOiIHOBaHWX npenapartis. MpuiioM npenapaty HOBIHET MOXHA BiJHOBUTU Yepe3 2 TWXKHI NiCNs 3aBepLUeHHs Tepanii 3a
CXEMOH0 3aCTOCYBaHHs KOMOIHOBaHMX Npenaparis.




PapmakoKiHETUYHI B3aEMOAIT

Bnave iHWKWX NiKapCbKux 3ac06iB Ha HOBIHET

Mok/imBa B3aeMOfis 3 NiKapCbKUMK 3aco6amu, WO iHAYKYHOTb MIKPOCOMasbHI (hepMeHTH, B pe3y/ibTaTi Horo MOXe 36i/1bLLyBaTUCA KNipeHC CTaTeBMX FOPMOHIB, L0
MO>Xe NPW3BECTY Hacamnepes L0 BUHUKHEHHSA NPOPUBHKX KPOBOTEY Ta/abo HeeeKTMBHOCTI KOHTPaLENTMBHOIO 3aC06y.

TakTunka

IHAYKUIS (hepMeHTIB MOXe CrocTepiratucs Bxe Yepes Kifnbka AHiB npuiiomy. MakcruMmanbHa iHAYKLUiS (DepMeHTIB 3a3BMyali CNOCTEPiraETbCA MPOTArOM AeKifbKOoX
TWXKHIB. IMicns BigMiHM NpenapaTty iHAYKUiA (hepMeHTIB MOXXe 36epiratncs Ao 4 TVKHIB.

KOpOTKOCTPOKOBE /liKyBaHHS

XiHkam, AKi 3aCTOCOBYIOTb NnpenapaTu-iHAYKTOpKU (epmMeHTiB, foAaTkoso A0 KIMK pekoMeHAYyEeTbCA TUMYacoBO BUKOPUCTOBYBATU 6ap’epHUA MeTOA, KOHTpaLeny it
abo IHWWIA MeTo KOHTpaLenyii. bap’epHniA MeToA KOHTpaLEnLiT cnij BUKOPUCTOBYBATU NPOTArOM BCbOro nepiofy CynyTHbLOT Tepanii i Wwe npoTarom 28 gHiB nicns 1i
NPUMUHEHHS. AKLLO 3aCTOCyBaHHSA npenapaty-iHAyKTopa TpuBae nicnis npuioMy octaHHbOT TabneTkn KMK 3 NOTOYHOT yNakoBKK, Cig noyatn npuiioM TabneTok 3
HOBOI YNaKoBKM 6e3 3B1UYHOT MEPEPBU Y NPUIAOMI.

J0BrocTpoKoBe /likyBaHHA

XiHkam, fKi OTpUMYKOTL [OBroTpMBasly Tepanito npenapatamu, L0 iHAYKYIOTb (DEPMEHTHY CUCTEMY MeYiHKW, PeKOMeHA0BaHO BMKOPWCTOBYBATW iHLLWIA
HEropMoHabHWUIA HagiiHWMIA METOA KOHTpaLenLii.

Y niTepaTypi onucaHi Taki B3aEMOJil.

CybcTaHuil, Lo npu3BoadaTb 40 36inbieHHs KnipeHcy KK (3Hu>KkeHHs edekTmBHOCTI KK 3a paxyHOK iHAYKUIT (DepMeHTiB), Hanpukiag: 6apbitypatu, 603eHTaH,
Kap6amaseniH, QeHiTOTH, NPMMIAOH, pudamniymH i npenapat A4ns NikyBaHHA Bipycy iMyHoaediumTy nogmHn (BIJ1) putoHaBip, HeBipaniH i egaBipeH3, MOX/MBO,
TakoX (henbamar, rpnseodybBiH OKCKapbaseniH, Tonipamar Ta npenaparu, Wo MicTATb 3Bipo6iit npogipseneHunin (Hypericum perforatum).

CybcTaHuii, ki maloTb BapiabensHuin edhekT Ha KnipeHc KIK: npu ogHouacHomy 3acTtocyBaHHi 3 KIMK 6arato kom6iHauiin iHriéitopis npoteasn BIJ1 i
HEHYK/Ne03nAHMX [Hri6iTOpiB 3BOPOTHOIT TPaHCKPUMNTa3W, B TOMY YMCNi KOMGIHaUil 3 iHri6iTopamu npoteasn Bipycy renatuty C, MOXyTb 306inbluyBaT abo
3MEHLLIYBATV KOHLIEHTPALI0 eCTPOreHis abo NPOrecTUHIB Yy niasmMi KPoBi. EQEKT LmX 3MiH MOXe OYTW Y LeaKnX BUMaLKax KNiHIYHO 3HaUYyLLMM.

ToMmy Ans BUSIBNIEHHS MOX/IMBUX NiKAPCbKUX B3aEMOAINA i MOB’A3aHMX 3 UMM peKOMeHfaLliv cnig BpaxoByBaTh iHhOpPMaLito, WO MICTUTLCS B IHCTPYKUISX Ans
MeUYHOro 3aCTOCyBaHHSA CYMYTHIX npenapaTiB, Npu3HavyeHnX Ana nikyBaHHA BlJ1-iHdekuii/renatuty C. Y pasi 6yab-aKMUX CYMHIBIB XiHKaM, SIKi OTPUMYHOTb
iHri6iTopy NpoTeasn abo HeHYKNeo3naHi IHriGiTOpPM 3BOPOTHOT TPAHCKPUNTA3K, Cif BUKOPUCTOBYBATU OAATKOBWI 6ap’epHUIA METOS, KOHTpaLenLii.

[lito4i peyoBmHM, LLLO 3HMXKYIOTb KiipeHe npenapaTy HoeiHeT (iHri6iTopy hepMeHTiB)

KniHiyHa 3Ha4yLWicTb NOTEHLIMHOT B3aEMOAIT 3 iHTi6iTOpamu (hepMeHTIB 3a/IMLLAETLCA HE3’ACOBaHOLO.

OfHOYacHe 3aCTOCyBaHHA 3 MOTY)XXHUMK (Hanpuknag, KeTOKOHAa3os, ITPakoHa30/, KNapuUTpoMmiuuH) abo nomipHMMuM (Hanpuknag, (yKoHa30n, AUNTiaseM,
epuTpoMiumH) iHribiTopamu CY P3A4 Moxke Npm3BecTy A0 NiABULLEHHS CUPOBAaTKOBMX KOHLIEHTPALLi eCTPOreHiB abo rectareHis, y TOMY YMC/i eTOHOrecTpeny.
ETopukokenb y posax Big 60 go 120 mr/goby npoAeMOHCTPYBaB MiABWLLEHHA MNI1a3MOBMX KOHLEHTpaui eTuHinectpagiony y 1,4-1,6 pasa BignoBigHO npwu
0[JHOYaCHOMY 3aCTOCYBaHHI i3 KOM6IHOBaHMM rOPMOHa/IbHUM KOHTPaLEeNTUBOM, WO MICTUTb 0,035 Mr eTUHInecTpagiony.

Bnnave npenapaTy HOBIHET Ha iHLLI NiKapCbKi 3aC00U

MepopanbHi KOHTpaLEenTUBM MOXYTb BIIMBATX Ha MeTaboni3M iHLWKNX NiKapCbKMX 3acobiB. BignoeigHO y nnasMmi Ta B TKaHWMHAaX iX KOHUEHTpauil MOXYTb SK
nigBuLLyBaTUCA (HanpuKnag, LWAKIOCMOPUH), Tak i 3HMKYBaTUCS (Hanpuknag, NamoTPUIKUH).

KniHiyHi gaHi ceigyatb Npo Te, WO eTUHINeCTpagion NpurHivye knipeHc cybcrpatis CYPLA2, o, y CBOK Yepry, BUKIMKae cabke (Hanpwknag, npy 3acTocyBaHHi
TeoiniHy) abo nomipHe (HanpuKnag, NPy 3aCTOCYBaHHI TU3aHIAMHY) NiABULLEHHSA IXHIX NNa3MOBUX KOHLEHTpaLii.

IHLLI B3aemogii

JTabopatopHi TecTu




3acTocyBaHHSA CTepOifHMX KOHTPALENTUBIB MOXE BMAMBATU HA Pe3y/ibTaT OKPEMUX 11ab0PaTOPHMX aHani3iB, TakMX fK 6IOXIMIYHI MOKa3HMKM (DYHKLIT NeYiHKN,
LLMTOBMAHOT 3a/1031, HAAHVMPKOBUX 3a/103 | HUPOK, a TaKOX PiBHI TPaHCMOPTHUX 6i/KiB N1a3mu, TakMX IK KOPTUKOCTEPOIA3B’ A3yBasibHWIA TN06YNiH Ta hpakuii ninigis
/ninonpoTeiHiB, MOKAa3HWKWM BYINEBOAHOr0 06MiHY, Koarynsauii 1a ¢iopuHonisy. 3a3Buyail 3MiHM 3HaAXOAATLCA Y MeXax HOpMasibHWX 3HaYeHb 1abopaTopHUX
MOKa3HWKIB.

Oc061MBOCTI 3aCTOCYBAHHA.

Monepea>KeHHA

Mpn HasiBHOCTI 6YAb-SKOroi3 3a3Ha4YeHNX HXKYE CTaHiB ab0 (haKTOpiB PU3MKY 3 XKIHKOKO CNif 06roBOpUTU 06I'PYHTOBaHICTL HEOOXIAHOCTI 3aCTOCYBaHHA Npenaparty
HosiHeT.

Y pasi 3arocTpeHHs nepebiry abo npwv nposiBax 6yab-aKMX CTaHiB abo PaKTopiB pM3MKY XIHKaM PEKOMEHAYETLCA 3BEPHYTUCA [0 CBOrO Jlikaps i 06roBopuTA 3 HUM
MOX/IMBICTb NPUNUHEHHA 3aCTOCYBaHHSA npenapary HoBiHeT.

1. MopyLLeHHs 3 6OKY cUCTeEMU KPOBOOBIry

Pu3nK BUHUKHEHHSI BEHO3HOT TpoMboemb0onii (BTE)

3actocyBaHHs KOMGIHOBaHWUX ropMoHasibHNX koHTpauenTusis (KIMK) nigsuLlye pusnk po3BUTKY BEHO3HOT Tpom6oem6onii (BTE) y nauieHTiB, AKi NpuiMaroTh 1X,
MOPIBHSHO 3 TUMM, XTO He MPUIAMaE Ui NpenapaTw.

3acTocyBaHHA npenapaTiB, WO MICTATb JIeBOHOPrecTpes, HoprectumaTr abo HOPETUCTEPOH, MOB’A3aHi 3 HWKYMM PUSMKOM BUHUKHEHHS BTE. IHWI
npenapatu, Taki aK HOBIHET, MOXYTb BABiYi 36i1bLUNTY PU3NK pPo3BUTKY BTE. PilleHHs Npo 3acTocyBaHHA NpenapaTy, AKNn He HAJIeXNUTb [0 3aco0biB i3
HaMMEHLLNM PU3MKOM BUHUKHEHHS BTE, cnig npuviAmMaTtuy TinbKKM nicna 6ecigyM 3 XiHKo. HeobXifHO nepekoHaTUCA, WO BOHA YCBIAOMJIHOE PU3UK
BUHUKHeHHS BTE, noB’A3aHuii i3 3acTocyBaHHAM npenapaTy HoBiHeT, CTyniHb BNMBY HasABHUX Y Hel (PDaKTOPiB pU3MKY Ha PiBeHb BMLE3a3HAYEHOr0
PU3MKY i TON (PaKT, WO PU3NK BUHUKHEHHA BTE € HaiBMLLMM NPOTSIFOM NEpLLOro poKy 3acTocyBaHHS npenapaty. Kpim Toro, iCHYHOTb AaHi, Lo pusmK
NiABULLYETBLCSA NPW MOHOB/IEHHI NPUIOMY KOMOIHOBaHMX FOPMOHa/TIbHUX KOHTPALENTUBIB NICNA NepepBun TPUBANICTHO 4 TUXKHI | GinblLue.

3a pik BTE po3suBaeTbca npubnmsHo y 2 i3 10 000 HeBariTHUX i TUX XIHOK, fKi He 3acTocoBytoTb KI'K. OaHak iHAMBIAYanbHUIA PU3KK XIHKKU MOXe ByTu Habarato
BULLMIA, 3 OTNSAY Ha HasiBHI y HET aKTopu pU3KKy (AMB. HMXKYE).

3a oujiHkotol, i3 10000 XiHOK, AKi 3acTocoBytoTh KIK, 10 MiCTATb ge3orecTpen, y 9-12 3 HMX NPOTAroM poKy po3smBacTbcs BTE (MOPiBHAHO NPUGM3HO 3 62
BUMagKaMu cepes XIiHOK, AKi 3acTocoBytoTb KK, L0 MiCTATL NeBOHOprecTpen).

B 060x Bunagkax KinbKicTb BTE 3a pik BUSABNSETbCA MEHLLIOK, HIXK KiflbKiCTb, OYiKyBaHa y nepiof BariTHOCTI abo y nicnsinonorosuii nepiog. BTE moxe npu3secTy
[0 NeTasIbHOro KiHus B 1-2 % BunagKi..

1Taki 3HauYeHHs YaCTOTM OTPUMAV LLASIXOM aHani3y CyKyMHOCTi aHUX enigemionoriyHmx Joc/igpkeHb, BUKOPUCTOBYHOUM BiHOCHI PU3MKK /1S Pi3HUX npenapartis
nopiBHAHO 3 Takumu a1 KK, Wwo mMicTaTb 1eBOHOPrecTper.

2MepiaHa fianasoHy 5-7 Ha 10000 XiHKO-POKIB FPYHTYETbCS Ha BigHOCHOMY pU3MKy ans KIK, W0 MiCTATb NEBOHOPrecTpen, MOpiBHAHO 3 TUMM, sKi iX He
3aCTOCOBYIOTb, | CTAHOBUTbL NPUGAN3HO 2,3-3,6.

KinbkicTb Bunagkis BTE Ha 10000 iHOK y piK

KinbkicTb Bunagkis BTE



Y NOOANHOKMX BUMadKax MOBIAOMAAMOCA MPO PO3BUTOK Y XKIHOK, SiKi npuiiMatoTe KK, Tpom60o3y iHWKX cyauH (Hanpuknag, nevyiHKOBUX, Me3eHTepiaslbHUX,
HUPKOBYX ab0 PeTUHANbHUX BEH i apTepii).

daKTOpV pU3MKY PO3BUTKY BEHO3HOI Tpomboembosii (BTE)

Ha Tni 3actocyBaHHs KI'K pu3nK po3BUTKY BEHO3HMX TPOMO0EMOONIYHNX YCKIaAHEHb MOXE 3HAYHO 30iNbLUYBATUCA Y XIHOK 3 A0AaTKOBUMU (haKTOpaMu pU3MKY,
0C06/IMBO NPU HAABHOCTI MHOXWHHWX (DAKTOPIB pu3MKY (AmB. Tabnuuto 1).

Mpenapat HOBIHET NPOTMNOKAa3aHWIA XXiHKaM i3 HassBHICTIO MHOXMHHMX (haKTOPiB PU3NKY, Ha NiACTaBi AKMX T MOXXHA BiAHECTW [0 rpynu BUCOKOIO PU3NKY PO3BUTKY
BEHO3HOro TPpoM603y (AMB. po3gin «poTUNOKasaHH:A»). AKLO XiHKa Mae Ginblue 0AHOro (hakTtopa PUsnKy, 3pOCTaHHA PU3MKY MOXe B6YyTU BiNnbluMM, HXK cyma
PU3NKIB, acoLinoBaHUX i3 KOXXHUM OKpeMUM (hakKTOpOM, Y TakOMy BUMaLKy C/if BPaxoBYyBaTW 3arasibHuUiA pusuk po3sutky BTE. KK He cnif npusHavatu, aKwo
CMNiBBIAHOLLEHHA KOPUCTb/PU3NK OLLIHIOETHCA AK HeraTueHe (AMB. po3Ain «MpoTUNoKasaHHN»).

Tabnmusa 1
daKTopW pU3NKY Po3BUTKY BEHO3HOI TpoM60oembonii (BTE)
daKTop PU3NKY MpuMmiTKa
OXxmpiHHA (IHAeKC MacK Tina 6inbLue PU31K 3HAYHO NiABULLYETLCA MPK 36i/NbLUEHHI
30 Kr/m2). iHAeKcy mMacu Tina.

Oco6sMBO MOTpebye yBarv Mpu HasBHOCTI Yy
XIHOK THLINX (PaKTopiB PU3SNKY.

Tpusana iMMo6inizalis, BesiMke onepaTmeHe Y Takunx BUNafKax PeKOMeHAY€ETbCA NPUNUHNUTA
BTPYYaHHs, 6yab-AKa onepauis Ha H/XKHIX 3aCToCyBaHHA niacTupy/TabneTok/sariHasibHOro
KiHL|iBKax abo Ha opraHax Masioro Tasa, Kinbus (y pasi n1aHoBOro onepaTMBHOroO

HenpoXipypriyHi BTpyYaHHs abo Be/IMKI TPaBMU. | BTPYYaHHS — HE MEHLLIE HiX 3a 4 TUXHI) i He
BiZIHOB/IOBATM 3aCTOCYBaHHSA paHilLie HiXK Yepes
MpumiTKa: TMM4YacoBa MoGini3aLlis, BKIKOYaOUM | 2 TVOKHI MicNs MOBHOIO BiHOB/IEHHS PYXOBOT

NOBITPAHWIA NepeniT GinbLue aKTUBHOCTI. LLL06 YHUKHYTU HebaxaHOT

4 roAuH, TaKoXX MOXe 6y TN (PaKTOPOM PU3NKY BariTHOCTI, He06XiHO 3aCTOCOBYBATH iHLUI
BTE, 0co611B0O 415 XKIHOK 3 IHLWIMMKM hakTopaMu | MeTOAM KOHTpaLenLit.

PU3MKY. Y TOMy BUMNagKy, AKLO0 NPUinom npenapaty

HoBiHeT He ByB NPUNMHEHWIA 3a3aneriab,
PO3rNAAat0Tb MOX/MBICTb MPOBEAEHHS
aHTUTPOMOBOTUYHOT Tepanii.

CimeliHniA  aHaMHe3  (BUMaAKM  BEHO3HUX | FAKLLO BMHMKAE Nifo3pa Npo cnagkoBy
TPOMGOEMOO/IN Yy  HaNGAMKUMX POANYIB  — | CXWUNBHICTb, XIiHKA NOBMHHA BYTW HarnpaB/eHa Ha
OpatiB, cectep abo 06aTbKiB, 0COOAMBO Y | KOHCY/NbTaLito A0 (haxiBua A0 NPUAHATTS
BIAHOCHO MoOn0AOMYy BiLi, TO6TO Yy Biui A0 50 | piweHHS NPo BUKOPUCTaHHA 6yab-akoro KIK.
pOKiB).




IHWI cTaHK, nos’s3aHi 3 BTE. PaK, CUCTEMHMIN YePBOHWIA BOBYaK,
remMoliTUKO-yPEMiYHWUIA CUHAPOM, XPOHiYHE
3ana/ibHe 3aXBOPHOBaHHSA KMLLIEYHUKY (XBOpO6a
KpoHa abo B1pa3koBuiA KONiT) Ta
CepnonofibHOKNITUHHA aHEMIS.
36i/bLUEHHS BiKY Oco6/11mBo noHag, 35 poKiB.

Hemae e€aMHOT AYMKW LLOLO MOX/MBOMO BI/IMBY BapUKO3HOIO PO3LUMPEHHS BEH Ta MOBEPXHEBOro TPOMOOQIEGITY Ha PO3BUTOK abo MPOrpecyBaHHs BEHO3HOrO
Tpom603y.
Cnif TakoX BpaxoByBaTW, WO PU3NK TPOMOOEMOONIYHUX YCKNafHeHb 36i/bLIYETHCA Y Mepiog BariTHOCTI Ta y Mepwi 6 TWXKHIB nicns nosoris (AuB. po3gin
«3acToCcyBaHHs Yy nepiof BariTHOCTI abo rofyBaHHS rpyaat0»).
CunmMmnToMKM BEHO3HOT Tpomboemboii (BTE)
XKiHKKM noBuHHI 6YTK NOiHOPMOBaHi MPo Te, WO B pasi BUHUKHEHHS cuMnToMIB BTE M cnif 3BepHYTUCS 3a HEBIAKNaAHOK MeAMYHOK AOMOMOrOoH i MoBiAOMUTY
MeAU4HOMY npauiBHMKY npo 3acTocyBaHHA KIK.
CumnTomMamy Tpombo3y rnbokux BeH (TFB) MOXKYyTb 6y Tu:

*  0AHOBIYHWNI HABPSK HOrM Ta/abo cTony abo AiNAHKM Y3[0BX BEHWN Ha HO3i;

* 0inb abo nigBuLLEeHa YYTNMBICTb Y HO3, L0 MOXKE BiJUyBaTUCA Ti/IbKW NPU CTOSAHHI abo
X0Ab0i;

o BIAUYTTS Xapy B YpaXXeHil HO3i; NOYEPBOHIHHA abo 3MiHa KO/bOPY LLUKIpW Ha HO3I.
CumnTomamu embonii nereHesoi apTepii (E/IA) MOXKyTb 6y TW:

* panToBa 3afMLLKa 3 HEBILOMOT NPUYMHN 260 MPUCKOPEHE ANXAHHS;

* panToBWi Kallesb 6e3 04eBUAHOI MPUYMHU, MOX/IUBO 3 KPOB’10;

* TOCTPWiA 6inb Y rPyAHINA KNITLi;

* repeaHenpPUTOMHUIA CTaH abo 3anamMopOYeHHS;

* 4yacTe abo HepUTMiYHe cepLeouTTs.
[eski 3 umMx cumnTomiB (Hanpuknag 3aguilKka, Kawenb) € HecneyniyHUMM i MOXyTb OYTWU MOMMAKOBO MPUIAHATI 3a 6ifbll NOLIMPEHI ab0 MeHLLU TSXKKi
3aXBOPKOBAHHA (Hanpuknag, IHPeKuiT AnxXanbHUX WASXIB).
IHLWi 03HaKKM emM60NiT CyJUH MOXYTb BK/IHOUATL: panToBuid 6ifib, HAbPSAK Ta He3HaYHE NOCUHIHHSA KiHLiBKM.
Y pasi embonii CyauH oKa CMMNTOMU MOXYTb BapitoBaTK Bif HeYIiTKOCTI 30py (6e3 60/1b0BUX BIiAYYTTIB), ika MOXKE Mporpecyeatn A0 BTpatu 30py. IHOAI noBHa
BTpaTa 30py PO3BMBAETLCA MalXXe MUTTEBO.
P13nK po3BUTKY apTepiasibHOT TpomM6oembonii (ATE)
Pe3ynbTaTv enifieMionoriyHmMx AocniikeHb [O3BOAMAN acouitoBaTh 3acTocyBaHHA KIK 3 nmigsulieHMM puUsUMKOM PO3BUTKY apTepiasibHUX TPOMOGOeM60MiYHMX
ycKnagHeHb (iH(apkT miokapga) abo nopyLleHHAM MO3KOBOrO KpOBOOOIry (Hanpuknag, TPaH3WTOpPHe MOpYLUeHHA MO3KOBOrO KPOBOOOIry, iHCYnbT). Bunagku
apTepianbHOT TPOM60eM60IT MOXKYTb NPU3BOAUTU A0 NeTa/IbHUX HACNiAKIB.
daKTopu pU3nNKy Po3BUTKY apTepianibHoI TpoMmboembonii (ATE)
Pu3nk po3sutky ATE abo nopyLueHb MO3KOBOIo KpoBoobiry npu 3actocysaHHi KITK 3pocTae y XiHOK i3 haktopamu pusmnky (ave. Tabnuuto 2). MNpenapat HosiHeT
MPOTUMOKa3aHWI XiHKaM 3 O4HUM Cepo3HUM (DAKTOPOM PU3MKY a60 MHOXUHHUMY (hakTopamu pu3nKy po3suTky ATE, Ha OCHOBI SIKMX T MOXHA BifHeCTW [0 rpynu
BUCOKOIO PU3MKY PO3BUTKY apTepiasibHOI TPOM60eM60iT (4AnB. po3ain «poTUnokasaHH:A»). AKLLO XiHKa Mae 6inbLue 0fHOro (hakTopa pUsmKy, 3pOCTaHHA PU3NKY
MOXe 6yTn BiNbLUNM, HIXXK CyMa pU3MKIB, acoLiioBaHNX i3 KOXXHUM OKpeMUM (DaKTOPOM, TOMY CAifJ, BpaxoBYyBaTy 3arajibHuUin pusnk po3sutky ATE. KK He cnig




npu3HayaTK, AKLWO CMiBBISHOLLIEHHSA KOPUCTL/PU3MK OLIHIOETLCA K HEraTuBHE (AMB. po34in «[1poTUNOKa3aHH:A).

daKTopy pU3MKy Po3BUTKY apTepianibHOT Tpomb6oeM6onii (ATE)

daKTop pU3nNKy MpumiTKa
36i/bLUEHHS BiKYy Oco6/11Bo noHag, 35 poKiB.
ManiHHA JKiHKam cnif pekoMeHayBaTu BIAMOBUTUCA Bij,

NaiHHA, SKLLO0 BOHWN 6aXatoTb 3aCTOCOBYBATU
KIK. >KiHkam BikoMm Bif 35 pokiB, sKi He
BIZAMOBW/INCA Bif NasliHHA, CNif HaMofernmBo
PEKOMEH/YBaTW iHLLMIA METOL KOHTpaLenwii.

ApTepianbHa rinepreHsis

OXxupiHHA (IHAeKC MacK Tina 6inbLue
30 kr/m2)

PU3MK 3HAYHO MiABULLYETLCS NPU 36iMbLUEHHI
IHAEKCY macu Tina.

Oco6511mBo NoTpebye yBarun nNpu HasBHOCTI Y
XKIHOK [0A4aTKOBUX (haKTOPIB PU3MKY.

CiMeiHMIA  aHamHe3  (BMNafdKW  apTepianbHOl
TPOM60eMOONiT y HaNBMKUNX poauyiB — BpaTis,
cectep abo 6aTbkiB, 0C06MBO Yy BIAHOCHO
paHHbLOMY BiLi, TO6TO Y BiLi A0 50 pokiB)

Mpn nigospi Ha CcrNagkoBy CXW/bHICTb XKIHKa
MOBMHHA OYTW Harnpas/ieHa Ha KOHCY/bTauito 40
(axiBUs A0  NPUIAHATTS  pilUeHHS  WOAo
3acTocyBaHHs 0y ab-akoroKrk.

MirpeHb

MigBULLEHHS 4YacTOTKM abo TSXKKOCTI nepeodiry
MirpeHi mig yvac 3actocyeaHHa KIK (wo moxe
OyTM NPOBICHMKOM  MOPYLUEHHA  MO3KOBOrO
KpoBOO6iry) MoXke CTaT¥ OOrpyHTYyBaHHAM [A1s
HeranHoro MPUNNHEHHSA 3aCTOCYyBaHH$
npenapary.

IHWi cTaHW, acouiioBaHi 3  HebakaHUMU
peakuisMun 3 60Ky CyauH

LlykpoBuin fiabeT, rinepromoumncTeiHemis, Bagu
KnanaHiB cepus 1 ibpunauia nepencepab,
ANUCNINONPOTEIHEMiS Ta CUCTEMHWIA YepBOHMWIA
BOBYaK.

CumMnToMU apTepiasibHOT Tpomboembonii (ATE)

Tabnuus 2

YKiHKM NOBWHHI BYTW NOIH(OPMOBaHI MPO Te, WO B pasi BUHUKHEHHSA HMK4Ye3a3HaYeHUX CUMMTOMIB M C/lif TEPMIHOBO 3BEPHYTUCA 3a HEBIAKNAAHOK MeAMYHOH
[0MNOMOrOH0 i NOBIAOMUTY MeAMYHOMY NpaLiBHUKY Npo 3acTocyBaHHA KIK.
CvmMnTOMamy NopyLLEHHA MO3KOBOI0 KPOBOOBITY MOXKYTb 6y TW:

* panToBe OHIMIHHA 06144, CNabKiCTb a60 OHIMIHHA KiHLIBOK, 0CO6/MBO OAHOGIYHE;

* panToBe MOPYLLEHHSA XOAM, 3aMaMOpPOYeHHs, BTpaTa piBHOBarn abo KoopavHauii;
* panToBa Cn/yTaHiCTb CBIZOMOCTI, MOPYLUEHHS MOB/IEHHS 260 PO3YMiHHS;
e panToBe MOripLUIEHHS 30pYy Ha 0fHe abo 06unaBa OKa;



* panToBWIA CUbHWUIA aB0 TPMBAWIA FONOBHUIA 6iNlb 6€3 BU3HAYEHOT NPUYNHN;

e BTpara CBiOMOCTI a60 HENMPUTOMHICTb i3 CyomMamMu abo bes.
TNMYacoBICTb CUMNTOMIB MOXE CBIUNTMN NPO TPaH3UTOPHY iweMiyHy ataky (TIA).
CumnToMamu iHhapKTy Miokapaa MOXKyThb Oy TK:

*  0Oiflb, AUCKOM(OPT, TUCK, TAXKKICTb, BIYYTTA CTUCKAHHA 260 PO3NMpaHHA y rpyaax, pyLi abo
3a rpyAvHoL0;

*  AVNCKOMCOPT 3 ippagiauieto y CriMHy, H/KHIO LWeneny, ropno, pyKy, LWAyHOK;

e  BIfUyTTA NePenoBHEHHS LUNYHKA, NOPYLLEHHS TpaB/ieHHs abo fayXa,;

*  OCWeHe NOTOBUAINEHHSA, Hy0Ta, 6/1t0BaHHA abo 3anamMopOYeHHS;

e  CWNbHa CNabKiCTb, HECMOKIN abo 3aAULLIKa;

* LUBKMAKE ab0 HEPUTMIYHE CEPLEOUTTS.
2. TyxnnHm
Bigomo, Wo TprBane 3aCTOCyBaHHS MepopasibHUX KOHTPALENTUBIB € (DaKTOPOM PU3NKY PO3BUTKY paKy LUMIAKKM MaTKW Y XKIHOK, iH(iKOBaHMX BipycoM nanisiomu
nognHy (BIJT). MNpoTe ue TBepAXeHHs BCe Le 3a/MLLIAETLCA CYNepeyunBrM, OCKIZIbKM OCTATOUYHO He 3’ACOBaHO, HACKIfIbKW pe3ynbTaTu AOC/iIKeHb BPaxoBYOTh
BMNJIMB CYNYTHIX (DaKTOPIB pU3MKY (Hanpuknag, BiAMIHHOCTI Y KifIbKOCTI CTaTeBUX NapTHEPIB ab0 BUKOPUCTaHHS METOAIB 6ap’epHOI KOHTpaLenwy,it).
MeTa-aHani3 54 MiXKHapoAHMUX AOCNifXeHb BKa3ye Ha He3HayHe NiABULLEHHS BIAHOCHOrO pusnky (BP = 1,24) po3BMTKY paky MOJIOYHOI 3a/1031 Y XKIHOK, SKi
3actocoytoTb KIK. Lieii nigsuLLeHniA pusunk nocTynoBo 3HMKae NpoTarom 10 pokiB nicns npunuHeHHs 3actocyBaHHA KK, OCKinbKy pak MOIOYHOI 381031 Y XiHOK
BikOM A0 40 poKiB 3yCTPIYaeTbCA PiAKO, 30iNbLUEHHA KiNbKOCTI BMNAAKIB AiarHOCTUKN pPaKy MOJIOYHOT 3a/103M Y XKIHOK, SIKi 3aCTOCOBYHOTb HMHI ab0 HeLLoAaBHO
3actocoByBaM KIK HesHayHe LWOAO PIBHA 3arabHOr0 PU3MKY paky MOSIOYHOI 3a/103U. PesynbTatv UMX [OCNILKEHb He HafjaloTb [J0KasiB ICHYBaHHS
MPUYNHHO-HACNILKOBOTO 3B°A3KY. MiABULLEHHSA PU3MKY MOXE BYTI 3yMOB/IEHE K Oi/lbLL PaHHLOKO [iarHOCTUKOK paKy MOJIOYHOI 3a/1031 Y XKIHOK, fIKi 3aCTOCOBYIOTb
KMK, Tak i 6ionoriyHoto gieto KIMK abo noegHaHHAM 060X (hakTopiB. MOMIYEHO TEHAEHLIHO, L0 3/10AKICHI NMYX/IMHN MOMOYHOT 3a/103U, BUSB/EHI Y XIHOK, SiKi
Konu-Hebyab npuinmann KK, 3a3smyain KniHIYHO MEHLL BUP&XKEHI, HIX Y XIHOK, AKi Hikonu He 3acTocoByBain KIMK.
Y NOOAMHOKMX BUMNafKax y XIHOK, AKi 3acTtocoBytoTb KIK, crnocTepiranmcs f06OpOsKiCHI, a We pigwe — 3M108KICHI MyXINUHW MeYiHKN. Y OKpeMuX Bunagkax L
NYX/IMHU CNPUYMHANIN HEOE3MEeYHY AN XUTTA BHYTPILUHbOYEPEBHY KPOBOTEYY i3 3arpo30t0 4J19 XXUTTA. Y pasi BUHUKHEHHS CKapr Ha CUbHWIA Biflb B eniracTpasibHii
[iNAHUi, Npu 36iMbLUEHHI NeYiHKM abo 03HaKax BHYTPILUHbOYEPEBHOI KPOBOTEYI Mpy AugepeHuia/ibHIi fiarHOCTUL Cif BPaxoByBaTU MOX/MBICTb HasBHOCTI
NYXNHW NEYiHKM Y XIHOK, AKi npuinmaroTb KIMK.
3. IHWI cTaHw.
[enpecnBHWIA HACTPIN | genpecis € YacTUMK NOGIYHUMK peakLisiMy Npu 3aCTOCYBaHHI FOPMOHa/IbHUX KOHTPaLenTUBIB (AuB. po3ain «MobiuHi peakuii»). denpecis
MOXe OYTU TSHXKKOHO | € BiJOMUM (PaKTOPOM PU3KUKY CYyiLunaasibHOT NOBEAIHKM Ta camory6ceTsa. XKiHOK cnif iHpopMyBaTy NPo HEOOXiAHICTb 3BEPHYTUCA [0 NiKaps Yy
pasi nepenagiB HaCTPOKO | CUMMTOMIB Aenpecil, HaBiTb AKLLO BOHU BUHWKAKOTb HEBAOB3I MICNA MNOYATKY NiKYBaHHS.
Y XIHOK i3 rinepTpuraiuepnaemicto abo CiMeinHMM aHaMHe30M rinepTpuraiuepuaemii npu 3actocyBaHHi KK cnif BpaxoByBaTu MOXNMBWI NiABWLLEHWNIA PUSUK
PO3BUTKY NaHKpeaTuTy.
Xouyay 6aratb0X XiHOK, fiKi 3acTocoBYtOTb KIMK, 6yn0 nomMivyeHO He3HauyHe MigBULLEHHSA apTepia/lbHOro TUCKY, KNiHIYHO 3HaYMMe MiABULLIEHHS BiA3HAYAETLCA PifKO.
B3aemo3B’s13Ky MiXX 3acTocyBaHHsSM KIMK Ta KAiHIYHO 3HauyLLOK apTepiasibHOK TinepTeH3iel0 He BUABMEHO. OfHaK y pasi KNiHIYHO 3HauyLWoi apTepianbHOT
rinepTeHsii, WO NPOLOBXYETbCA Ha TNi 3actocyBaHHA KIIK, gouinbHO BigMiHUTK 3acTocyBaHHA KIMK i po3noyatu fiikyBaHHA apTepiasibHOI rinepteHsii. Mpw
HeobxigHocTi npuiiom KMK Moxe 6yT MOHOBNEHWIA, SKLLLO 32 [OMOMOr O rinoTeH3MBHOI Tepanii BAasocsa LOCATTU HOPMa/IbHUX 3HaYeHb apTepiasibHOro TUCKY.
MoBifLOMNANOCA MPO BUMHUKHEHHA ab0 3arOCTPeHHs 3a3HayYeHUX HUXKYe 3axXBOPIOBaHb Y Nepiog BaritTHOCTI Ta npu 3actocyBaHHi KIK, ane TX B3aeMO3B’S30K i3



3actocyBaHHAM KITK He € oCTaTOuyHO [OBEAEHUM: XXOBTAHWLA Ta/abo cBepbiX, MOB’A3aHI 3 XO/1eCTa3oM; YTBOPEHHS KaMeHIB Y XXOBYHOMY MiXypi; nopdipis;
CUCTEMHUWIA YepBOHMIA BOBYAK; remMONiTUKO-YpPeMiYHMIA CUHAPOM; Xopesa CupeHrama; reprnec BariTHUX; BTpata Cnyxy, NnoB’sa3aHa 3 OTOCKIepOo30M; (CnagKoBuit)
aHrioHeBPOTUYHNIA HABPSIK.

["ocTpi abo XPOHIYHI NopyLleHHs (YHKUIT NeviHkM MOXyYTb BuUMaraty BigMiHM KK, MOKM MOKasHWKM (DYHKUIT MEeYiHKN He MOBEPHYTbLCA 4O HOpMWU. Peuumavs
XO/IECTATUYHOT XXOBTAHMLI, LLLO BrepLle BUHUK Y Nepiog BariTHOCTI abo npv nonepefHbOMY 3aCTOCYBaHHI CTATEBUX CTEPOIgHMX TOPMOHIB, BUMarae npunuHeHHs
3acTtocyBaHHA KI1K.

Hessaxatoun Ha Te, wo KK MoXyTb BNAnBath Ha nepudepuyHy iHCYNiHOPE3UCTEHTHICTb | TONIEPAHTHICTb 40 F/IFOKO3W, HEMAE JaHWX LWOoA0 NoTpebu 3MIiHI0BaTK
TepaneBTUYHUIA PEXMM Y XIHOK XBOPUX Ha fiabeT, aki npuiimatoTb KIMK. MMpoTe XiHKK, XBopi Ha fiabeT, aki npuiimaroTb KK, MNOBUHHI 6yTK Nif NUALHUM
MeAUYHUM Harnsgom.

I3 3acTocyBaHHsAM KITK 6yna noB’sizaHa nigsuiLieHa MMOBIPHICTb PO3BUTKY HecrneungiyHOro BUpPas3koBoro KosiTy Ta XBopobu KpoHa.

IHOAI MOXe po3smBaTMCA XnoasMa (0C06/MBO Y XKIHOK i3 X10a3MOK0 MNif Yac BariTHOCTI B aHamHe3i). XKiHKaM 3i CXU/IbHICTIO A0 X/10a3MW CAif, YHUKATU BMIUBY
COHSAYHMX MPOMEHIB ab0 ynbTpagioIeTOBOro BUNPOMIiHIOBaHHS Mif vac 3actocyBaHHs KIK.

Mpu B16OPI MeToy (iB) KOHTpaLENLiT CNif BpaxoByBaTW BCHO HaBefeHY BULLE iHopMaLito.

MeanuHe 06CTeXKeHHA/KOHCY b Tauis

[lo moyaTKy 3acTocyBaHHSi ab0 MOBTOPHOr0O MpPU3HayeHHs npenapaty HOBIHET cnif MPOBECTM peTenbHWin 36ip aHaMHe3y (BKIOYatOuM CIMEMHWIA aHaMHe3) i
BUK/IKOYMTW BariTHICTb. HeOOXiAHO BUMIPATY apTepianbHUIA TUCK, MPOBECTU (hi3VKasibHe 06CTEXEHHS, KEPYHOUMC iH(opMaLLieto MPo NPOTUNOKa3aHHS (AMB. po3ain
«[pOTUNOKA3aHHS») Ta 0COBNMBUMY BKa3iBKaMK i 3an06KHMMU 3axoamin (auBe. po3gin «OcobamBOCTI 3aCTOCYBAHHS).

Ba)Xk/iMBO 3BepHYTY yBary XIiHOK Ha pU3NK BUHVKHEHHS BEHO3HOMO Ta apTepia/lbHOro TpomM003y, BK/IKOUaKoUM pU3NK 3aCTOCyBaHHA npenapaty HOBIHET MOPIBHAHO 3
iHwrMKn KK, Ha cumntomy BTE Ta ATE, a TakoX Ha BCTaHOB/IEHI (DaKTOPW pU3nKY Ta HeOOXiAHI ATy pasi Nifgo3pn Ha po3BUTOK TPOMO03y. HeobxiaHO, o6 XiHKa
YBXXHO MpounTana IHCTPYKLIO 418 MeAMYHOro 3acTOCyBaHHS | AOTPMMYBasacs 3a3HauyeHuWX Yy Hili pekomeHfauiil. YactoTa i Xapaktep OrnsgiB MOBWMHHI
'PYHTYBATUCSA Ha ICHYHOUMX HOPMaxX MeAMYHOT NPaKTUKN 3 ypaxyBaHHAM iHAMBIAYaIbHUX 0COONMBOCTEN KOXHOT XKIHKM.

Cnip nonepeanTy XIHKY, L0 TOPMOHa/IbHI KOHTpaLENTVBYM He 3axuwatoTb Bif BIJ1-iHgekuit (CHIAy) Ta iHWKX 3aXBOPHOBaHb, LLIO NepefaloTbCA CTATEBUM LLIAXOM.

SHU>KEHHS e(DeKTMBHOCT I KOHT pauenuii

EmekTnBHicTb KK MOXe 3HMXYBATUCA Y BUMNAAKY MPONYCKy NpuiioMy TabneToK, po3najis LIyHKOBO-KULWIKOBOMO TPAKTY (AMB. po3ain «Crnoci6 3acTocyBaHHSA Ta
[031») ab0 NpU OHOYACHOMY 3aCTOCYBaHHI IHLUMX NTiIKAPCbKMX 3ac06iB (4MB. po3Ain «B3aemogisi 3 iHLWMMK NiKapCbKMMKM 3ac06amu Ta iHLLI BUAW B3aEMOAIIA»).

Y 3B’A3KY 3 PU3NKOM 3MEHLLEHHA KOHLEHTpauii npenapaTy HOBIHET y nniasMi KPOBIi, a TaKOX 3HMXKEHHSI KMIHIYHMUX e(eKTiB, CMif YHUKaTW MOro 0HO4YacHOro
3aCTOCYBaHHS 3 POC/IMHHMMKM MpenapataMu, WO MICTATb Y CBOEMY cKnagi 3Bipo6iit (Hypericum perforatum) (amB. po3gin «B3aemogis 3 iHWMMKU NiKapCbKUMM
3ac06amMm Ta iHLWWIi BUAW B3aEMOUIN»).

KOHTPO/b MEHCT PYya/ibHOT O LKy

Ha Tni 3actocyBaHHa 6yab-akmx KK MOXyTb crioctepiratmcs HeperynsipHi KposoTeui (Maxydi KpPOB’AHUCTI BUAINEHHS abo MpopuBHa KpoBOTeva), 0C06/IMBO
MPOTAroM MepLUMX MICALLB 3aCTOCYBaHHA. TOMY OLiHKa Oy b-AKNX HEPEryNAPHUX KPOBOTEY € 3HAUYLLIOK TifIbKK Micns nepiogy agantauii, LWo CTaHOBUTb NPUOIN3HO
3 umknn.

Y pasi, KO HeperynapHi KPOBOTEYI NOBTOPIOOTLCSA ab0 PO3BMBAKOTLCA MICNA MOMEPEeLHIX PerynsapHUX UMKNIB, CNif 3BEPHYTU YBary Ha HeropMoHa/IbHi MPUYMHU
LIMX CTaHIB | BUK/IKOUUTY 3M105KICHI HOBOYTBOPEHHS ab0 BariTHICTb. MoXe 6y TV NPOBeAeHO AiarHOCTUYHWIA KIopeTax.

Y [esknx KiIHOK MOXKe He HacTaTy MeHCTpyasibHa KpoBoTeuya nif, vyac nepepsu y NpuinoMi nepopasibHUX KOHTpaLenTuBiB. AKLLO XiHKa 3acTocoByBana KI'K 3rigHo i3
BKasiBKamu, onucaHumu y po3gini «Cnoci6 3acTtocyBaHHSi Ta [03V», TO Ma/OMMOBIPHO, WO B Hei HacTaHe BariTHiCTb. poTe, SKWwo 3actocyBaHHs KIK
3AICHIOBANIOCA HEPerynspHo A0 BIACYTHOCTI MepLuoi KpoBOTedi BigMiHM abo AKWO MeHCTpya/lbHa KpoBOTeya BiACYTHS NPOTArOM [ABOX LUMKAIB, MNepeq
MPOLOBXeHHAM 3acTocyBaHHA KIMK He0OXiAHO BUKNHOUUTL BariTHICTb.



MigsuweHHs ANT (anaHiHamiHOTpaHcdepasn)

Bigomo, wo B npoueci KNiHiYHMX BUNPO6YBaHb Yy NaUieHTIB, AKI OTpMMyBann Ana NiKyBaHHSA iHQeKLUin BipycHoro renatnty C nikapcbKi 3acobu, WO MICTATb
omb6iTacBip/naputanpesip/pUToHaBip Ta facabysip i3 pubasBipMHOM abo 6e3 HbOro, 6y10 BUABEHO MiABULLEHHA piBHA AJIT Ginblue, HXK Yy 5 pasiB BULLE BEPXHLOT
MeXi HOPMWU, SIKe BUHMKAE YacTillie Y XIHOK, SKi 3aCTOCOBYBa/IN /TIKAPCbKI 3aC06U, AKI MICTATb eTUHINecTpagion, Taki aK KI'K (amB. po3ginv «poTunokasaHHsA» Ta
«B3aemofis 3 iHLMMK NiKapCbKMMKM 3ac06aMu Ta iHLWI BUAW B3aEMOfil»). 3aCTOCyBaHHA npenaparty HoOBIHET cnif NPUNMHUTK A0 NoYaTKy KOM6GIHOBaHOIO NiKyBaHHS
npotun Bipycy renatuty C, sike BKIKOYae oMbiTacBip/naputanpesip/putoHasip i3 facabysipom abo 6e3 Hboro (AvB. po3ginu «poTunokasaHHA» Ta «B3aeMogis 3
IHLIMMK NiKapCbKUMK 3ac06amMm Ta iHLLI BUAX B3aEMOAin»). MOHOBAKOBATY 3aCTOCYBaHHS npenapaTy HOBIHET cnifg Npuban3HO Yepes 2 TWXKHI NICNs 3aBepLLEHHS
KOMGIHOBaHOI 0 NiKyBaHHS.

HoBiHET MICTUTb NakTo3y. XKiHKam i3 Takumy PiAKICHUMW CNagKOBUMM 3aXBOPKHOBAHHAMM, K HEMEepPeHOCHMMICTb rasiakTo3u, NOBHA NaKTasHa HefoCTaTHICTbL abo
CUHJPOM [/THOK030-ralakTo3HOT Manbabcopobuii, He cnif npuimaty e NikapcbKuia 3acib.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

BariTHiCcTb.

Mpenapat HOBIHET He 3aCTOCOBYETLCA Y Nepiof BaritHOCTI. [lo noyaTKy 3acToCyBaHHSA npenaparty HOBIHET C/lij BUKIHOYMTI HAABHICTb BariTHOCTI. AKLLO BariTHICTb
HacTana Ha T/i 3aCToCcyBaHHA npenapaty HoBIHET, 1A0ro 3aCToCcyBaHHS Cifl HEraHoO MPUNUHUTY.

BignosigHO [0 pe3ynbTaTiB enigemionoriyHnX AOCMiMKeHb, YacTOTa PO3BUTKY BPOMKEHUX aHOMasiii Y HOBOHAPOMKEHUX, MaTepi AKX npuiiManu nepopasbHi
KOHTpALeNnT!BY [0 BariTHOCTI, HE NEepPeBULLYE HOPMa/IbHOTO PIBHA, KPiM TOTO, Y pasi 3aCTOCYBaHHA Nepopa/ibHMX KOHTPaLENTUBIB Ha PaHHIX TepMiHax BariTHOCTI
TepaToreHHOro ePeKTy Bif X NPUIAOMY He crocTepiranocs.

Mpn NoBTOpPHOMY NpU3HayeHHi npenaparty HOBIHET cnif BpaxoByBaTW 36iNbLUEHHA pU3UKY po3BuTKY BTE y nicnsnonorosomy nepiogi (avs. po3ginm «Cnoci6
3aCTOCyBaHHSA Ta [031» Ta «OC06/IMBOCTI 3aCTOCYBAHHS).

Mepiof rogysaHHaA rpyaato.

Mpuitom NepopasibHUX KOHTPALENTUBIB MOXeE 3MeHLLYBaTW KiNbKiCTb FPYAHOr0 MO/OKA Ta 3MiHIOBaTW MOro cknag, 6ifbLl TOro, Ua rpyna npenaparis NPoOHUKAE y
rpyAHe MO/IoKO (NMpoTe HeMae JoKa3iB HeGaXXaHOro BNNBY Ha 3[40POB’A AUTUHK), Y 3B’A3KY 3 LM 3aCTOCYBaHHA npenapaTy HOBIHET XiHKaMm, AKi rogytoTb rpyaato,
HEe PEKOMEHLYEThCA.

Mari KifIbKOCTi CTEPOILHNX TOPMOHIB Ta/abo TX MeTaboNiTiB MOXYTb MPOHUKATK Y TPYLHe MO/IOKO, OfHaK J0Ka3iB He6aXXaHOro BMN/IMBY Ha 340PO0B’S AUTUHN HEMAE.

3paTHICTb BNMBATW Ha LUBUAKICTb pPeakLii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLIMMK MexaHi3MaMu.
Brnnavey KINK Ha 34aTHICTb KepyBaTyi aBTOTPAHCMNOPTOM a60 iHLIVMMU MeXaHi3MaMmn He BUSB/IEHO.

Cnocib 3acTocyBaHHA Ta [03Mu.

fosn

MpuiioM TabneTOK PO3NOYMHATY 3 NEPLLIOro AHA MEHCTPYaIbHOro LUMKAY i npuiimati no 1 Tabnetyi Ha fo6y npoTsarom 21 aHs 6e3 nepepsu, Y pasi MOX/IMBOCTI — B
OAMH i TOW e Yac fo6wu. MoTim cnig 3pobuTtn 7-aeHHyY nepepsy, Nif Yac AKOi Big0yBaeTbCA KPOBOTeYa BigMiHW. Ha HacTynHWIA AeHb Nicnsa 7-AeHHOI nepepsu (Yepes
4 TWKHI nicng nNpuiniomy nepLuoi TabneTkun, y TON e AeHb TUXHA) BifHOB/IOTL NPUIAOM MpenapaTty 3 HAcTYMHOI 6/1iCTEePHOT YNaKOBKK, L0 TaKOX MiCTUTb 21
Tab/eTKy, HaBiTb SKLLO KPOBOTEYa He MpUNUHMMACL. Takoi CXemu MpuUiioMy chif AOTPUMYBATUCA, MOKWU ICHYE HeOOXIiAHICTb Yy KOHTpauenuii. Mpn LOTpUMaHHI
BKa3iBOK /iKaps KOHTpaLenTUBHUIA etheKT 36epiracTbCs i Ha Yac 7-AeHHOI Nepepeun y Npuitomi TabneTok.

TabneTkn HeobXigHO NPUIAMAaTN BHYTPILLHBO, Y NOPSAKY, 3a3Ha4eHOMY Ha 61iCTEpPHI ynakoBLi.

MepLunii npuitom npenapaTy HoBiHeT



FAKLO paHiLle ropMOHa/IbHI KOHTpaLenTyBM He 3aCTOCOBYBa/MCh (B OCTaHHin Micaupb).

MpuiioM nepLuoi Tabnetkn HOBIHET CNif po3noYMHaTK 3 MEPLUOro AHA MEHCTPYaAIbHOTO UMKAY, Y LbOMY BUMNaAKy He NOTPiGHO BUKOPUCTOBYBATY LOLATKOBI METOAM
KOHTpaLenuir.

Mpuitom TabneTok MOXHa po3noyuHaTh i 3 2 A0 5 AHA MeHCTpyauii, ane B LUbOMY BUNafKy Yy MepLIOMY UMK BUKOPUCTaHHS npenapaTy Chif 3acTocoByBaTu
AoAaTKoBi (6ap’epHi) METOAN KOHTpaLenuiiy nepLwi 7 4ié npuitomy TabneTok.

FAKLL0 nponwwio GinbLie 5 AHIB Nicnsa NoYaTKy MeHCTpyau T, NOTPiBHO BigKNACTX NOYaTOK NpuitoMy npenapaty HOBIHET 40 HACTYNHOT MeHCTpYaLil.

Mpyn nepexofi 3 KOMOIHOBAHOIO rOPMOHALHOMO KOHTpauenTusy (KOMGiHOBaHOro nepopanbHoro KoHTpauenTusy (KIK), BariHaibHOro Kinbusa a6o
TpaHcLepMa/ibHOro NnacTumpa)

BaxkaHo, 106 XiHKa novana npuitom TabneTok HOBIHET Ha HACTYMHWIA feHb Mics NPUAOMY OCTaHHLOT aKTUBHOT TabneTkn nonepegHboro KMK; y Takmx Bunagkax
npuinom TabneTok HOBIHET He cnif Po3noYMHATK Mi3HILE HACTYMHOro AHA MiCNs 3BMYHOT MepepBu Yy MpUiAOMI TabneTok abo MPUnOMY HeaKTUBHUX TabneTok
nonepeaHboro KIK. Mpu nepexogi 3 BariHa/IbHOro KinbUsg abo TpaHCAEepMaIbHOMO NAacTUpy Npuiiom Tabnetok HoBiHET 6aaHO pO3MoYMHaTK B fjeHb BULASIEHHS
nonepeaHbLOro 3acoby; y Takunx BunagKax npminom Tabnetok HoBiHET cnif po3noymMHaTK He Mi3HiLle 3aniaHoBaHOI NpoLeaypu 3aMiHN.

Mpn HaneXHoMy 3aCTOCyBaHHI MOMNepeaHbLOro MeTody KOHTpauenuii, a TakoxX Mpu nigTeepaXeHHI BIACYTHOCTI BariTHOCTI 3MiHa MeToAy KOHTpauenuil moxe
NMPOBOAMTUCA Y BYyAb-AKWUIA feHb LUKIy. He cnif nepeBuLLyBaT TPUBaIiCTb PEKOMEHLOBAHOT Nepepsn B NMPUIAOMI paHille BUKOPUCTOBYBAHOIO A5 KOHTpaLenwii
npenapary.

Mpy nepexogi 3 iHWKX NpenapaTiB, SKi MICTATb fuULe nporecTareH («MiHi-nini», iH’ekyii, imnnaHTn) abo BHY TPILLHLOMATKOBOT CUCTEMM 3 NPOrecTOreHoM
XiHKa, fka npuiimae «MiHi-nini» (npenapaTu, Wo MIiCTATb Ti/IbKM NPOrecTepoH), MOXe noyaTy NpuiioM npenapaty HoBiHET y Oyab-AKUiA AeHb; y pasi iMniaHTa abo
BHYTPILLHbOMATKOBOT CUCTEMWN — Y AieHb X BUAANIEHHS; Y BUMAAKY 3aCTOCYBaHHS iH €KL — 3aMiCTb HACTYMNHOT iH €KLiT, NpOTe Y BCIX LUMX BUNagKax y nepui 7 AHiB
npuinomy TabneToK PeKOMEHALYETLCA BUKOPUCTOBYBATM A0AATKOBUNIA METOL KOHTpALLenLii.

Micna abopTy B | TpuMecTpi BariTHOCTI. 3acTocyBaHHA npenapaTy HOBIHET Cnif po3noyaTy HeralnHO B TOM XXe AeHb Nicns onepauii abo BUKMAHA. Y Takomy
BUMNaAKY HeMae HeobXigHOCTI 3aCTOCOBYBATW [JOAATKOBI 3aC00M KOHTpaLenLii.

[Micns nonoris abo abopTyy Il TpUMecTpi BariTHOCTI

MpuiioM nepopanbHNX KOHTPaUEenTMBIB XXiHKaM, fKi He rofdywTb FpyAdro, cnig po3nounmHaT Ha 21-28-ii AeHb nicns nonoris abo aéopty y Il TpumecTpi.
3acTocyBaHHS 104aTKOBMX METOAIB KOHTpaLenyii y LboMy BUNaaKy He NOTpi6HO.

Y pasi, SKLL0 3acTocyBaHHsA npenapaty HoBiHET 6yn10 po3noyaTo nisHille, y nepLui 7 A4ié npuiioMy cif BUKOPUCTOBYBATM A0AATKOBI METOAM KOHTpaLenyii.

Y pasi, AKLL0 Micns nosoris BXe 6yB CTaTeBMIN KOHTAKT, MPUIAOM TabNeToK cij BiAKNacTV A0 NepLuot MeHCTpYyauii.

MpuMiTKa: XiHKam, fKi rogytoTb rpyaaro, He cnig npuinvat KIMK, OCKiNbKU Le MOXe MPU3BECTUM [0 3MEHLUEHHS KifbKOCTi rpyAaHOro Monoka (4vB. po3gin
«3acTocyBaHHA Yy nepiog BariTHOCTi abo rofyBaHHS rpyaat0»).

Mpuiiom nponyLLeHnX TabneTok

AKLLO nicns NponycKy npuinomy TabneTkn MUHYNO He 6inblle 12 roguH, NpotusannigHa gis npenaparty He nNocnabnoeTbea. HeobXigHO AKHaMLIBMALLE NPUAHATY
nponyLeHy TabneTky, a fani NPOLOBXMUTIN NPUIAOM NpenapaTy Y 3BUYHKI Yac.

AKLLO nicna nponyckKy TabneTky Npourwno 6insbwe 12 roguH, npoTuanigHa gis npenapaty MoXe nocnabutucb. Y pasi NponyckKy Heo6xifHO BpaxoByBaTw fBa
OCHOBHUX MNpasuna:

1. He NnpununHATM NpUinoM TabneTokK 6GifblLue HIXK Ha 7 AHIB.

2. [N DOCArHEHHA [OCTaTHLOrO MPUrHIYeHHS rinoTanamo-rinogisapHo-AeYHNKOBOT CUCTEMU HEOOXIAHO 7 AHiB 6e3nepepBHOro 3aCTOCyBaHHS Npenapary.
BignoBigHO A0 LbOro Npu NpuiioMi TabneTok HeObXiAHO KepyBaTUCA HACTYMHUMK PEKOMEHAALLIIMW.

Tu>KaeHb 1

MoTpibHO AKHAMLIBKALLE NPUAHATL NPONYLLEHY TabMeTKy, HaBiTb AKLLO Lie 03HaYaTUMe NpUoM ABOX TabneTok ofHOoYacHO. MoTiM crif NPOLOBXUTU PerynsapHui



NpUOM Yy 3BUYHWIA Yac fo6u. Mpu LbOMY NPOTArOM HaCTyMHUX 7 fi6 NOTPIGHO BMKOPWUCTOBYBATW AOLATKOBWIA Gap’epHUA MeTof, KOHTpauenuii (Hanpuknag,
npesepsatumB). AKLLO Y nonepedHi 7 fi6 BiadyBcA CTaTeBUIA KOHTAKT, C/lif, BPaxoBYBaTV MOX/IMBICTb HACTaHHA BariTHOCTI. YuM 6ifblue NponyLeHo TabneTok i Yim
6nvKYe [0 nepepsun 6y NPOMNYCKW, TUM BULLMIA PU3MK HACTaHHSA BariTHOCTI.

Tv>KaeHb 2

MoTpibHO AKHaMLWBMALLE NPUAHATA NponyLleHy TabneTKy, HaBiTb AKLO Lie 03HaYaTVMe NPUIOM [BOX Tab/eToK ofHoYacHo. MoTiM cnif NPOAOBXMUTY PerynspHui
MpUINOM Yy 3BUYHWIA Yac [00KW. 3a YMOBM MPaBU/IbHOrO 3aCTOCYBaHHSA MPOTAroM 7 fi6 L0 nponycKy TabneTkn Heo6XiAHOCTI Y AOAATKOBMX 3aX0fax KOHTpauenwii
HeMae, ane B iHLOMY BUMaAKy abo AKLLO NponyLeHo Ginblie 1 TabneTku, Cnif 3acTocoByBaTy OAATKOBUIA METOA KOHTpaLenyii npoTarom 7 aib.

Tu>KaeHb 3

Pr3nK nocnabnieHHs nNpoTu3annigHoT 4il HeMUHYYMIA 3 Orfsgy Ha 6/M3bKICTb Nepepsum y NpuiioMi TabneTok. OfHaK LibOMYy MOXHa 3arobirTi KOpUryBaHHAM PeXxxumy
npuinomy TabneTok. 3a YMOBW MPaBW/IbHOIO NPUInOMY BCiX TabneToK NpoTarom 7 Ai6é Ao nponycky TabneTku, HeobXiAHOCTI Y A04aTKOBUX 3aX04ax KOHTpauenwit
HeMae, AKLL0 BUKOPUCTOBYETLCA OAMH i3 IBOX HaBeeHNX HVhKYe BapiaHTIB. Y IHLIOMY BUNALKY XiHLiI PEKOMEHLYETLCA KepyBaTUCA NepLLMM BapiaHTOM i OAHOYACHO
3aCTOCOBYBAaTW 04ATKOBUIA METO/ KOHTpaLenuii npoTarom 7 Ai6.

1. AkHanwsnaLe NPUAHATYA NponyLleHy TabneTKy, HaBiTb AKLLO Le 03Ha4aT1mMe Npuinom ABOX TabneToK OA4HOYACcHO. [OTiM C/lif NPOLOBXUTI PErynspHUIA
NPUIAOM Y 3BUYHWIA Yac fobu. HeobxigHO noyaTy 3acTocyBaHHA TabMeToK i3 HOBOI GMICTEPHOI YNakoBKW oApasy Micns NPUinoMy OCTaHHbOT TabneTKM 3 MOTOYHOT
6nicTepHOI ynakoBKW, TOGTO He POOGWUTM Mepepsu Nicns NpuiioMy TabneTok i3 nonepeAHbOi GNICTEPHOI ynakoBKW. HacTaHHA MeHCTpyanbHOI KpoBOTedi A0
3aKiHYeHHS NpuinoMy Apyrol ynakoBKy TabneToK MaioiMOBIpHE, ase Nif Yac npuiioMy TabieToK MOXYTb 3’ABNATUCA MaXKydi BUAiNEHHS abo NPOPUBHI KPOBOTEYI.

2. XKiHUi MOXHa TakoXX nopaguTy NPUNUHUTA NPUIAOM TabneTok 3 NOTOYHOI 6AICTEPHOI YNaKOBKW. Y LbOMY BUMAAKY Cif BATPUMATK 7-AeHHY Mepepsy,
BK/IHOYAKOUN Ti AHI, KO/ BOHA 3abyna NPUAHATI TabneTku, i NOTiM novaTy NPpuinomM TabneTok i3 HOBOT 61iCTEPHOT YNaKOBKU.

AKLLO KiHKa 3abyna NpuUMHATK TabneTku, i MOTIM MeHCTpyasibHa KpOBOTeYa Mif 4ac Mepluoi nepepsn y MNpuidomi TabneTok He Hactana, Chif BpaxoByBaTy
MOX/IMBICTb HACTaHHS BariTHOCTI.

PekomMeHzauiT npu LWNYHKOBO-KMLLIKOBKX po3nafax

Y pa3i THKKMX LUTYHKOBO-KULLIKOBMX PO3MafiB BCMOKTYBaHHA npenapaty MoXe OyTW HEMOBHWM, Y LbOMY BUMAaZKy Cfif 3acTOCOBYBaTW [OAATKOBI METOAM
KOHTpaLenLir.

Y pasi 61t0BaHHS, L0 BUHWUKIO NPOTAroM 3—4 rofivH nicnis npuinomy TabneTok, Cnif KepyBaTUCcs peKOMeHAauisiMy Wo0 NpornycKy npuitomy TabneTok, 3a3HaueHnx
y NYHKTI «[ponyLieHi TabneTkm» (4MB. BULLE). FKLLO XiHKa He X0ue 3MiHI0BaTW 3BUYHUIA NPUIAOM npenapary, i cnif NpuiAHATY 4o4ATKOBY TabneTky (-1) 3 iHLWOT
GniCTepPHOT yNaKoBKM.

AK 3MICTUTK abo BigTEPMiHYBATUN MEHCTPYa/IbHUIA LK

BigTepMiHyBaHHA MEHCTPYa/lbHOMO LIMK/Y He € NOKa3aHHAM A/1 3aCTOCYBaHHSA JaHoro npenaparty. MpoTe, AKLWO Y BUHATKOBUX BUNaAKax NOTPIGHO BiATepMiHYyBaTH
MEHCTPYa/IbHUIA LK/, XXiHKA NMOBUHHA NPOAOBXWTU NPUIAOM TabneTok 3 HOBOI GNiCTEPHOI YNakoBKu npenapaty HosiHeT 6e3 nepeabayveHoT nepepsn y npuiiomi.
BigTepmiHyBaHHS MOXe TpuBaTW CTI/IbKW, CKilbKM OaXae >KIHKA, MOKM He 3akiHyaTbCA TabneTku 3 Apyrol 6niCTepHOi ynakoBkW. Ha Tni BigTepMiHYBaHHA
MEHCTpPYaLil Yy XXIHKM MOXYTb BMHMKATM MaXydi BWUfAiNeHHA abo MpOopvBHI KpoBoTedi. Hapgani, nicns nnaHoBOi 7-A€HHOT NepepBw, PErynsipHUin Npuinom
npenapaty HoBIiHET MOXKe 6y TV NMPOAOBXEHNIA.

L1106 3MiCTWUTK Yac HaCTaHHS MeHCTpYyauLil Ha IHLWWIA AeHb TUXKHSA, peKOMEHAYETLCA CKOPOTUTY TPMBaNICTh NepepBun Ha baxkaHy KinbKiCTb AHIB. YMM KOpOTLLOKO 6y e
nepepsa, TMM BULLMIA PU3KK TOTrO, L0 KpOBOTEYa BiAMIHM HE PO3BUHETLCA, a Ha T/Ni MPUIAOMY HACTYMHOT YNaKOBKM OyAyTb BUHUKATU MaXKy4i BUAINEHHS | MPOPUBHI
KpoBoTeui (y nepiog BifknafeHOi MeHCTpyauit).

LiTwn. besneka i eheKTUBHICTb Ae30recTpeny y nigniTkis BIKOM 40 18 pokiB He BCTaHOB/eHa. [laHMX HeMa.



NepenosyBaHHS.

Mpo cepito3Hi NOBGIYHI peakLil, WO PO3BMBaOTLCA MPW Nepefo3yBaHHI NepopasibHUX KOHTPALENTUBIB, He NOBIiLOMASAN0CA. MOXIMBUMW CUMNTOMAMK Yy JaHOMY
BUMAAKY MOXYTb BYTW: HyAOTa, 6/110BaHHS, @ TaKOX He3HauyHa BariHa/lbHa KpoBOoTeYa y MOoAMX AiByar. Takum YAHOM, Nepefo3yBaHHA npenapary flikyBaHHA He
BMMarae. MpoTte Npu BUABNEHHI Nepefo3yBaHHA NPOTAroM 2—3 roAnH abo Npu NPUnoMi BENMKOI KiNbKOCTI TabneToK MoXe 6yTW NpoBeAEHO NPOMMBAHHS LUTYHKA.
CreympivyHOro aHTUAOTY He ICHYE, CNif NPOBOAUT CUMNTOMATUYHY Tepanito.

Mo6iyHiI peakuil.

Onuc oKpeMux NOGIYHUX PeaKLLili

361/IbLLIEHHA PU3MKY PO3BUTKY apTepiasibHUX i BEHO3HUX TPOMOOTMYHMX | TPOMOOEMOOMIYHMX YCKNaAHeHb, BKIOYaouW iH(apKT MioKapaa, IHCY/bT, TPaH3NUTOPHI
iLlemiyHi aTaky, BEHO3HMIN TPOMO03 i TpOMBOEM6OONItO NlereHeBol apTepil, 6yno BiA3HAYeHO Y XIHOK, AKi 3aCTOCOBYIOTb KOMOIHOBaHi nepopasibHi KOHTpaLenTuBK.
BinbL feTanbHa iHQopMaLis BUKNageHa y po3gaini «OcobnmBoCTi 3aCTOCYBaHHSA.

Kpim Toro, npu 3actocyBaHHi KIMK cnocTepirannca iHWi HebaxaHi fBMLLA, Taki SK apTepiasibHa rinepTeH3is, ropMOHO3a1eXHI NyXAUHWU (Hanpukniag, nyXanMHu
MeviHKM, MONOYHOT 3a/1031), X/10a3Ma, NPO L0 JOKIaLHO onucaHo Yy po3aini «Ocob6MBOCTI 3aCTOCYBaHHSA.

Ak i npwu 3actocyBaHHI byab-akux KK, mMoxe criocTepiratucs 3MmiHa XapakTepy MeHCTpYalbHOI KpoBOTeYi, 0CO6/IMBO Y MepLUMil MiCALb 3aCTOCYBaHHSA. MOXYTb
crnocTepiratuca 3miHyM 4acToTh KpoBOoTeY (MOBHE 3HUKHEHHS, 3HVXKEHHS ab0 36i/bLLUEHHSA YaCcTOTH), IHTEHCMBHOCTI (3HMXKEHHSA ab0o 36i/bLIeHHS) abo TPMBaIOCTI.
MoxknmBi No6IYHI peakLil, onucaHi y XiHokK, fKi npuiimany KIMK, wo mictatb 0,15 mr gesorectpeny i 0,02 mr eTuHinectpagiony (SK y npenapati HOBIHET), a TakoX
3aranbHi 4ns KMK no6ivni peakwii HaBeieHi B Tabnuui Hkue3. Bei MoGiuHi peakLii KnacugikoBaHi 3a cucTeMamy OpraHiB i 3a YaCTOTOK BUHUKHEHHS: [Iy>Ke YacTi
(= /10), yacri (= 1/100 - < 1/10), HevacTi (= 1/1 000 - < 1/100) Ta noogmnHoki (= 1/10 000 - < 1/1 000).

Knacu cuctem opraHis YacrTi Hevacri MoognHOKiI

Po3naau imyHHOI linepyyTnMBICTb

cucTemu

Po3naan 0bMiHy 3atpumka pignuHu

PEYOBVH i XapyyBaHHS

McuxiyHi nopyLeHHs | MpurHivyeHwin HacTpin 3HWXKeHHS nibigo MigBuLLEHHS NiGigo

3MmiHa HacTpoto

Po3naan HepBOBOI "0NnoBHUI 6inb MirpeHb

cucTemu

Po3naau opraHis 3opy HenepeHocHMICTb
KOHTaKTHUX JTiH3

CyaunHHI po3nagn BeHo3Ha
Tpom6oembonisi (BTE)
ApTepiaibHa
Tpomboembonisi (ATE)

Po3nagn HypoTta bntoBaHHA

LLI/TYHKOBO-KMLLKOBOIO | Biflb y XMBOTI [Liapes

TpakTy




CUCTEMU Ta MO/TOYHUX
3aJ103

Biflb y MOMOYHNX
3a/103ax

Po3snagu wkipu Ta BucunaHHsa By3nukosa eputema
NiALWKipHOT Kponus’sHka MynbTudopmHa
K/TITKOBMHN eputema

Posnaam BontoyicTb MONOYHMX 36i/bLLEHHSA MO/TOYHNX BariHanbHi BUAiNeHHS
PenpoayKTUBHOT 3a103 3a103 BugineHHs 3 MONIOYHNX

3a/103

3ara/ibHi  po3nagn Ta
peakuii y  Micui
BBEEHHS

306i/bLLUEHHA MacK Tina

3MEHLLEHHS MacK Tina

3118 ONUCY KOHKPETHUX MOGIYHMX peakLiiii HaBelleHO HaibGinblu BigNoBiAHWIA TepMiH MedDRA. CHHOHIMM aG0 MOB’A3aHi 3 MOGIYHOK PeakLield CTaHWU He

3a3HaueHi, OfHaK iX C/if BpaxoByBaTy.

B3aemopii

MpopuBHI KpoBOTeYi Ta/abo HeedeKTUBHICTb KOHTPALENTMBHOIO 3aco0y MOXYTb OyTW pe3ynbTaTamy B3aeMOZil NepopasibHUX KOHTPauenTMBIB 3 IHLWIMMM
NiKapCbKMMM 3ac06amMu, Ki iHAYKYTb MiKpOCOMasbHi (hepMeHTH (AMB. po3ain «B3aeMofis 3 iHLWUMK NiKapCbKMMKM 3ac06aMm Ta iHLLI BUAW B3aEMO/IN»).

[NoBigoOMNIEHHS MPO Mif03PHOBaHI NOGIYHI peakuii

MoBiAOMNATM MPO Nifo3ptoBaHi MeAMKaMEeHTO3HI MOGIYHI peakuil HeobXifAHO HaBiTb Nicnd TOro, SK OTPUMaHO pPeecTpauiiiHe noceigyeHHs. Lle ao3sonse
MPOAOBXYBATWN MOHITOPUHT CMiBBIAHOLLEHHSA KOPUCTL/PU3MK ANS AHOIO0 NiKapCbKoro 3acoby. MpauiBHMKIB chepy 0XOPOHM 340P0B’S NPOCATL NOBIAOMAATA MPO BCi

nifo3ptoBaHi NOGIYHI peakwui, BUKOPUCTOBYHOUM HaLiOHa/IbHY CUCTEMY IHPOPMYBaHHS.

TepMiH NpUAATHOCTI.
3 POKMW.

YMmoBu 36epiraHHs. 36epiratv npu Temnepartypi He suLe 30 °C.
36epiratv y HeOCTYMHOMY AN AiTel MiCLi.

Ynakoska. Mo 21 (21x1) tabnetui y 6nictepi; no 1 (21x1) a6o no 3 (21x3) 6nicTepn y KapTOHHIM YNaKoBLi. Y KapTOHHY YNaKoBKY BKaeHO MNackunii KapTOHHUIA

(hyTnsp ansa 36epiraHHsa 6nictepa.

KaTteropis Bignycky.
3a peLenTom.

BupobHMK.
BAT «["efeoH PixTep».

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafKeHHS MOro 4isiNIbHOCTI.

H-1103, byaanewT, Byn. fempei, 19-21, YropLinHa.




3a8BHUK.
BAT «I"efieoH PixTep».

MicLe3HaxoLKeHHS 3asiBHMKa.
H-1103, byaanewT, Byn. [empei, 19-21, YropLinHa.



