IHCTPYKUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

TDKA3
(YAZ®)

Cknag:

AI0YI PEYOBUHU: €TUHINECTPaaion, A4POCMipeHOH;

1 ynakoBKa MiCTUTb 28 TabneTok (24 TabneTky CBITN0-POXKeBOro Ta 4 TabneTkun (nnayebo) 6is10ro KonbLopy);

1 TabneTKa CBIiTN0-POXKEBOr0 KOMIbOPY MICTUTL eTUHINecTpagiony 0,02 mr (y Burnagi knatpaTy 3 6eTagekcom) Ta ApOCnipeHOHY 3 Mr;

[OMOMIDKHI PEYOBMHM: NIAKTO3M MOHOTIAPAT, KPOXMaslb KYKYpYA3sHWIA, MarHito crteapaT, rinpomenosa, Tasbk, TutaHy giokeng (E 171), 3anisza okeng yepBoHuid (E
172);

1 TabneTka nnaue6o 6in10ro Kobopy MiCTUTB:

[OMNOMI>KHI PeYOBUHU: NaKTO3M MOHOTIApaT, LieNk103a MiKpOKpUCTasTiuHa, MarHito cteapar, rinpomesnosa, TasibK, TUTaHy giokeug (E 171).

Jlikapcbka hopma. Tabnetku, BKpUTI 060/10HKOHO.

OCHOBHI (hi3MKO-XIMiYHI BNAaCTUBOCTI: KPYr/i ABOONYKNi TabneTkn, BKPUTI 060/I0HKOIO, CBIT/I0-POXEBOr0 KO/IbOPY, 3 OAHOTO BOKY AKUX BUTUCHEHI 6YKBM «DS» y
npaBuIbHOMY LUECTUKYTHUKY, Ta KPyrni, ABOONYK/i TabneTkn, BKPUTI 060M0HKOD, 6iI0ro Kobopy, 3 04HOro 60Ky AKUX BUTUCHEHI 6YKBWU «DP>» y npasBuibHOMY
LLIECTUKYTHUKY.

dapmakoTepaneBTUYHa rpyna. FopMoHa/bHi KOHTPaLEeNTUBM /11 CUCTEMHOFO 3aCTOCYBaHHS. ECTpOreHu Ta rectareHu y (ikcoBaHuMx KOMGiHaLisix.
Kog ATX GO3A A12.

dapmMakosoriyHi BnacTmneoCTI.

dapmokoayHamika.

IHaekc Mepnsa KOHTpauenTuBHUX HeBaay: 0,41 (BepXxHiid ABOCTOPOHHIA 95 % posipunii iHTepBan: 0,85). 3aranbHuUii iHAeKC Mepns (KOHTpauenTUBHI HeBaadi +
MOMUJIKM 3 60Ky navieHToK): 0,80 (BepXHiii ABOCTOPOHHI 95 % foBipuni iHTepBan: 1,30).

MpoTu3annigHa gis npenapaty ka3 6a3yeTbCcs Ha B3aEMOMii Pi3HUX YNHHMKIB, HANBaXKIMBILLMMI cepef, AKX € NPUTHIYeHHs OBYNALIT I 3MiHa LiepBiKasbHOI CEKpeLlii.
Y xofli TPU-LMKNOBOro KNiHIYHOro AOCMIIKEHHA NPUIHIYeHHS 0BY AT NOPIBHSAHHA KOMGIHaLIT gpocnipeHoH 3 Mr/eTuHinectpagion 0,02 Mr npu 24-aeHHomy Ta 21-
[EHHOMY PeXUMi, 24-AeHHUI PeXMUM acoLitoBaBCA 3 BI/IbLLOKD CYMNpecieto po3BUTKY (osikynis. Micng HaBMUCHUX NOMWNOK Y [03YBaHHI MPOTArOM TPeTbOro LUKy
Tepanii y nepeBaXXHOT OiNbLIOCTI XIHOK i3 21-AeHUM PeXXMMOM criocTepiranacst akTMBHICTb SEYHMKIB, BKIOYAKOUM OBYNALLIKO MOPIBHAHO i3 XXIHKaMK 3 24-AeHUM
PeXMMOM. AKTUBHICTb SEYHUKIB NOBepTaacs A0 PiBHIB, L0 ByM 10 NoYaTKy Tepanii NpoTArom Lmkny nicnsg tepanii y 91,8 % XIiHOK i3 24-AeHHUM PEXUMOM.
Mpenapat ka3 — Le KOMOGIHOBaHWI Opa/lbHUIA KOHTPaLEenTUB 3 eTUHINECTPaLioNioM Ta MPOrecToreHoM ApoCnipeHOHOM. Y TepaneBTUYHWUX [03axX ApOCripeHOH
NposBAAE aHTMAHAPOreHHI Ta MOMIPHI aHTUMIHepPaslOKOPTUKOIAHI BMacTUBOCTI. BiH He Mae eCTPOreHHOI, FNHOKOKOPTUKOILHOT Ta aHTUMHOKOKOPTUKOIAHOI
aKTMBHOCTI. OTXe, APOCMiPEHOH Ma€e CXOXMIA hapMaKosIorivYHMIA MPoQinb 3 NPUPOLHUM MPOrecTEPOHOM.

3rigHo JaHMX KNiHIYHUX AOCMifpKeHb MOMIPHI aHTUMIHepPasIoOKOPTUKOIAHI BNacTMBOCTI npenapaty [pka3 npu3BoAATb A0 NMOMIPHON0 aHTUMIHEPasloKOPTUKOILHOMO
BMNBY.

Byno nposeaeHo fABa 6GaraTOLEHTPOBWX, MOABIMHWX CAINUX, PaHAOMi30BaHUX, NAaLEe60-KOHTPONbOBaHMX AOCNIMKEHHA AN OLIHKMA eEeKTMBHOCTI Ta 6e3neku



3acTtocyBaHHA [Xa3 >XiHkam 3 acne vulgaris cepefHboro ctyneHs. icna 6 micAuis Tepanii, NOPIBHAHO 3 nnaue6o, npenapar NMPOAEMOHCTPYBaB CTATUCTUYHO
3HaYYLLMI edieKT 3HMKEHHS Ha 15,6 % (49,3 % nopiBHAHO 3 33,7 %) KiNbKOCTI 3ana/ibHUX enemeHTiB, 18,5 % (40,6 % nopiBHAHO 3 22,1 %) KiNIbKOCTi He3ana/bHUX
enemeHTIB, Ta 16,5 % (44,6 % nopiBHAHO 3 28,1 %) 3ara/ibHOI KiNbKOCTI BUCUNaHb. TakoX GinbLUNiA BigCOTOK cy6’eKTiB, 11,8 % (18,6 % nopiBHAHO 3 6,8 %), 6yB i3
«UUCTOHO» Ta «MaiiXe YMCTO> LUKIPOHO, SIKi OLjiHIOBanmCs 3a Wwkanoto |1SGA (Investigator’s Stated Global Assessment).

PapmakoKiHe TuKa.

[pocnipeHoH

BcMoKTyBaHHS. MepopanbHO NPUAHATUIA APOCMIPEHOH LUBUAKO i MOBHICTHO BCMOKTYETLCS. MakcuMaibHa KOHLEHTpaL,is y CMpoBaTLi KPOBi, WO CTaHOBUTL 38 HI/MA,
[OCAraeTbCca NPU6IM3HO vepe3 1-2 rognHK nicns 04HOPasoBOro NepopasibHOro 3acToCyBaHHA. BioAOCTYNHICTbL CTaHOBUTL 76-85 %. OfHOoYacHe BXMBaHHS Xi He
BMN/IMBAE Ha BI0LOCTYMHICTb APOCMIPEHOHY.

Posnogin. Micns nepopanbHOro 3acTocyBaHHS KOHUEHTpaLis ApocnipeHOHY B CUPOBATLi KPOBI 3HMXKYETLCS i3 CepeAHiM KiHLEBMM NepiogoM HaniBBMBeAEeHHS 613bKO
31-1 roguHn. OpocnipeHoH 3B’A3YEThCA i3 CMPOBATKOBMM albOyMiHOM, MpK oMY He 3’efHytoumnch i3 M3CC, Ta KOPTUKOILO3B A3YOUUM 100y niHOM. Tinbku 3-5 %
Oro 3arafbHOi KifIbKOCTi B CUpOBATLi KPOBI MPUCYTHI Yy BifIbHOMY CTaHi. CnpuunHeHe eTUHinecTpagionom nigsmuieHHs M3CC He BNAMBaE Ha 3B’A3yBaHHS
ApOocCnipeHoHy 3 NpoTeTHaMK c1poBaTKK KpoBi. CepefHili 06’eM po3nofiny ApocnipeHOHY CTaHOBUTL 3,7+1,2 N/Kr.

MeTabo/i3M. [pochipeHOH 3HAYHOK MIpOK MeTaboni3yeTbCs MICNA MNepopasibHOr0 3acTOCyBaHHA. [T0M10BHUMW meTabonitamMu y nnasMi € KUCIOTHI qopmu
ApOCMipeHOHyY, L0 YTBOPIOOTLCA NP BIAKPUTTI NTAKTOHOBOIO Kinbus, Ta 4,5-anrigpo-apocnipeHoH-3-cynbdar, aKi YyTBOPIOHTLCA LUISAXOM rigpartayii 3 noganbinm
cynbatyBaHHAM. [JpoCnipeHOH TakoX € 06’€KTOM OKMCHHOBa/IbHOr0 MeTaboniamy, wo Katanisyetbcst CY P3A4. In vitro gpocnipeHOH MOXe cnabko abo noMipHO
npurHivysatu epmeHTn uutoxpomy P450: CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.

BuBefeHHs 3 opraHiamy. LLIBUAKICTb MeTab0NivyHOro KnipeHcy ApOocnipeHOHY i3 CMPOBaTKM KPOBI CTAHOBUTbL NpU6M3HO 1,5+0,2 Mn/XB/Kr. pocnipeHOH BUAINSETLCA
Y He3MiHeHIn (hopMmi TiNbKM y Ay»Ke He3HauYHIN KinbKocTi. MeTabonitn BUAINAOTLCS i3 Ceyvetd Ta KaloM Yy cniBBigHOLWEHHI Big 1,2 ao 1,4. MNepiog HaniBBMBEAEHHSA
MeTaboNITIB i3 Ceyeto Ta KaJIoM CTaHOBUTL NPpubn3HO 40 rogvH.

CTtaH piBHOBarn. YnpoAoBX UMKy 3aCTOCYBaHHA MakKCcMa/ibHa PiBHOBaXKHA KOHLIEHTpaLis ApOoCnipeHOHY B CUMPOBATL KPOBI, WO CTaHOBUTL MPU6/IM3HO 70 Hr/m,
[OCAraeTbCa nicna 8 AHIiB 3aCToCyBaHHA. PiBHI ApOCMipeHOHY Y KPOBi KyMy/toBasiv B 3 pa3un AK HacnifoK CniBBiAHOLLIEHHS TepMiHA/IbHOTO Mepiody HaniBBUBELEHHS
Ta iHTepBasly 403YBaHHS.

Okpemi rpynu nauieHToK

JKiHKM i3 NOpyLIEHHAM (YHKLIT HUPOK. PIBHOBaXKHA KOHLEHTpaLisi ApOCNipeHOHY B CUPOBATLL KPOBI Y XKIHOK 3 HMPKOBOK HEAOCTATHICTHO JIErKOr0 CTYMEHS TAXKOCTI
(KnipeHC KpeaTuHiHYy 50-80 mMn/xB) 6yna NOPIBHAHHOK i3 UMM MOKAa3HMKOM NS XIHOK i3 HOPMa/IbHOK (PYHKLIEH HUPOK (KNipeHC KpeaTuHiHy Ginblie 80 MN/XB).
PiBeHb [ApocnipeHOHY B CMpOBaTLi KpoBi O6yB Yy cepefHbOMY Ha 37 % BULLMM Y >XIHOK i3 HUPKOBOK HELOCTATHICTIO CEpPefHbOro CTYMeHs TAXKKOCTI (KnipeHc
KpeaTuHiHy 30-50 Mn/XB) NOPIBHAHOI 3 LM MOKa3HUKOM [/18 XKIHOK i3 HOPMa/lbHOK (DYHKLIEHD HUPOK. 3aCTOCYBaHHA APOCMipeHOHY MPOAEMOHCTPYBao L06pYy
nepeHOCUMICTb Y BCiX rpynax nawyieHToK. MokasaHo, Wo npuiMaHHA ApocnipeHOHY He Mae KNiHIYHO 3HauyLLLoro epeKTy Ha KOHLIEHTPALiK0 Kaslito B CMpoBaTL,i KPOBI.
YKiHKM 3 NOpYLUEHHSIM (PYHKLLIT NeYiHKN.

Y [OCNiIKEHHI 3aCTOCYBaHHA Pa30BOl 03K K/IpPeHC APOCMipeHOHY Npy MnepopasibHOMY 3acTOCyBaHHI 3HMXKYBaBCA Mpuban3Ho Ha 50 % B oci6 i3 MOMIpHOHO
MeYiHKOBOK HEOCTaTHICTIO MOPIBHAHO 3 A06POBO/MbLUAMI 3 HOPMA/IbHOK (PYHKLIED MEYiHKN. BUsiBNeHEe BIAXUNEHHA KNipeHCY APOCMipeHOHY B OCi6 i3 MOMIpHOH
MeYiHKOBO HEeAOCTaTHICTIO He 3yMOB/IOBaN0 OYAb-AKNX SBHUX BigMIHHOCTEW BiAHOCHO KOHLEHTpaUii Kanito y cMpoBaTLi KpoBi. HaBiTb Npu HasBHOCTI LlyKPOBOIO
AiabeTy Ta CynyTHbLOT Tepanii CripoHONaKTOHOM (fBa (haKTopu, WO MOXYTb MPOBOKYBATKM rinepkanieMito) He cnocTepiranocs NiABULLEHHS KOHUEHTpaUil Kanito B
CYpoBaTLi KPOBi BuLLEe BEPXHLOT MeXi HOpMU. MOYKHa 3p06UTH BUCHOBOK, L0 APOCMipeHOH [06pe nepeHoCUTbLCA 0cobamMim i3 MeYiHKOBO HeOCTATHICTIO Ierkoro Ta
nomipHoro cTtyneHs (knac B 3a knacudikauieto Yaringa-’o).

ETHiYHI rpynun. He cnocTepiranocs KAiHIYHO 3Ha4YyLol pisHULi Y (apMaKOKIHETMLi ApocnipeHOHY abo eTUHINeCTpaaiony y XIHOK ANOHCLKOI HalliOHa/IbHOCTI Ta
€BpOMeNLiB.




ETuHinecTpagion

BcMoKTyBaHHS. [Npy nepopanbHOMY 3aCTOCYBaHHI ETUHINECTPaLIoN LWBMAKO i MOBHICTIO BCMOKTYETbCA. MakcumMasibHa CMpPOBATKOBA KOHLEHTpaLis, Lo AopiBHIOE 33
MKr/M, JOCAraeTbCca NPOTAroM 1-2 rofAvH Micns 0OA4HOPa30BOro NepopasibHONO 3acTOCyBaHHA. ABCOMOTHa 6i04OCTYNHICTL BHACNILOK NPECUCTEMHOI KOH’torauil i
MeTaboni3my npu MepLlioMy MPOXOPKEHHI Yepe3 MeyviHKy CTaHOBUTbL Npu6am3HO 60 %. OfgHoyacHe BXMBaHHS DKi 3MeHLlye 6i0fOCTYMHICTb eTuHInecTpagiony
Npuenn3Ho y 25 % JocnifKyBaHUX, NPW HE3MIHHIW Y peLuTu.

Posnogin. PiBHI eTUHINecTpagiony y cuposatLi 3MeHLLYTbCA ABO(a3HO, TepMiHa/IbHa (ha3a XapaKTepusyeTbCa Nepiofom HaniBBUBEAEHHS, L0 NPUGIN3HO JOPIBHIOE
24 rofvHu. ETUHINecTpagion MiyHo, NpoTe HecrneyngiyHo, 3B8°A3Y€eTbCs 3 anlbbyMiHaMun cmpoBaTKu (Npr6am3HO 98,5 %) Ta iHAYKYE 36i/bLUeHHA KoHUeHTpauil F3CC
Ta K3I™ y cnpoBaTLi KpoBi. YSBHWUIA 06’€M po3noAiny CTaHOBUTb NPUGAN3HO 5 N/KT.

Metab6oni3m. ETuHinecTpagion 3Ha4yHOO Mipol MeTabonisyetbcs y LUKT Ta mpy neplioMy MPOXOLXKeHHI yepe3 nedviHKy. ETuHinectpagion metabonisyerbes,
FONIOBHUM YMHOM, LUMAXOM TiPOKCU/IIOBAHHA apoOMaTUYHOrO KiflbLA 3 YTBOPEHHAM LUMPOKOro CrekTpa rifpoKCU/IbOBaHUX Ta MeTWU/IbOBaHUX MeTaboniTiB, AKi
NPUCYTHI Y BibHOMY CTaHi Ta IK KOH’toraTtu 3 rl0KypoHigamu Ta cynbdaramu. MeTabonivyHuniA KnipeHe eTUHINecTpagiony cTaHoBUTb NPUOAN3HO 5 MA/XB/KT.

In vitro eTuHinecTpagion € 3BOPOTHIM iHri6iTopom CYP2C19, CYP1ALl 1a CYP1A2, a TakoX Ha OCHOBI MexaHi3my gaii — iHri6itopom CYP3A4/5, CYP2C8 T1a
CYP222.

BuBesieHHs 3 opraHismy. ETUHiNeCTpagion npakTMYHO He BMBOAWUTLCA Y He3MiHeHil ¢opmi. MeTaboniti eTUHINecTpasiony BUBOAATLCH i3 CEYEHD Ta XKOBYIO Y
cniBBigHOLLEHHI 4:6. MNepioa HaniBBMBEAEHHS MeTaboMITiB CTaHOBUTL Malixe 1 06y .

CrtaH piBHoBarn. CtaH piBHOBarn AocsiracTbCa y APYriin NOMOBUHI LMKY 3aCTOCYBaHHS, KOMM KOHLIEHTpaLis eTUHINECTpadiony B cupoBatLi KpoBi 30iNbLLYETLCS B
2,0-2,3 pasa.

JLOKNiHIYHI faHi 3 6e3neku.

Y nabopaTopHUX TBapuH e(heKT! APOCMipeHOHY Ta eTuHinecTpagiony Oynm obmeXxeHi TakMMU, LLO acouitoBaiMca 3 BiJOMOKO (DapMakosorivyHoK fieto. 30Kpema,
[OCNIIKEHHSA 3 BUABNEHHSA PenpoAyKTUBHOT TOKCUYHOCTI Y TBapUH MOKa3a/In HasBHICTb BUAOCNELMMIYHNX eMOPIOTOKCMYHOIO Ta (DETOTOKCUYHOIO BNAMBIB. Tpw
eKCMo3uLil, WO NnepeBuLLYyeE TakKy Y KOPUCTyBadiB npenapaty [p)xas, y fAeskux BUAiB TBapUH CoCTepiranv Br/MB Ha CTaTeBY AudepeHLiauito.

KniHIYHI XapaKTepuUCcTUKMN.
Noka3aHHA.
MepopanbHa KOHTpauenLis.

IMpoTnnoKasaHHA.
Komb6iHoBaHiropMoHanbHi KoHTpauenTreum(KIK) He cnif 3acTocoByBaTW NPU HassBHOCTI X04a 6 OAHOTO i3 HMXKYe3a3HaYeHMX CTaHiB. Y pasi AKWOo 6yab-KuWil i3 LUmx
CTaHiB BUHMKAE BNepLLe nij yac 3actocyBaHHsA KK, npuiioM NikapcbKoro 3acoby cif HeramHo npunuHUTH.
HasBHICTb a60 pU3NK PO3BUTKY BEHO3HOT TpoMb6oembonii (BTE).
O BeHO3Ha TPOMOG0eM6b0Nis Ha JaHWI Yac, 30KpeMa BHAC/MifOK Tepanii aHTMKoarynsHTaMmun, abo B aHamHesi (Hanpuknag TpoM603 rnmbokux seH (TI'B) abo
Tpomboembonis nereHesor aptepii (TEJIA));
0 Bifloma cragkoBa abo HabyTa CXU/bHICTb 10 BEHO3HOT TPOM60eM60NiT, Taka K PE3UCTEHTHICTb [0 aKTUBOBaHOro NpoTeiHy C (y TOMy uncni MyTauis hakropa
V NeigeHa), gediumT aHTUTPOMOGIHY-I1, getiumT npoTteiHy C, fediunt NpoTeiny S;
O Be/IVKi OnepaTuBHI BTPYYaHHS i3 TpMBasior iMmobinisayieto (aue. po3gin «OcobamnBoCTi 3aCTOCYBaHHSA»);
O BWCOKUIA PU3MK BEHO3HOT TPOMOOEMOOIT Yepe3 HasBHICTb MHOXUHHUX (hakTopiB pu3nKy (AMB. po3ain «OcobMBOCTI 3aCTOCYBaHHSA).
HasBHiCcTb a60 pn3nK po3BUTKY apTepiasibHOoi TpoM6oembonii (ATE).
O HasBHICTb apTepiasibHOi TPOM60eMboNIT Ha AaHWiA Yac abo B aHamHesi (Hanpuknag, iHhapKT Miokapaa) abo HasiBHICTb MPOAPOMaSTIbHUX CUMMTOMIB (HanpuKnag



CTeHOKapAis);

MOPYLLEHHS MO3KOBOI0 KPOBOOGIry Ha flaHMil yac abo B aHaMHe3i, HasiBHICTb NPOAPOMa/IbHUX CUMMTOMIB (HanpuKnag TpaH3MTopHa ieMiyHa ataka (TIA));
BifjomMa cnafkoBa abo HabyTa CXWNbHICTb A0 apTepianbHOI TpoM6BoemM6boNil, Taka AK rineproMouMCcTeiHeMis Ta aHTUTINA A0 ¢oconinigis (aHTUTINA [0
KapAioniniHie, BOBY4aKOBUIA aHTUKOAryNsHT);

MirpeHb 3 BOTHULLEBMMW HEBPOIOTIYHUMY CUMMNTOMaMM B aHaMHe3i;

BMCOKMI py3nK apTepiaibHOT TPOM60eMOONIT Yepes HassBHICTb MHOXMHHUX (DaKTOPIB pU3nKY (AMB. po3ain «Oco6AnBOCTI 3aCTOCYBaHHSA») ab0 Yepe3 HassBHICTb
O/JHOT O Cepilo3HOro hakTopy pU3MKY, TaKoro fK:

- LyKpoBWI fiabeT i3 CyAUHHUMW YCKNaAHEHHAMY;

- TSXKKa apTepiasibHa rinepTeHsis;

- THKKa AMCMINONpPOTEIHEMIS.
HasBHICTb TAXKOr0 3aXBOPHOBaHHS MEYiHKM Ha aHWin Yyac abo B aHaMHe3i, MOKM NOKa3HUKN (DYHKLIT MeYiHKM He NOBEPHY/IUCS Y MeXi HOPMU.
HunpkoBa HeOCTATHICTb TSXXKOr0 CTyrneHs abo rocTpa HUPKOBa HEAOCTATHICTb.
HasBHICTb MyX/IMH NeYiHKW Ha AaHuiA yac abo B aHaMHe3i (J06POsKiCHUX abo 3/108KiCHUX).
Bigomi abo nigo3proBaHi 3n05KIiCHI NyXIUHW (HanpuKnag, cTateBMX opraHiB abo MOMOYHMX 3a/103), L0 € 3a/IeXXHMMMU Bif CTaTEBMX FOPMOHIB.
BariHasbHa KpoBOTeYa He3’AcoBaHOT eTiosorii.

: MigBuULLEHA YYTAMBICTb 40 Ai0UNX PevoBUH abo [0 6yAb-AKOroi3 KOMMOHEHTIB N1IKapCbKOro 3acoby.

Nikapcbkuid3aci6 [xxa3 npoTunokKasaHniinpu 04HOYaCHOMY3aCcTOCYBaHHI 3 NikapCbK1MU3acobamu, Lo MiCTATL OMGiTacBip/napuTanpesip/pUToHaBia gacabysip (4uB.

po3ainm «Oco6MBOCTI3acTOCYyBaHHSA»Ta «B3aeMogifi3 iHLWMMM NiKapCbKUMM3acobamu Ta iHLLI BUAM B3aEMOAI).

o O

o O

B3aemogis 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.
Cnip o3HaioMmTUCA 3 iHhOpMaLLIERD LLOAO NiKapCbKOro 3acoby, Lo 3aCTOCOBYETLCA OHOYACHO, AN BUSIBNEHHS NOTEHLiNHMX B3aEMOSI.

e BnnmB iHWKNX NiKapcbKuX 3ac06iB Ha NikapcbKuii 3aci6 ka3
B3aemopii MOXX/MBI 3 NiKAPCbKMMKM 3ac06amu, WO iHAYKYTb MiKpOCOMasibHi hepmeHTU. Lle npu3sene 40 36iNblUEHHA KipeHCY CTaTeBMX FOPMOHIB, L0 Y CBOKO
yepry CnpuYMHSAE 3MiHN XapaKTepy MeHCTpyaslbHOT KpoBOTeYi Ta/abo BTpaTh eeKTUBHOCTI KOHTpaLenTmBa.
Tepanis
IHoYKUiA (hepmMeHTIB MOXe OyTV BUSAB/IEHA Yepes [eKifibKa AHIB /liKyBaHHA. MakcumasibHa iHAYKLIS (DePMEHTIB 3arasiomM CrocTepiracTbCa Yepes feKisibKa TUXHIB.
[icna BiAMIHW NiKyBaHHSA iHAYKLiS PepMeHTIB MOXKe TPMBATU 6/1M3bKO 4 TUXKHIB.
KOpoTKOCTPOKOBE NliKyBaHHS
XKiHKM, SKi NpuiiMatoTb NiKapcbKi 3acobu, Lo iHAYKYIHOTb ()epMEHTU, MatOTb TMM4YaCOBO BMKOPUCTOBYBATW Gap’epHWiA MeTod abo iHWWIA MeTof KOHTpauenLii
popatkoBo o KOK. Bap’epHuid mMeTog, Cnij 3acTOCOBYBAaTWM MPOTArOM YCbOro TepMiHy NiKyBaHHSA BIAMOBIAHWM MnpenapaToM i We npoTaroM 28 [HiB Micns
MPUNUHEHHS Or0 3aCTOCYBaHHA. FKLLO Teparis pO3noYnMHaETbCA Y Mepiog 3acToCyBaHHSA OCcTaHHIX Tabnetok KOK 3 ynakoBku, TO NpuiAoM TabieToK 3 HaCTYMHOT
ynakosku KOK cnig po3noyaty ofpasy nicna nornepefHboi 6e3 3BMYHOr0 iHTepBay 6e3 3aCToCyBaHHA Tab/eTok.
[l0BroCTPOKOBE /liKyBaHHA
XKiHkam npu [OBroCTPOKOBIM Tepanii Ait0Y4MMM pevoBUHAMU, WO iHAYKYHOTb (epMEHTM MediHKM, PEKOMEHAYETbCA 6ap’epHMii abo iHWWIA BiAMNOBIAHWIA
HEropMoHa/IbHUIA MeTOZ, KOHTpaLenw,ii.
HwxyesasHaueHi B3aemogii 6ynu 3aikcoBaHi 3rigHoO 3 ony61iKOBaHVMU SJaHUMM.
[ito4i peyoBnHM, Lo 36inbWy T KnipeHe KOK (3HM>KeHHS edhek TuBHOCTI KOK yepes iHAyKUito (hepMeHTIiB), Hanpuknag:



6apbiTypaTn, 603eHTaH, kapbamaseniH, (heHITOTH, MPUMILOH, pyuaMNiumH; Npenaparty, Wo 3acTOCOBYOTLCA Npu BIJ1-iH(eKLiT: puTOHaBIp, HEBipaniH Ta eaBipeHL;
TaKoXX, MOX/IMBO, henibamaT, rpuseody bBiH, OKCKapbaseniH, Tonipamar i pOC/MHHI NiKapcbKi 3ac06M, L0 MICTATb eKCTpaKT 3Bipoboto (Hypericum perforatum).
[ito4i peyoBMHM i3 HEMOCTiNHKMM BNAMBOM Ha KnipeHe KOK

Mpy opHovacHoMy 3acTtocyBaHHI 3 KOK Benuka KinbKicTb KOMOGiHaUil iHri6iTopis Bl/1-npoTeasn Ta HEHYKIEO3WAHMX iHFIGITOPIB 3BOPOTHOI TPaHCKpUNTa3w,
BK/IHOYaKOUM KOM6iHaUiT 3 iHri6iTopamu Bipycy renatuty C (BI'C), MOXyTb NifBuLLyBaTV ab0 3HMXYBATW KOHLIEHTPaL,iT ecTporeHy abo NporecTMHiB y nnasmi KpoBi.
CyKYMHWIA BNIMB TaKMX 3MiH MOXe By TV KNiHIYHO 3HAYYLLMM Y LeAKUX BUNaLKax.

Tomy Ans BUSBNEHHS NOTEHLIAHMX B3aEMOAIN Ta 6y Ab-AKNX IHWNX PeKOMeHAaLii cnif 03HaioMUTUCA 3 iH(opMaLieto WOA0 MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby ans nikysaHHs BIJ1/BI'C, wo npuinMaeTbcs 04HOYACHO. Y pa3i HasBHOCTI Oy/b-AKMX CYMHIBIB XiHKaM [04aTKOBO C/lif, BUKOPUCTOBYBATU 6ap’epHUIA METO/
KOHTpaLenuii npu Tepanii iHribiTopamu npoteasn abo iHribiTopaMn HeHyK/1e03UAHOT 3BOPOTHOT TPAHCKPUMTA3N.

[ito4i peyoBnHm, LWo 3HMKYTb KnipeHe KOK (iHri6iTopu hepMeHTIiB)

KniHivyHa 3Ha4yLWicTb MOTEHLIAHOT B3aEMOAIT 3 iHri6iTOpamu (hepMeHTIB 3a/IMLLAETLCA HE3’ACOBaHOLO.

OfiHoYaCcHe 3aCTOCyBaHHS CUbHUX iHriGiTopiB CY P3A4 MOXe NiABULLMTY N1a3MOBI KOHLEHTpaLii ecTporeHy abo nporecTuHy, abo 060X KOMMNOHEHTIB.

Y pocnifkeHHi 6araTopa3oBux 03 KOMGiHaLiT gpocnipeHoH (3 Mr/goby)/eTuHinectpagion

(0,002 mr/poby) Ta cunbHoro iHri6itopa CYP3A4 KeTOKOHasony, L0 3aCTOCOBYBaBCA OAHOYACHO, NMpoTArom 10 AHiB 30inblyBanocs 3HaveHHs AUC(o.o4n)

[pocnipeHOHyY Ta eTuHINnecTpagiony y 2,7 ta 1,4 pasa BianosigHo.
ETopukokenb y posax Big 60 go 120 mr/goby npoAeMOHCTPpYBaB MiABWLLEHHA MNIa3MOBMX KOHLEHTpaUiid eTuHinectpagiony y 1,4-1,6 pasa BignoBigHO npwu
0[JHOYAaCHOMY 3aCTOCYBaHHI i3 KOM6IHOBaHMM rOPMOHa/IbHUM KOHTPaLEeNTUBOM, WO MIcTUTb 0,035 Mr eTUHINecTpadiony.

» BnvB nikapcbKoro 3acoby ka3 Ha iHLWi nikapcbKi 3ac06u
KOK MOXyTb BnvMBat Ha MeTaboniam [eskux [Liounx pevyoBuH. BignoBigHO, KOHUEHTpauil y nnasmi KpoBi Ta Yy TKaHMHaX MOXYTb abo niABuLLyBaTuCs
(HanpvKnag, UMKIOCMOPUH), ab0 3HMKYBATUCS (Hanpuknag, NamoTPUIKUH).
Ha nigcTtasi gocnigkeHb B3aEMOAIT in Vivo Y XIHOK-L00p0BO/IbLiB, AKI 3aCTOCOBYBa/IM OMeNpa3o/i, CUMBacTaTUH Ta Mifa3o/iam fK CyocTpaTu-mapkepu, BCTaHOB/IEHO,
L0 KNiHIYHO 3HaYYLLa B3aEMO/is APOCMiPeHOHY B A03i 3 Mr 3 iHLUMMMW aKTUBHUMM CYOCTaHLiIMU, WO iHAYKYHOTLCS LMTOXPOMOM P450, € ManoiMOBipHOH.
KniHiuHi gaHi cBigyaTb Mpo Te, WO eTUHINecTpagion npurHivye kKnipeHc cybetpatie CYPLA2, Wwo, y CBOK Yepry, BUKINKae cnabke (Hanpuknag, TeodiniH) abo
nomipHe (Hanpuknag, TM3aHignH) NiABULLEHHS TX NIa3MOBMX KOHLEHTPALiiA.
dapmakoaunHaMiyHi B3aemogit
OfHoYaCHe 3aCTOCYBaHHA 3 NiKapCbKMMK 3aco6amu, WO MICTATL oM6iTacBip/ napiTanpeBip/puToHaBip Ta gacabysip 3 foAaBaHHAM pubaBipuHy abo 6e3 Takoro,
36i/IbLUYE PU3MK NIABULLEHHA PiBHA anaHiHamiHoTpaHcdepasn (AJ1T) (auB. po3ginm «poTrnokasaHHA»Ta «OC06/IMBOCTI3aCTOCYBAHHSAY).
Tomy, XiHKaMm, SIKi 3aCTOCOBYHOTb /TiIKapCbKMii 3aci6 [)a3, He06XiAHO TMMYaCcOBO NEPEenTN Ha a/lbTepHATUBHUIA MeTOL KOHTpaLenuii (Hanpukiasg KoOHTpauenTusu, Lo
MICTATb TifIbKW MporectareH, abo HeropMoHasibHi METOAM) Mepes novaTKoM Tepanii i3 3aCTOCYBaHHAM 3a3HayeHOi KOMOIHaUIT NiKapcbKMX 3aco6iB. 3acTOCyBaHHA
NiKapCbKOro 3acoby ka3 MoXKHa BiJHOBUTM Yepe3 2 TUXKHI Micnsa 3aBepLUEHHS Teparii 3a3Ha4eHot0 KOMOiHaLi€ro.
Y nauieHTiB 3 HOPMa/IbHOK (PYHKLIEH HMPOK OfIHOYACHE 3aCTOCYBaHHA APOCMipeHOHY Ta iHribiTopi AM® abo HecTepoigHUX NpoTU3ananbHUX npenapatis (HM3MM)
He NMOoKa3a/io 3HaJyLLOro BMN/IMBY Ha PiBHI Kasito cupoBaTky KpoBi. OAHaK 0fHOYAaCHE 3aCTOCYBaHHA NiKapCbKoro 3acoby [ka3 Ta aHTaroHIiCTIB anbJ0CTEPOHY abo
Kaninsbepiratoumx AiypeTukiB He [AOCNIMKYBanoca. Y LbOMY BMNAAKY PIBEHb Kanitdo y CMpOBaTLi KPOBI MOTPIGHO [OCNiMKyBaTW MPOTArOM MEPLUOro LMKAY
NiKyBaHHSA (aMB. TakoX po3gin «OcobiMBOCTI 3aCTOCYBaHHSA»).
IHLWi hopmum B3aemogil
JlabopaTopHi aHanism
3acToCyBaHHA KOHTPaLENTUBHUX CTEPOIAiB MOXeE BMAMBATU HA Pe3ynbTaTW Aesakux 1abopaTopHUX aHanisiB, Takmx fK B6IOXiMiYHI napameTpu (YHKLIT NeYiHKw,
WMTOBNAHOT 3a103M, HAAHUPKOBMX 3a/103 | HUPOK, Ha KOHLEHTpauito Y nniasmi TPaHCMOPTHMX OiNKiB, TakMX AK r0o6yniH, WO 3B’A3ye KOPTMKOCTEPOIaN, Ha




KOHLIeHTpaLito y nna3mMi KpoBi pakLiin ninigis/ninonpoTeiHiB, Ha NOKa3HWKM BYr/1IEBOAHOI0 06MiHY, Koarynauii ta hibpuHonisy. 3a3suyai Taki 3MiHM NepebyBatoTh y
MeXax Hopmu. [pocnipeHOH 306iNblUye aKTUBHICTb PeHiHY Ta afbAoCTepoHYy Y Ma3mi KpoBi, WO iHAYKYETbCA MO0 MOMIPHOK aHTUMIHEpPasloKOPTUKOILHO
aKTUBHICTIO.

Oco6MBOCTI 3aCTOCYBaHHSA.
PilLeHHA Npo NpM3HaYeHHs NiKapcbKoro 3acoby ka3 cnig npuiiMati 3 ypaxyBaHHAM iHAMBIAYaIbHUX (DAKTOPIB PU3NKY XKIHKM, L0 ICHYIOTb Ha AaHUA MOMEHT, Y
TOMY 4YmMCAni (PaKTOpiB PU3NKY PO3BUTKY BEHO3HOI Tpomboembonii (BTE), a Takox pusnky BTE, nos’si3aHOro 3 npuiniomom npenapaty [)kas, NOPIBHAHO 3 iHLWINMK
KOMGiIHOBaHUMU ropMoHa/ibHUMK KoHTpauenTmeamu (KIK) (auB. po3ginu «MpoTunokasaHHA» Ta «OcobNMBOCTI 3aCTOCYBaHHS»).
lNonepemkeHHA
Mpn HassBHOCTI 6y Ab-AKMX CTaHIiB abo (PaKTOPiB PU3NKY, 3a3HAYEHNX HMXKYE, CNiJ 06roBOPUTM 3 XKIHKO AOLIbHICTb 3aCTOCYBaHHS NiKapCbKOro 3acoby [xas.
Y pasi 3arocTpeHHs abo npu nepLunx nposeax Oyab-AKMX i3 BKa3aHWUX CTaHiB abo (hakTopiB pU3MKY XiHKaM PEKOMEHAYETLCA 3BEPHYTUCH [0 NliKaps Ta BU3HAUMUTU
HeobXiAHICTb NPUNVHEHHS NPUIAOMY NiKapCbKOro 3acoby [)kas.
Y pasi nigo3ptoBaHoi ab6o nigTeepakeHoi BTE abo ATE cnig npunuHutK 3actocyBaHHA KIK. AKWO po3nodyata aHTUKOArynsHTHa Tepanisi, cnif 3abe3neyunTy
a/ibTepHATMBHY afileKBaTHY KOHTpaLenL,ito Yepe3 TepaToreHHWA Br/IMB aHTUKOArysHTIB (KyMapuHm).

o LINpKynaTopHi po3naam
Pu3MK po3BUTKY BEHO3HOT Tpomboembonii (BTE)
3acTocyBaHHs 6yab-akux KK nigsuLye pu3nk po3suTKy BeHO3HOI TpoM6oembonii (BTE) y XIHOK, AKi X 3aCTOCOBYIOTb, MOPIBHAHO 3 TUMMU, AKi TX HE OTPUMYIOTb.
JNikapcbKi 3acobu, WO MICTATbL JIeBOHOPrecTpes, Hoprectumar abo HOPETUCTEPOH, acoLitolTbCA 3 HKYMM pusnkoM BTE. 3actocyBaHHS iHLINX
NiKapcbKMX 3aco6iB, TakMX K [pkas, MoXe NPU3BoAUTY 40 NiABULLEHHS PU3MKY YABIYi. PilLeHHSA Npo 3acTocyBaHHSA NiKapCbKMX 3aco6iB, OKPIM TUX, LLIO
MatoTb HaHMXYMIA pu3nK po3BuTKY BTE, cnig npuitMaTy nuwe nicnsi 06roBopeHHs 3 XXiHKo. HeobxigHO nepekoHaTUCS, WO BOHA YCBIJOM/IOE PU3MK
po3BUTKY BTE, acoujiiioBaHuWiA i3 3aCTOCYBaHHSM /1iKapCbKOro 3acoby [pkas, CTyMniHb BM/MBY HasiBHUX Y Hel (DaKTOpiB pPU3NKY Ta ToW (haKT, Wwo pusmk BTE
€ HaliBMLMM NPOTSArOM MepLloro PoKy 3acToCyBaHHA. 3a AesKUMU JaHUMK pu3nK BTE MoXe 3pocTaTu npu BigHOBMEHHI 3acTocyBaHHA KITK nicns
nepepsu y 4 TVXKHI abo [oBLLIE.
Y nBox 3 10 000 XiHOK, siKi He npuiiMatoTe KK Ta He € BariTHMMK, po3BuBaeTbCst BTE npoTarom poky. OfHaK Y KOXHOT OKPEMOT XIHKWN PU3MK MOXE Oy TN 3HaUHO
BULLMM 3a/1EXKHO Bif, HAABHUX Y HET PaKTOPIB PUSNKY (AVB. HUXYE).
BcTaHosneHo?, 1o 3 10 000 XiHOK, fiKi 3acTocoBYHOTb KK, 110 MiCTATb ApOCnipeHoH, y 9 - 12 XiHOK po3BnHeTLCS BTE NpoTArom ofHOro poky. Lle nopiBHI0eTLCS 3
MOKa3HMKOM 62 Y XiHOK, siKi 3acTocoBytOTb KK, L0 MiCTSTb NEBOHOPrecTper.
B 060x BMNagKax KinbKicTb BUNaakiB BTE 3a pik 6ynia MEHLLOL, HiXK 3a3BMYaii O4iKYETLCA MPOTAroM BariTHOCTI abo y MicnsanonoroBoMy nepiogi.
BTE moxe Npu3BoOAMTU A0 NeTa/lbHUX Hacniakis y 1-2 % BunafKis.

KinbkicTb Bunagkis BTE Ha 10 000 )iHOK 3a 0f1H piK
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KTK ne KT, mo smicTats KTE, mo MicTaTh
JACTOCOBYH TR AEROHGPrECTRER APOCmpHGR
{2 sHIEAzKH) {5=7 BANRAIKER) (9=12 BHDAZEIRY

1 LLi MOKa3HWKK OTPYMaHO Ha OCHOBI BCIiX JaHWX eniAemionoriyHux JocnigeHb 3 ypaxyBaHHAM BifHOCHMX PU3KKiB, NOB’A3aHKX i3 npuitoMom pisHMx KK, nopisHAHO i3 3acTocyBaHHAM KIK, Lo
MICTATb SIEBOHOPrecTpes.

2y cepefHboMy 5-7 Bunagkis Ha 10 000 »iHKO-POKIB Ha OCHOBI pO3paxyHKY BIAHOCHOIO pu3unKy 3actocyBaHHS KK, WO MIiCTATb NEBOHOPrecTpes, MOPIBHAHO 3 TaKMM Y XKIHOK, SIKi HE OTPUMYHOTb
KK (6nu3bko 2,3 - 3,6 BUNagky).

PaKTopn pU3NKy po3snuTtky BTE

PU3MK pO3BUTKY BEHO3HWX TPOMOOEMOONIYHNX YCKNafHeHb Y XXIHOK, AKi 3acTocoByOTb KI'K, MOXe 6yTu 3HaYHO BULLMM NPV HAsABHOCTI LOLATKOBMX (DAKTOPIB
PU3KKY, 0COBNMBO MHOXWHHUX (aMB. Tabnuuto 1).

3acTocyBaHHS /TIKapCbKOro 3acoby [pka3 npoTunokasaHe XiHKaM 3 MHOXMHHUMM (haKTopaMun pu3mnKy, L0 MOXe MiABULLUTY PU3UK PO3BUTKY BEHO3HOI0O TPOMOO3Y
(ame. po3ain «MpoTUNoKasaHHA»). FAKLO XiHKa Mae OiflbLue 0AHOrO hakTopa pU3nKY, 3pOCTaHHA PUIMKY MOXKE BYTM GIiNbLUNM, HIDXX CyMa pU3KMKiB, acoLiioBaHuX i3
KOXXHUM OKpeMUM (pakTopoMm, TOMy chif 6paTv [0 yBaru 3araibHuUin pusnK po3BuTKy BTE. AKLWO CMiBBIAHOLWEHHA KOPUCTL/PU3NK € HECMIPUAT/IMBUAM, He Chif
npusHayatn KK (guB. po3ain «poTunokasaHHs»).

Tabnuygq 1.
dakTopn pu3nKy po3suTky BTE
PaKTOp pU3NKY MpumiTka
OxupiHHA  (iHOekC  Macu  Tina |PU3MK 3HA4YHO NiABULLYETHCA MNPU 30i/bLUEHHI IHAEKCY
nepesuLlye 30 Kr/m2) Macu Tina.

Ocob6nmBo nOTpebye yBarM MNpu  HasBHOCTI  IHWNX
(hakTopiB PU3MKY.




TpuBana  iMMo6inizauis,  Benuke
orepaTvBHE BTPY4YaHHS, orepauis Ha
HKHIX KiHLiBKax abo opraHax Tasa,
HeMpOXIpypriyHi  BTpyYaHHa  abo
06LUMpHa TpaBMa.

MpumiTKa: TMM4YacoBa iMMOOini3auis,
y TOMY 4ucCni Nepensotu > 4 rofiuvH,
TaKOX MOXYTb 6YTV PaKTOPOM PU3NKY
po3BuTKY BTE, 0c06/1MBO Yy XXIHOK 3
IHLWIMW (haKTOpamm pU3NKY.

Y TakMx CUTyauisix PeKOMEHAYETbCA  NPUMUHUTK
3aCTOCYBaHHA JliKapCbKoro 3acoby (y pasi MnaHoOBOro
onepaTMBHOMO BTPYYaHHS LLOHaiMeHLLE 3a 4 TWKHI) Ta He
BIAHOB/OBATM 3aCTOCYBaHHA paHille HDK 4yepe3 2 TWXKHI
MicNsg MOBHOTO BIAHOB/IEHHA PYXOBOI aKTMBHOCTI. 3
METOK  YHUKHEHHA  HebakaHOi  BariTHOCTI  chij
3aCTOCOBYBATW iHLUI METOAM KOHTpaLenLii.

Cnif po3rnsHyTK A0OLINbHICTE aHTUTPOMOOTUYHOT Tepanii,
AKLLO 3aCTOCYBaHHA Nikapcbkoro 3acoby ka3 He 6yno
MPUMMHEHO NOMnepeaHLO.

CimeliHnii aHamHe3 (BeHO3Ha
Tpomb6oembonis y KOrocb i3 poauyis
abo 6aTbKiB, 0CO6/MBO Yy BiAHOCHO

Y pa3i HaABHOCTI  CNafKOBOI CXW/ILHOCTI  Mepej
3acTocyBaHHAM 6yab-akux KK XiHkam pekoMeHAyeTbea
rnopagnTucs 3i crnewianictom.

monofomy BiLli, Hanpuknag o 50
POKiB).

IHWI cTaHK, NoB’a3aHi 3 BTE Pak, CUCTEMHUIA YepPBOHUIA BOBYaK,
reMoNiTUKO-YPEMIYHUIA  CUHAPOM, XPOHiYHE 3ana/ibHe
3aXBOPIOBAHHA  KMLIEYHUKY (XBopoba KpoHa a6o

BMPAa3KOBWIA KOMIT) Ta CeprnonofibHOKNITUHHA aHEMIS.
Oco6n1Bo Y BiLi NoHag 35 pokiB

Bik

Hemae €4uHOT AYMKW LLOLO MOX/IMBOrO Br/IMBY BapWMKO3HOI0O PO3LUMPEHHS BEH Ta MOBEPXHEBOr0 TPOMOO(/IEGITY Ha PO3BUTOK Ta MPOrpecyBaHHs BEHO3HOrO
Tpom603y.

Heo6xigHO 3BepHYTU yBary Ha NiABULLEHWIA PU3MK PO3BUTKY TPOMO0eM60IT Yy nepiog BariTHOCTI, 0C06/IMBO NPOTArOM 6 TWXKHIB nicns nonoris (iHhopmMaLito Woao
nepioay BariTHOCTi abo rogyBaHHs rpyaaro AMB. Yy po3aini «3acTocyBaHHSA Yy Nepiof BariTHOCTI abo rofyBaHHS rpyaao»).

CumnTtomu BTE (Tpom603 rnnboKmx BeH Ta TPOMO0eMb60NisA /lereHeBoi apTepir)

XKiHkam cnif nopaguTn y pasi NosSBK HMKYEBKA3aHUX CUMMTOMIB HerainHo 3BepHYTUCS [0 Nlikaps Ta NOBIAOMUTY NPO Te, WO BOHK 3acTocoBY0Th KIK.
Cumntomamy TI'B MOXyTb 6yTK: 0AHOGIYHMIA HAbPSK HOMW Ta/abo CTYMNHi abo AiNSHKM Y3[0BX BEHW Ha HO3i; 6inb ab0o NiABMLLEHa YYTAMBICTb Y HO3I, WO MOXE
BiYyBaTUCSA TiNbKWN NPU CTOAHHI 260 X0Lb0I, BifUYTTA Xapy B YpaXKeHiin HO3i; NOYepBOHIHHSA 200 3MiHa KOMbOpY LUKIPU Ha HO3I.

Cumntomamy TEJTA MOXyTb 6yTK: panToBa 3afMLIKa He3’icoBaHOT eTioNOriT abo NPUCKOPEHe AMXaHHS; panToBUIA Kalle/lb, MOX/IMBO 3 KPOB’tO; panToBuiA 6inb y
FPYLHIN KNiTUi; NepegHenpUTOMHNIA CTaH abo 3anamopoYeHHs; LWBKNAKE ab0 HeperynspHe cepuebuTTs.

[JesKi 3 uMX CUMNTOMIB (HanpuKias 3aguLLKa, Kallesb) € HecneungiyHuMm abo MOXyTb 6YTU HENPABUIbHO iHTePNpeToBaHi AK Oi/lbLL MOLUMPEHT 860 MEHLL TAXKKI
AaBuLLa (Hanpuknag Sk IHPeKu it AnxanbHUX WASXIB).

IHLWi NpOosBM BACKY/ISPHOT OK/KO3iT MOXYTb BK/IHOUATU PanToBUiA Biflb, HABPSK, FOCTPUI XMBIT Ta HE3HAYHE NOCUHIHHSA KiHLIBKM.

Mpy OKMO3IT CyAMH OKa NMOYaTKOBOK CUMMTOMATUKOK MOXe BYTU HEYITKICTb 30pY, WO HE CYNpPOBOAKYETHCA 6OLOBMMU BIZUYTTAMM i AKa MOXe NporpecysaTtu Lo



BTpaTy 30pYy. IHKONM BTpaTa 30py PO3BMBAETHLCA MaiiXKe MUTTEBO.

Pr3nK po3BUTKY apTepiasibHOT Tpomb6oem60sii (ATE)

3a faHvMK enigemionorivyHmx LocnifKeHb 3acTocyBaHHA Oyab-aknx KK acouitoeTbes i3 MigBULLEHUM PU3MKOM apTepiasibHOI TpomboeMbonii (iH(hapKT Miokapaa)
ab0 LepebpoBacKyNapHMX Nogdii (TpaH3UTOPHa iLLeMiYHa aTaka, iHCYbT). ApTepiasibHi TPOM60eMOOIYHI ABMLLA MOXYTb MaTh NeTa/lbHUIA HACNidoK.

PaKTopKN pr3nKy po3BUTKY ATE

Mpw 3actocyBaHHi KK pu3nk po3BuTKy apTepiasibHUX TPOMO60eMOOoIYHNX YCKNaaHeHb abo LiepebpoBacKynsapHUX NOAiM 3poCcTae Y XIHOK i3 akTopaMmn pusmnky
(ame. Tabnuuto 2). 3aCcToCyBaHHS NiKapcbKoro 3acoby ka3 NpoTMnoKasaHe, SKLLO XiHKA MarTb OAWH CEPno3HNIA ab0 MHOXWHHI (hakTopu pu3nKy po3Butky ATE,
AKI MOXYTb NiABULLNTI PU3VK PO3BUTKY apTepiasibHOro TPoM603y (aAMB. po3ain «MpoTunokasaHHs»). AKLLO XiHKa Mae GinbLue 04HOro hakTtopa pu3nKy, 3pOCTaHHS
PU3NKY MOXe BYTI BiNbLUNM, HIXK CyMa PU3KKIB, acoLiioBaHMX i3 KOXXHMM OKpeMUM (PakTopoM, TOMY cAif 6paTti 4o yBaru 3araibHuin pusuk. AKLWO CniBBigHOLLEHHS
KOPUCTL/PU3UNK € HECMIPUATAMBUM, He cnif npusHadatn KK (ame. po3ain «MpoTunokasaHHs»).

Tabnuuyga 2.
dakTopu pu3nKy po3suTKy ATE
PaKTOop pU3NKy MpumiTka
36i/bLUEHHS BiKYy Oco6/11Bo Y BiLi NoHag 35 pokiB
ManiHHA XiHkam,  aki  Kopuctytotbcd  KIK,  pekomeHAYeTbCs
yTpuMyBaTUCA Bif NaniHHA. KiHkam BikoMm Bif 35 pokiB, fAKi
MPOAOBXYHOTb naniTu, HacTiiHO PEKOMEH/YETHCSA

3aCTOCOBYBATU IHLLMIA METO/ KOHTpaLenLii.

ApTepianbHa rinepTeH3sis

OxupiHHA  (iHOEKC Macu  Tina

nepesuLlye 30 Kr/m2)

PU3MK 3Ha4YHO MiABULLYETLCSA NPW 36iMbLUEHHI iHAEKCY Macu
Tina. Oco6nvMBO MNOTpPebye yBarn MNpu HasBHOCTI Y >KIHOK
IHLIMX (DAKTOPIB PU3MKY.

CimeliHnii aHamHe3 (apTepiasibHa
Tpomboembonis 'y  Korocb i3
poaunuiB abo 6aTbKiB, 0C06/MBO Y

Y pasi HasBHOCTI CMafKOBOI CXUILHOCTI NMepes, 3aCTOCYBaHHAM
oyab-skmx KIK >KiHKaM peKkoMeHAYyeTbCA nopaguTtucs  3i
cneujianictom.

BiZJHOCHO MON0A0MY BiLi,

Hanpuknag Ao 50 pokiB)

MirpeHb 3pOCTaHHA 4acTOTU BUHWUKHEHHA abo TSKKOCTI rnepebiry
MirpeHi nig yac 3actocyeaHHs KI'K (MOXnvBi npogpomanbHi
CTaHu nepes PO3BUTKOM Liepe6poBacKyNApHUX NOLiNA) MOXYTb
CTaTh NPUYMHOIO HEramHoro NPUNNHeHHs npuinomy Krk.

IHWi  ctaHn, noe’s3aHi 3| LlykpoBuin giabet, rinepromMoumcTeiHemis, Baau KnanaHisB

HebaXXaHUMW peakuigMn 3 60Ky
CY[VH

cepus, ibpundauisa nepeacepab, AMCNINONPOTeIHEMIA Ta

CUCTEMHWIA YePBOHNIA BOBYaK.

Cumntomu ATE




XiHkam cnif nopaguTn y pasi NosBK HKYe3a3aHaueHNX CUMNTOMIB HeraiHo 3BepHYTUCA [0 NiKaps Ta NnoBiLOMUTK NPO Te, Lo BOHM 3acTocoBYOTb KIK.,
CumnToMamy LiepebpoBacKyISPHOro po3nady MOXYTb OyTW: panToBe OHIMIHHS 06/1M4Yys, CnabkicTb abo OHIMIHHA KiHLIBOK, 0COG/IMBO OAHOCTOPOHHE; panToBe
MOPYLLEHHA X0AbbKM, 3amaMOpOYeHHs, BTpaTa piBHOBary abo KOOpAMHaUiT; panTtoBa Cr/yTaHICTb CBIAOMOCTI, MOPYLUEHHA MOBMEHHA abo PO3yMiHHA; panToBe
NOripLeHHs 30py Ha oaHe abo obuaBa OKa; PanTOBWIA, CUMbHWIA abo TPMBAMIA TONOBHWUIA GiNlb 6€3 BM3HAYEHOI MPUYMHK; BTpaTa CBIAOMOCTI ab0 30MAiHHS 3
cyaoMamm abo 6e3 HuX.

TpaH3UTOPHUI XapakTep CUMMTOMIB MOXE CBIZUMTY NPO TPaH3UTOPHY iemivHy ataky (TIA).

CumnToMamu iHapKTy MioKapaa MOXyTb 6YTW: 6inb, ANCKOM(OPT, BiAUYYTTA CTUCHEHHSA ab0 TSHXKKOCTI Y FPYAHINA KNITUi, pyLi abo HMXKYe rpyaHUHN; AUCKOM(OPTHE
BifUyTTH, O BigJae y CNuHy, Weneny, ropno, pyky, WAyHOK; Big4yTTa NepernoBHEHHS LUYHKA, MOPYLUEHHA TpaB/ieHHs abo sfyxa; NMocuieHe MOTOBUAINEHHS,
Hyf0Ta, 6/110BaHHA abo 3anamMopOYeHHS; Ha3BMYaliHa CNabKicTb, TPUBOXHUIA CTaH ab0 3aMLLIKa; LLUBUAKE ab0 HeperynspHe cepueomnTTs.

[TyXx/MHK

Pe3ynbTaTu AesKMUX enigemioNioriyHnX AocnifpkeHb BKa3yTb Ha [0AAaTKOBe NiABULLEHHS PU3NKY PO3BUTKY paky LUMIAKM MaTKW Mpy LOBrOTPMBAIOMY 3aCTOCYBaHHI
KOK (> 5 pokiB), npoTe Lie TBEPMKEHHS 3a/IMLLIAETHCA CyNepeysIMBUM, OCKIIbKM OCTATOYHO He 3’SCOBaHO, HaCKiNIbKM pe3ynbTaTh A0CNi4KeHb BPax0oBYHOTb CYMyTHI
(haKTopu pU3NKY, HaNpPUKNag ctaTeBy NoBeAIHKY, Ta IHLWI (haKTopu, HanpuKag naniiioMasipyCcHY iHEKLI0 NOANHM.

MeTaaHani3 Ha niacTtasi 54 enigemionoriyHnX LOCNILKEHb BKA3YE HA He3HAYyHe NiABMLLEHHSA BIAHOCHOIO pusnky (BP = 1,24) po3BUTKY paKy MOJSIOYHOI 3a1031 Y
XIHOK, fiKi 3acTocoBytoTb KOK. Lleli nigBuLLEHNIA pU3NK NOCTYNOBO 3HMKae NpoTaroM 10 pokiB nicns 3akiHYyeHHs 3acTocyBaHHA KOK. OcCKinbKu pak MONOYHOI
3a1031 Y XIHOK BikOM A0 40 poKiB 3yCTPIYaeTbCs PiAKo, 36i/bLLUEHHS KiNbKOCTI BUNAAKIB AiarHOCTUKKX paKy MOMIOYHOI 3a/1031 Y XKIHOK, L0 3aCTOCOBYHOTb HUHI ab0
HewoaaBHO 3acTocoByBain KOK, € He3Ha4YHUM LLOAO0 PiBHA 3ara/ibHOro pU3MKy paky MOMIOYHOT 3a103U. Pe3ynbTaT UuX AOCNILKEHb He HafatoTh [OKa3iB ICHYBaHHSA
MPUYUHHOTO B32EMO3B’A3KY. MMiABULLEHHA PU3NKY MOXe OYTW 3yMOBNeHe AK 6iNbll PaHHbOK AiarHOCTMKOK PaKy MOJIOYHOT 3a/103M Y XKIHOK, AIKi 3aCTOCOBYHOTb
KOK, Tak i 6ionoriuHoto gieto KOK abo noegHaHHAM 060X hakTopiB. BigsHauyeHO TeHAeHLito, L0 paK MOJIOYHOT 3a/1031, BUSBNEHUI Y XKIHOK, fKi Oy/[b-KONu
npuiiMann KOK, KNiHIYHO MeHLL BUPaXKEHWUIA, HIXK Y TWX, XTO HiKO/M He BXKBaB KOK.

Y NOOAMHOKMX BUMNafKax Yy XIHOK, fKi 3acTocoBytoTb KOK, crioctepiranvics f06posiKicHI, a We pigwe — 3M108KICHI MyX/IMHW MEYiHKK, WO B OKPEMMUX BUNadKax
NpU3BOAUNAN [0 He6e3MNeyHoT 415 XUTTA BHYTPILUHbOUYEPEBHOT KPOBOTeYi. Y pa3i BUHWMKHEHHS CKapr Ha CU/bHWIA Bifb B eniracTpanbHin AinaHUi, 30iMbLUeHHS
neviHkM abo O3HaKM BHYTPILLIHLOYEPEBHOI KPOBOTEYi Mpu AWMEpPEeHLiHIn fgiarHOCTWLI CNif BpPaxoBYBAaTWM MOX/MBICTb HAsBHOCTI MyXAMHW MEYiHKWA npu
3actocyBaHHi KOK.

3actocyBaHHA KOK 'y BUCOKMX f03axX (50 MKI €TUHINECTpasdiony) 3HWKYE PU3UK paky eHLOMETPIt0 Ta AE€UYHMKIB. 3a/IMIWIAETLCA MIATBEPANTM, UM Ui AaHi MOXYTb
cTocyBatucs i H1M3bkoo30BMx KOK.

IHLWI cTaHw

MpOrecTMHOBMIA KOMMOHEHT NiKapCbKOro 3acoby ka3 € aHTaroHiCTOM a/lbA0CTEPOHY i3 Kanii3oepiraoummim BNacTUBOCTAMU. Y GiNbLLOCTI BUNaAKiB 3aCTOCYBaHHS
He OYiKYETbCA NIABULLEHHA PIBHIB Kaslito. Y X041 KNIHIYHUX OOCNIAXKEeHb Y AesSKUX NaUieHTIB i3 N1erkor Ta MOMIPHOK HUMPKOBOK HeAOCTaTHICTIO Ta OAHOYaCHUM
3acTOCyBaHHAM Kasiin3bepiratoumx nikapcbKux 3aco6iB piBHI Kanito B CMpOBaTL,i KPOBI [eLlo, afie He CYTTEBO, NiABULLYBaINCA Mif Yac 3aCTOCYBaHHS APOCMiPEHOHY.
TOMy peKOMeHAYETbCA KOHTPO/Ib PIBHA Kaito Nif 4ac MepLioro LKAy NiKyBaHHA MauieHTKam i3 HUPKOBOK HeLOCTaTHICTIO. BkasaHVWM nauieHTKam TakoX
PEKOMEH/0BaHO Mepes, MoYaTKOM 3aCTOCYBaHHSA NiKapCbKOro 3acoby yTpumyBaTh piBeHb Kanito CUPOBATKM KPOBI He BULLE BEPXHLOT MeXi HOpMKU, 0CO6MBO Mpu
0AHOYaCHOMY 3aCTOCYBaHHI Kaniin3bepiratoumnx NnikapcbKmx 3acobis (AMB. po3ain «B3aemogis 3 iHWKMMKU NiKapCbKUMK 3ac06aMu Ta iHLWI BUAW B3aEMOLiN»).

XKiHKYM 3 rinepTpurniuepraemMieto abo cimeiHUM aHaMHe30M LLOAO LibOro MOPYLUEHHA CTAaHOBAATL IPYNy pU3NKY PO3BUTKY NaHKpeaTuTy npu 3actocyBaHHi KOK.
Xoya noBifoMNAN0CA NPO He3HayHe NiABWLLEHHSA apTepiasibHOro TUCKY Y 6araTboX XiHOK, fKi npuimatoTb KOK, KNiHIYHO 3HauyLle NiABULLEHHSA apTepiasibHOro
TUCKY CMOCTEpIraeTbCs y MOOAMHOKMX BUMagkax. HeraiHe npunuHeHHs npuitomy KOK HeobXigHe nuwie y umMx MOOAMHOKMX BuNafgkax. Y pasi Tpuanoi
apTepianbHOT rinepTeH3iT abo HEMOX/IMBOCTI KOHTPO/HOBATU MOKa3HWKN TUCKY 3a [JOMOMOrOH aHTUriNepTeH3MBHUX 3ac06iB, XiHKaM ki npuiimMatoTs KOK, cnig
MPUNUHUTK TX 3aCTOCYBaHHA. AKLLO Lie A0LiNbHO, 3acTocyBaHHA KOK MOXHa BiAHOBUTY NiCNs LOCATHEHHA HOPMOTOHIT 32 JONOMOTOK aHTUTiNepTeH3UBHOT Teparnii.



[MoBiAOMAANOCA NMPO BMHUKHEHHA ab0 3aroCTPeHHS 3a3HayeHMX HUKYe 3aXBOPHOBaHb Y Mepiog BariTHOCTI Ta npu 3actocyBaHHi KOK, ane X B3aEM03B’A30K i3
3aCTOCYBaHHSAM €eCTPOreHiB/MPOreCTUHIB He € OCTATOYHO 3’ACOBAHMM: XXOBTAHWUA Ta/abo cBepbiX, NOB’A3aHMIn 3 X0MeCTa3oM, YTBOPEHHS >XOBYHMX KaMeHIB,
nopaqipis, CUCTEMHWIN YePBOHMIA BOBYAK, FreMONITUKO-YpeMidHnii cuHapoMm, xopes CigeHxama, repriec BariTHuUX, BTpaTa Ciyxy, NoB’s3aHa 3 0TOCK/IepPO30M.

Y XIHOK 3i CNafIKOBMM aHTiOHEBPOTUUYHUM HabPAKOM eK30reHHI eCTPOreHn MOXYTb iIHAYKYBaT abo MoCUN0BaTV CUMATOMW aHT IOHEBPOTUYHOTO HabPAKY.

"ocTpi a60 XPOHIYHI po3naam PYHKUIT NeYiHKM MOXYTb MOTPedyBaTV NPUNUHEHHS 3acTocyBaHHA KOK, NOKM NOKa3HUKM PYHKLIT NEYiHKM HE MOBEPHYTLCS Y MeXi
HOPMW Ta NPUUYNHHKIA 3B'A30K i3 KOK 6y/ie BUKIHOUEHNIA.

Mpy peumanBi XonectTaTUUHOT XXOBTAHULL Ta/abo cBepbeXy, MNOB’S3aHOr0 3 X0NeCTa3oM, WO paHille BUHMKaM y nepiof BariTHOCTI abo nonepeaHbOro NpuiiMaHHs
cTaTeBMX FOPMOHIB, 3acTocyBaHHA KOK cnig npunuHATHK.

Xoua KOK MOXyTb BNAMBATK Ha MepUtepryHy iHCYNiHOPE3UCTEHTHICTb Ta TOMEPaHTHICTb A0 FNOKO3W, HEMAE AaHUX L0A0 NOTpebun 3MiHIOBaTU TepaneBTUYHII
PEXMM XIiHKaM 3 AilabeToM, SKi npuiiMatoTb HM3bKoAo30BaHI KOK (< 0,05 Mr eTuHinecTpagiony). MpoTe XIHOK, fKi CTpaX4alTb Ha LlyKpOBWiA AiabeT, cnif peTesibHO
06CTeXYBaTK NPOTArom 3actocyBaHHA KOK, 0c061BO Ha MoYaTKy NiKyBaHHS.

Bunagku 3aroctpeHHs eHA0reHHOI Aenpecii, eninencii, xsopobun KpoHa Ta BUPa3KoBOro KOMITY TaKOX CrocTepiranmca nif yac 3actocyBaHHA KOK.

MpUrHiYeHNn HacTpil Ta Aenpecia € gobpe BiAOMUMM MOBIYHUMUK SBULLLAMM, SIKI MOXKYTb BUHWKHYTW Ha TNi 3aCTOCYBaHHSA rOPMOHa/lbHUX KOHTpaLenTuBiB (AMB.
po3gain «Mob6iyvHi peakuii»). Jenpecia Moxe 6yTn Cepilo3HMM CTaHOM Ta € 06pe BiJOMUM (PaKTOPOM PU3MKY CYILMAIbHOT NOBEAIHKM Ta camory6ctsa. XKiHkam cnif
nopaanTy 3BEPHYTMCA A0 NiKapsa Npu 3MiHax HaCTPOKO Ta MOsIBI CUMNTOMIB Aenpecii, B TOMY YMC/i He3abapoM Micns noYaTKy npuinomy.

IHOZI MOXKe BMHMKATK XN10a3Ma, 0COO/MBO Y XXIHOK 3 X/10a3MOK0 BariTHMX B aHaMHe3i. YKiHKaM, CXWIbHUM [0 BUHUKHEHHS X/10a3MW, CNif YHUKaTU AiT npsMux
COHSAYHMX MPOMEHIB ab0 ynbTpagioNeToBOro ONPOMiHKOBaHHA Nif Yac 3actocyBaHHA KOK.

KoykHa TabneTka CBIT/10-pPOXKEBOro KONMbOPY npenapary MiCTUTb 46 Mr 1akTO3M, KOXKHa TabeTka 6i10ro Konbopy MiCTUTb 22 Mr 1akTo3W. Mpy HasgBHOCTI PigKiCHUX
CMaAKoBMX CTaHIB HEMEePEHOCMMOCTI ranakTosu, AediunTy naktasu Slanna abo manbabcopbLii rHOKO3M-ranakTosu, y pasi nepebyBaHHA Ha 6e31aKTO3HIW AieTi cnig,
BpaxoBYyBaTy 3a3Ha4€eHY Ki/lbKiCTb aKTO3M.

MigBuLeHHs piBHa ANT

Y XoAi KNiHIYHUX SOCNISKEHb 3a YHaCTHO NaLieHTiB, AKi OTPUMYBav Tepanito AN NiKyBaHHA BipycHOro renatnty C nikapcbKumu 3acobamu, Lo MICTATL OMBITacBip
/napuTanpeBip/puTOHaBIp Ta facabysip 3 AofaBaHHAM pubaBipuHy abo 6e3 Takoro, NiABMLEHHSA PiBHA TpaHcamiHa3 (AJ1T) y noHag 5 pasiB BULLE BEPXHLOT MeXi
Hopmu (BMH) cnocTepiranocs 3Ha4yHO 4acTille Y XKIHOK, SKi 3aCTOCOBYBa/M NiKapcbKi 3ac00M, WO MICTATb eTUHINEeCTPanion, Taki K KOMOGIHOBaHI rOpMOHasIbHI
KoHTpauenTuem (KIFK) (aue. po3ginv «MpoTrunokasaHHs» i «B3aeMoAis3 iHLIMMK NiKapCbKMMM3aco6aMm Ta iHLWI BUAW B3aEMOAII).

KoHcynbTauii/MeanyHe 06CTEXKEHHS

Mepep NoyaTkom abo BigHOBIEHHAM MPUIAOMY NiKapCbKOro 3acoby ka3 peKoMeHAYETbCA 3i6paT NOBHUIA MeANYHUIA aHaMHe3 (BK/HoYatouy CiMeHWIA aHaMHes),
MPONTN MOBHE MeAMYHE OOCTEXEHHSA Ta BUKIHOUMTM BariTHiCTb. HeobXigHO BUMIpATU apTepiaibHWIn TUCK Ta NPOBECTW MefuYHe 06CTeXeHHS, 6epyymn 4O yBaru
NPOTUNOKasaHHA (4MB. po3ain «poTMNOKa3aHHs») Ta 0COBMMBOCTI 3aCTOCYBaHHA (AMB. po3fin «OcobMBOCTI 3aCTOCYBaHHSA»). Cnif 3BepHYTU yBary >KiHKU Ha
iH(hopMmaLito 040 BEHO3HOIO Ta apTepiasibHOro TPOM603y, Y TOMY YMCAI Ha PU3MK, NMOB’A3aHWUIA i3 3aCTOCYBaHHSAM NiKapCbKOro 3acoby [pkas, MOpiBHAHO 3 TaKUM
npu 3acTocyBaHHi iHWNX KK, woao cumntomie BTE Ta ATE, BigoMmx (hakTopiB pusnKy Ta fil, AKi He06xiAHO 34iACHATX NpuW Nigo3pi Ha TPOMO03.

MauieHTKam peKOMeHAYETLCS YBaXKHO NPOUUTATU IHCTPYKLitO ANS MeAMYHOro 3aCTOCyBaHHSA NiKapCbKOro 3acoby Ta AOTPUMYBATUCA PEKOMeHAALIN, Ki MICTATLCA B
Hil.

YacToTa i xapakTtep ornsais NOBUHHI IPYHTYBATUCS Ha iICHYHOUMX HOPMaxX MeAMYHOT NPaKTUKK 3 ypaxyBaHHAM IHAMBILYabHUX 0CO6MBOCTEN KOXHOT XKIHKW.
MauieHTOK NOTPIGHO MOMEepeanTH, WO TFOPMOHa/IbHI KOHTPAUEnTUBM He 3axuulaloTb Bif 3apaxeHHs BIlJI-iHdekuieto (CHIQom) Ta Oyfb-AKUM iHLWUM
3aXBOPOBAHHSAM, LLIO NEPeAacTbCsA CTaTEBUM LUSXOM.

SHMWKEHHS e(DEKTUBHOCTI

EdpexkTmsHicTs KOK MOXe 3HVXYBaTUCh Y pasi NponycKy npuiioMy Tabnetku (4ms. po3gin «Crnoci6 3acTocyBaHHA Ta [03U»), PO3/aLiB LLUTYHKOBO-KMLLKOBOIO TPAKTY




(amB. po3gin «Cnocib 3acTocyBaHHA Ta [031U») abo Npu OAHOYACHOMY 3aCTOCYBaHHI IHLIMX JTIKAPCbKMX 3ac06iB (AMB. po3gin «B3aemofisi 3 iHWMMUK NiKapCbKUMU
3acobamu Ta iHLLi BUAW B3aEMOLIN»).

[NopyLUeHHs UMKy

Mpwy npuitomi KOK MoKy Tb crnocTepiratucs HeperynspHi KpoBoTeui (KpoBOMasaHHS abo NPOPUBHI KpoBOTEYi), 0CO6/MBO MPOTArOM NepLUMX KiNbKOX MicsuiB. AKLWO
nicna TPbOX MEHCTPYa/IbHUX LMK/IB Taki KPOBOTEYI MPOAOBXKYHOTLCS, TX CNif BBXKATU CEPUO3HUMMU.

AKLLO HeperynsapHi KpoB’AHUCTI BUAINEHHS 36epiraoTbcA abo 3’ABNMAKTLCA NICNA NMepiofy PerynsipH1UX KposoTed, MOTPIGHO PO3INAHYTU HETOPMOHAIbHI MPUYMHK
KpOBOTEY Ta BifMNoBiAgHI AiarHOCTUYHI 3aX0Au, BKNHOYaOUM 0BCTEXKEHHS 3 METOK BMK/HOUEHHS HasiBHOCTI NMyX/IMH Ta BariTHOCTI. [10 AiarHOCTUYHMX 3aXO04iB MOXKHa
BK/TIOUUTU KIOPETAX.

Y [eskux >XIHOK MOXKe He HacTaTh KpoBoTeya BigMiHW Mif yac rnepepsu B npuitomi npenapaty. Y pasi npuinomy KOK BignoBigHO [0 BKa3iBOK po3giny «Cnocib
3aCTOCYBaHHA Ta [03W» BariTHICTb MasioimoBipHa. MpoTte akwo npuitom KOK BigbyBaBCA HeperynsipHo A0 BiACYTHOCTI NepLloi KPoBOTedi BigMIHW abo SKLLO
KpOBOTEYi BIAMIHM BIACYTHI NPOTArOM ABOX LIMKNIB, Nepes NpoLoBXKeHHAM 3acTocyBaHHA KOK Heo6XigHO BUKIHOUNTY BariTHICTb.

3acTocyBaHHs y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

BaritHicTb. Mpenapat NpoTMNoKasaHuii 1o 3aCTOCYBaHHA Y Mepioj BariTHOCTI.

Y pa3i BUHWKHEHHS BariTHOCTI Mif 4yac 3acToCyBaHHSi npenapaty [ka3 Moro npuitom Heo6XiAHO MPUNUHWUTKU HeraliHo. poTe pe3ynbTaTh enigemionoriyHnx
AOCNIMKEeHb HE BKa3yHTb Ha Mi[BMLLEHHS PU3MKY MOSIBU BPOMKEHUX Baf Y AiTeil, MaTepi akux npuilmann KOK g0 BariTHOCTI, TaK caMo, SIK i Ha iCHYBaHHS
TepaToreHHoi AiT npy HeHaBMUCHOMY npuitomi KOK npoTarom BaritHOCTI.

JocnifpKeHHs Ha TBapMHaXxX rnokasanu HasiBHICTb HebaxXaHuX e(heKTiB NPOTAroM BariTHOCTI Ta naktayii (AMB. po3ain «PapmMakonorivyHi B1acTUBOCTI»). Ha OCHOBI X
[OCNiPKEHb Ha TBapUHaX He MOXHa BMK/OYaTU HebaxaHi edieKTy BHACNiLOK rOpMOHa/IbHOT Ail Aitoumnx peqoBuH. OfHak 3aranbHuii gocsif 3actocyBaHHsS KOK y
nepiog BariTHOCTI He CBIAYMTL NPO ICHYKOUNIA HebaXKaHWiA BNUB Y NOAVHN.

HasBHi faHi Wwoao npuinomy npenapaty y nepiof BariTHOCTI 3aHaATO O6MEXeHI Ana Toro, o6 3po6buTn BUCHOBKM CTOCOBHO HEraTMBHOIO BM/MBY npenapaty [pkas
Ha nepe6ir BariTHOCTI, 340POB’SA N10Aa Ta HOBOHAPOKEHOr 0. Ha laHnii Yac HeMae YXOAHMX BiANOBIAHMX enifemMionoriyHmx gaHunx.

Mpn BIAHOBMEHHI 3acTOCyBaHHS npenapaTy ka3 cnif BpaxoByBaTW MifABULLEHHS pU3NKY po3BuTKY BTE y nicnsnonorosomy nepiogi (ave. posginn «Cnoci6
3aCTOCYBaHHSA Ta [031», «OC06/IMBOCTI 3aCTOCYBaHHS»).

rogyBaHHs rpyaatn. KOK MoXyTb BNAMBaTM Ha roAyBaHHS FPYyAAH0, OCKiNbKM Nif TX BMNAMBOM MOXE 3MEHLUYBAaTMUCA KifbKICTb FPYAHOr0 MOOKA, a TakoX
3MIHIOBATUCb MOr0 CKnag. 3saxaroum Ha ue, KOK He pekoMeHAYeTbCA NpUiAMaTy y nepiog rogyBaHHs rpyaato. HeBenvki KifibKOCTi KOHTpaLEenTUBHUX CTEPOILIB Ta
/a60 X MeTaboniT MOXYTb MPOHMKATK Y rpyAHe MOMOKO Nif vac 3actocyBaHHA KOK. Lii KisIbKOCTi MOXYTb BM/IMHYTU Ha UTUHY.

®epTunbHicTb. Mpenapat ka3 nokasaHuiA Ans 3anobiraHHs BariTHOCTI. IHopmauito LWoA0 BifHOBMEHHS (epTUAbHOCTI AMB. Y po3gini «dapmakonoriyHi
B/IACTMBOCTI».

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
YKogHux focnifxeHs WOA0 BNAUBY npenapaty ka3 Ha LWBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCMOPTOM abo poboTi 3 IHWMMK MexaHi3Mamu He NMPOBOAMIIOCS.
He Big3Hayanoca BNAUBY Ha 34aTHICTb KepyBaTi aBTOMOGiNIEM a60 npautoBaTy 3 MexaHi3Mamu Y XIHOK, AKi 3acTocoBYtOTb KOK.

Cnoci6 3acTocyBaHHs Ta [03W.
Cnocib 3acTOoCyBaHHS: NepopasibHO.
Jlo3yBaHHA

7K 3acTOoCOoByBaTY NpenapaT [>ka3s



TabneTku cnif npuiAiMaTy LWOAEHHO 3rigHO 3 NOPALKOM, 3a3Ha4eHUM Ha 6nicTepi, NPMOAN3HO B OAMH | TOW caMuiA Yac, 3anuBaroun y pasi Heob6XigHOCTi HEBETIMKOID
KiNbKICTIO pignHu. TabneTkn 3acTocoByBaTu 6e3nepepBHO. MpenapaT npuiimat no 1 Tabnetyi/goby npotarom 28 gHiB nocninb. MNpuidlMaHHA TabneTok 3 KOXKHOI
HaCTYMHOT YNakoBKW C/lif, PO3NOYMHATI Ha HACTYMHWIA ileHb NicNA 3aKiHYeHHS NnonepeaHboi YNakoBKW. AK Npasunio, KpoBoTeYa BigMiHN MOYNHAETLCA Ha 2-3-11 fieHb
nicna NnoyaTKy 3aCTOCYBaHHA TabMeTOK Nnaue60o (OCTaHHIN psa) | MOXE He 3aKiHUMTMCA A0 NoYaTKy NPMnoMy TabneToK 3 HACTYMHOI YNaKoBKMW.

MoyaToK 3aCcTOCyBaHHSA NpenapaTy [>kas

o [OPMOHa/IbHUX KOHTPALLENTUBIB Y NnonepesHii nepios (MAHYNIA MicsiLlb) He 3aCTOCOBYBa
MpuitmaHHs TabneTokK CAif Po3noYnMHaTV y NepLUniA AeHb NPUPOAHOTO LMKy (TOOTO Y NepLUnii AeHb MEHCTPYa/IbHOI KPOBOTEUI).

e [epexif 3 IHWOro KOMGiIHOBaHOr o opasibHOro KoHTpauenTmea (KOK), BariHanbHOro KinbLs abo TpaHCAepManibHOro NaacTupy
BaxkaHO po3noyaTy NpuinMaHHsa Tabnetok npenapaTy ka3 HaCTYMHOro AHA Nicns NpuMiiMaHHS OCTaHHLOI rOPMOHOBMICHOT TabneTkun nornepefHsoro KOK, ane He
Mi3HiLLIe HACTYMHOro AHA Nicns nepepsn y NpuiAMaHHI TabneTok abo nicnd npuiiMaHHA TabneTok nnaue6o nonepefHboro KOK. Y BunagkKy 3acTOCYBaHHSA
KOHTpPaLenT1BHOrO BariHa/IbHOro KifbLs abo TpaHCcAepMasbHOro NiacTUpy Cnif posnoyarn npuimaty npenapat [)kas y feHb BUAaNeHHs 3aco0by, ane He MiHille
[HA, KON HeobXifHe HacTyMnHe 3aCTOCYBaHHS LMX npenaparis.

e [epexif 3 MeToAy, Lo 6a3yeTbCst HAa 3aCTOCYBaHHI flLLIE NPOrecToreHy («MiHi-nini», iH’eKuii, iMnnaHTM) abo BHYTPILLHLOMATKOBOI CUCTEMU 3 MPOrecTOreHoM
MoxxHa po3noyaTtyt npuiiMaHHs npenapaTy ka3 y 6yAb-AKWi feHb Nicnd NPUNUHEHHS NPUAMAHHA «MiHi-Nini» (y BUNagky iMniaHta abo BHYTPILUHbOMATKOBOT
CUCTEMM — B AEHb TX BUAANEHHS, Y BUNaAKY iH’€KLiT - 3aMICTb HACTYMHOI iH’eKwiT). OgHaK Yy BCiX BUNafKax PEKOMeHAYETLCA A0AAaTKOBO BUKOPUCTOBYBATM 6ap’epHMiA
METO/ KOHTpaLenuii NpoTAromM nepwnx 7 AHiB NpuiiMaHHs npenapary.

e [licna abopTy y nepLLOMy TPUMECTPI BariTHOCTI
Mo>kHa po3nounHaTv npuiiom npenapary ka3 ogpasy X. Y Takomy BUNagKy Hemae HeobXxiHOCTI 3aCTOCOBYBATW JOAATKOBI 3aC00M KOHTpaLLenLli.

e [licna nosnoris abo abopTty B Apyromy TpUMeCTpi
PeKOMeHAYETbCA PO3NOYMHATV NpuiiMaHHs npenapaty ka3 3 21-28-ro gHa nicna nonoris abo abopty B Apyromy TpUMeCTpi BariTHOCTI. Mpu NisHiLWoMy noyaTky
npuiiMaHHsA TabneToK PeKOMeHAYETLCA A0AATKOBO BUKOPUCTOBYBATM 6ap’epHNIA MeTOA, KOHTpaLenyil NpoTAroM nepLumnx 7 AHiB NpuinMaHHA TabneTok. MpoTe, AKWo
CTaTeBUIA aKT yXKe BifOyBCA, TO Nepes No4aTKOM 3aCTOCYBaHHA Npenapary CAif BUKIUYUT MOXK/IMBY BariTHICTb ab0 A0YeKaTUCS HAaCTaHHS NepLUOl MeHCTpYyauil.

Y BuNafKy rofyBaHHA rpyaaro AVB. PO3AiNn «3acToCyBaHHSA Y Mepiof BariTHOCTI abo rofyBaHHS rpyaat0».
LLLo pobuTw y BUNaaKy nponycky npuiomy TabneTku
MponyckoM y npuiimMaHHi TabneTok niaue6o 3 0CTaHHLOro (4-ro) psaLy MoXHa 3HexTyBaTu. MpoTe iX CAif BUNYUUTU 3 YNaKOBKW, W06 YHUKHYTU HEHAaBMUCHOMO
NOAO0BXeHHS (ha3n 3aCTOCyBaHHS NnaLebo. HmkyesazHaueHi BKa3iBKM CTOCYHOTHCA TifIbKM NPONYLLEHUX aKTUBHUX TabNeToK, WO MICTATb Aiko4i peYOBUHN.
FAKLLO 3ani3HEHHS Y NpPUIAMaHHI TabneTKy He NepeBuLLYE 24 roAvHK, NpoTU3anigHa Aisa npenapaty He 3HWKYETbCS. MponyLeHy TabneTky Tpeba NpuiAHATY ogpasy,
K TiNIbKM Le 3’AcyBaniocs. HacTynHy TabneTky 3 Liel ynakoBKM cnif npuimaTit y 3BUHHMIA Yac.
AKLLO 3ani3HeHHS 3 NPUIMaHHAM 3a0yTOT TabneTkn nepesBuLLye 24 roANHW, KOHTPALENTUBHMWIA 3aXMCT MOXE 3HU3NTUCA. Y TaKOMy pasi MOXHa KepyBaTucs BOMa
OCHOBHUMM NpaBUIamMu:
1. peKkoMeHAOBaHOM € nepepsa y NpuiiMaHHi rOPMOHOBMICHMX TabNeTokK, fka Tpueae 4 fHi, nepepsa y NpuinMaHHi TabneToK HiKOMM He MOXe NnepeBuLLyBaTu 7
[IHIB;
2. afleKBaTHe MPUrHiYeHHs cUCTeMU rinoTasamyc-rinoiz-aeYHnKN JocAracTbes 6e3nepepBHUM NpPUiMaHHAM Tab1eToK NPOTArom 7 AHIB.
BignoBigHO 40 LUbOro y NOBCAKAEHHOMY XUTTI CNif KePYBaTUCA HMXKYe3a3HaYeHUMIY peKOMeHauigsMn:

JeHb 1-7
Cnif, NPUAHATA OCTaHHIO MpPONyLleHy TabneTKy fKOMora LUBWALLE, HaBiTh AKWO A0BEAETbCA NPUAHATU ABI TabneTkn ofHoyacHo. [icns uboro NpoLoBXKyBaTu
npuimaTy TabneTkn y 3BUYHMIA Yac. Kpim TOro, MpoTArom HacTynHWX 7 AHIB CNif BUKOPUCTOBYBATW 6ap’epHUIA MeTO/, KOHTpaLenLii, Hanpukias npesepsarue. Y
pasi, AKLLO Yy nonepefHi 7 AHIB BifOYBCA CTaTeBUIA akT, CNif BPaxoBYBaTW MOXIMBICTb HAaCTaHHA BariTHOCTI. UM GiflbLie TabneToK NPOMyLLEHO i YuM 6IKYNIA



nepiof 3acTocyBaHHsA TabneToK Nnawue6o, TUM GiNbLLWIA PUSKK BariTHOCTI.
[JeHb 8-14
Cnig NPUAHATA OCTaHHIO MPONYLLEHY TabneTKy SKOMOora LUBMALLe, HaBiTb AKWO A0BEAETbCA MPUAHATU ABI TabneTKm ofgHovacHo. icns uboro NpoAoBXyBaTU
npuimati TabneTkn y 3BMUHMIA Yac. 3a YMOBW, LLLO XKIHKa NPaBU/IbHO NpuiiMana TabneTkn NpoTArom 7 AHIB nepes nponyckom, HeMae HeobXiHOCTI BUKOPUCTOBYBATM
[0AaTKOBI NpoTM3annifgHi 3acobun. AKWO Le He Tak abo nmponylueHa Ginble HiX 1 Tabnetka, peKOMeHAYETbLCS BUKOPUCTOBYBATY A0OAATKOBI METOAM KOHTpaLenuit
NPOTAroMm 7 AHiB.
JeHb 15-24
PU3MK 3HMKEHHS HafiiHOCTI 3pOCTae Mpy HabNVXKEHHI Mepiofdy 3acToCyBaHHSI TabneTok nnaue6o. OaHak npy AOTPUMaHHI CXemMy MpuiiMaHHS TabneToK MOXHa
YHUKHYTU 3HWXXEHHS| KOHTPALENTMBHOIO 3aXMCTy. AKLIO LOTPMMYBaTUCA OLHOMO 3 HWXKYEHaBeLEeHMX BapiaHTiB, TO He BUMHWKHE HeoOXigHOCTI BUKOPWUCTOBYBATU
[0LaTKOBI KOHTpaLLenTUBHI 3aC06M 332 YMOBM NPaBWU/IbHOIO NpUiiMaHHs TabneToK NPOoTAroM 7 AHIB [0 NPOMnycKy. AKLWO Le He Tak, peKOMeHAYETbCA LOTPUMYBaTUCS
MepPLUOro 3 HUKYeHaBeeHVX BapiaHTIB | BUKOPUCTOBYBATY LOAATKOBI 3aCTePeXKHI METOAM MPOTATOM HAaCTYNMHUX 7 OHIB.
1. Cnig NpuAHATM OCTaHHIO NpoNyLLeHy TabneTKy sKoMora WBWALLE, HaBITh SKLLO A0BefeTbCS NPUAHATY ABi TabneTKn ogHoYacHO. IMicns Lb0oro nNpoLoBXKyBaTu
npuiiMaT TabneTkn y 3BMYHMIA 4Yac A0 3aKiHYeHHS 3aCTOCyBaHHSA aKTUBHWX Tabnetok. 4 Tabnetkamu nnauebo 3 OCTaHHbLOro psify HeobXigHO 3HEXTYBaTW.
TabneTky 3 HaCTYMHOT YNakoBKW C/if novatn npuiMaTi ofpasy X Micns 3acTocyBaHHS OCTaHHbLOI aKTUBHOI TabneTku. ManoimoBipHO, WO KpoBOTeYa BiAMiHM
MOYHETLCS 40 3aKiHYEHHS NPUIIMaHHA BCIX aKTUBHMX TabMeToK 3 ApYyrol ynakoBKuM, Xo4a nif vyac npuiiMaHHs TabneTok MOXKyTb CNOCTePiraTucs KpoBoMasaHHs abo
NMPOpPUBHA KPOBOTEYA.
2. MOXHa TakoX MPUMNUHUTU NPUAMAHHSA aKTUBHUX Tab/IETOK 3 MOTOYHOT YNakoBKu. MoTiM cnig npuinMaTty TabneTkn nniauebo 3 0CTaHHLOro pagy NpoTarom 4
[HIB, BK/HOYaOUM AHI NponyckKy TabneTok; NpuiiMaHHA TabneTok Cif NoYaTy 3 HaCTYMHOI YNaKoBKW.
FAKLLO nicna NponycKy y npuiiMaHHi TabneTok BiACYTHS 04iKyBaHa KpOBOTeYa BigMiHM NPOTAroM NepLLOi HOPMasibHOT MepepBX y NpUiMaHHi NpenapaTy, TO iMOBIpHa
BariTHICTb.
PekomeHauiiy BUNagKy po3nagis 3 60Ky LLTYHKOBO-KWULLIKOBOTO TPaKTY
Y BUMaAKY THKKMUX po3nagis 3 60Ky LLIYHKOBO-KMLLIKOBOIO TPakTy (Hanpuknag 6110BaHHA abo Aiapes) MOX/IMBe HEMOBHe BCMOKTYBaHHS npenapary. Y Takomy pasi
CNifi 3aCTOCOBYBATM A0AATKOBI 3aC06M KOHTpauenuii. AKWo 61t0BaHHS MoYasioch YNPOAoBX 3-4 roguH Nicns NpUiMaHHA akTMBHOI TabneTku, TO SiIKHaWLBUALLe
HeobXigHO NPUAHATI HOBY (3aMicHY) TabneTKy HacTynHy TabneTky, SKLI0 MOXMBO, CAif NPUAHATL NPOTArOM 24 TOAMH Y pamKax PeXkKumy 3BUYaHOMO Npuitomy
TabneTKN. AKLWO0 MUHYNO BifbLue 24 roauH, MPUAHATHOKO € peKOMeHaLlis, HaBeieHa BuLLe Yy po3gini «Cnocib 3acTocyBaHHA Ta 4031» MigNyHKT «LLo pobuTn y BUunaaky
MPONycKy NpuioMy TabneTkm». AKLLO XKiHKa He X04e 3MIHKOBATK CBIil rpadik 3acTOCyBaHHA TabMeTok, il HEOOXiAHO NPURHATY [OAATKOBY TabneTky(1) 3 HaCTYNHOT
YMaKoBKM.
AK BigTepMiHyBaTUN HaCTaHHA KPOBOTEYUM BigMIHU
LLLo6 3aTpumaTy nepiof HacTaHHA KPOBOTEYi BiAMIHW, CNif, NPOLOBXYBATU NpuiiMaT TabneTky npenapaty [>ka3 i3 HOBOI yNakoBKW i He NpuiiMaTti TabneTkun nnawue6o
3 NMOTOYHOT YNaKOBKM. AKLLO € 6aXaHHSA, TepPMiH NPUAMaHHA MOXHA MPOLOBXMUTU aX A0 3aKiHYeHHS aKTUBHUX TabNeTok i3 Apyroi ynakosku. Mpu LsoMy MOXYTb
crocTepiratuca NpopuBHa KpoBoTeya abo KpoBOMasaHHS. 3a3Buyaii npuiMaHHsa npenapaty [ka3 BiHOB/MOKTL Micnd NpuiiMaHHsA TabneTok nnaye6o.
LLLo6 3MIiCTUTM Yac HaCcTaHHA KPOBOTEYi BIAMIHW Ha IHLUNIA feHb TUXKHS, PEKOMEHAYETLCA CKOPOTUTY NepepBy y NpuiiMaHHi TabieTok nnauebo Ha CTiNbKW [HiB, Ha
CKifNlbKN 6akaHo. Criif 3a3HauYnTK, LLO YMM KOPOTLLOH Oy/ae nepepsa, TUM YacTille CNoCTepiracTbCa BiACYTHICTb KPOBOTeUI BiAMiHM Ta NnosiBa MPOPMBHOT KPOBOTEUI
abo KpoBOMa3aHHS NPOTAroM NpUiMaHHA TabieToK 3 ApYroi yNakoBKY (K i y BUNALKY 3aTPUMKIN HACTaHHA MeHCTPYaLil KpoBOTeYi BiAMIHN).

aiTn.
MpenapaT NoKasaHWii Ans 3aCTOCYBaHHS 3a MPU3HAYEHHAM fliKaps TibKW NIiCs HAaCTaHHA CTaIMX MeHCTpYyauii.



NepenosyBaHHS.

[oTenep Hemae >XOAHUX AaHMX KNiHIYHUX AOCNi[XKeHb LOA0 nepefo3yBaHHS TabneToK NiKapcbKoro 3acoby [kas. HAK CBig4MTb 3arasibHWA [OCBIf, 3aCTOCYBaHHS
KOK, npu nepefo3yBaHHI MOXe CnocTepiratuca Hy0Ta, 6/110BaHHA Ta KpoBoTeya BigMiHW. KpoBoTeya BiAMIHM MOXe CrocTepiratucay fisyar HaBiTb [0 HaCcTaHHA
MeHapXxey BUMNaaKy HeHaBMUCHOTdBMMaAKOBOr03acToOCyBaHHANIKapCcbKoro3acooby. CrevialbHOroaHTUAOTY He ICHYE, /TIKYBaHHAMOBUHHO 6YTU CUMMNTOMATUYHUM.

Mo6iyHI peakuii.

LLlogo cepito3Hmx MoGiYHMX peakuili y nauieHToK, fKi 3acTocoBytoTb KOK, aMB. TakoX po3ain «OcobanBOCTI 3aCTOCyBaHHs». HmkuesasHayeHi NobiuHi peakuii

cnocTepiranuncs nifg vac 3actocyBaHHA npenapaty ka3 (AuB. Tabnuuto 3).

Y Tabnuui HWX4e HaBefeHO NOGIYHI peakuil 3rigHo KnaciB Ta cuctem opraHiB MedDRA. YacToTa npvBeAeHa Ha OCHOBI KNiHIYHMX AaHuX. Halibinblw NpuUnHATHI

TepMiHM MedDRA BMKOpPUCTaHi A5 ONUCY NeBHMX peakLii Ta TX CUHOHIMIB i MOB’A3aHMX CTaHIB.

aKHe 3riHo TepMiHiB, Knacis cuctem opraHis MedDRA.

[Tb

Knacu Ta cuctemu YacTo HeuacTo MoogVHOKI YacToTa
opraHiB (MedDRA (=2/100 po <1/10) | (=1/2000 po <1/100) | (=1/10000 po <1/1000) HeBifoma
Bepcida 9.1)
IHeKUiT Ta iHBa3IT KaHanoos
3 60Ky cuctemu AHemis, TpombounTeMis
KPOBOTBOPEHHSA Ta
nimgaTnyHoT cucTemm
3 60Ky IMyHHOT Aneprivni peakuii inep-yyTnusi
cncTemm
3 60Ky eHJ0KPUHHOT EHAOKPUHHI po3naam
cuctemu
3 60Ky 06MiHY MigBULLEHHA  aneTuTy,
PeYoBUH Ta aHopekcis,
XapyyBaHHs rinepkaniemis,
rinoHatpiemMis
McuxiyHi posnaam EmouiiHa [Jenpecis, AHoprasmis, 6e3CoHHS
NabiNbHICTb HEePBO3HICTb,
COH/MBICTb
HepBoBa cucrtema "0NnoBHUIA 6inb 3anamopoyeHHs, BepTturo, Tpemop
napecresis

3 60Ky opraHis 30py

KOH’IOHKTUBIT, CyXICTb
0Yel, MOPYLLEHHS 30py

3 60Ky cepus

Taxikapgis

Tabnuus 3.
UacToTa nobiuHMX peakLii, Npo fKi NoBiJOMANOCA Y XOA4I KNIHIYHUX JOCiAKeHb npenapaTy ka3 sk opaibHOro KOHTpaLenTyBa Ta 41 NiKyBaHHA HEBaXKOI (hopMu



3 60Ky cyanH

MirpeHb, BapuvKO3He
PO3LUMPEHHS BEH,
apTepianbHa
rinepTeHsis

®nebiT, CYANHHI
po3naau, HOCOBa
KpoBOTeua,

HENPUTOMHICTb, BEHO3Ha
Tpomboembonis  (BTE),
apTepianbHa
Tpomboembonis (ATE)

3 60OKy Hynota ABLOMiHaNbHUI 36i/bLUEHHS XWBOTA,
LLI/TYHKOBO-KULLIKOBOTO 6inb, ON10BaHHS, | LUTYHKOBO-KMLLKOBI
TpakTy avcnencis, po3naau, BIUYTTH
METEOpU3M, FacTpuT, | HANOBHEHHS
Aiapest LLTYHKOBO-KM1LLIKOBOI O
TpakTy, XiatasibHa
rpuxa, KaHAWZ03
poTOBOT NOPOXXHNHN,
3anop, CyxicTb y poTi
3 60Ky renatobiniapHot Binb y XOBYUHOMY MiXypi,
cucTeMu XONeuncTuT
3 6oKy LUKipK Ta AKHe, cBepbiX, | Xnoasma, ek3ema, | MynbTu-topm
NifLWKipHOT BUCUIN anoneuis, akHethOpPMHUIA | epuTema
KNITKOBUHN flepmaturT, CyXiCTb
LLKIpW, HOJ03Ha
epuTeMa,  rinepTpuxos,
po3nagn 3 GOKy LKipu,
PO3TSHKKM,  KOHTaKTHWI
flepmaturT, (oTo-
4yT/IMBUIA [epmarur,
HOZYNApHa LWKipa
3 60Ky M’A30B0I Ta Binb y cnuHi, 6inb y
CNOJYYHOT TKaHNHU KiHUIBKaX,  CyAoMM
M’S3iB
3 6oky Bontouictb BariHanbHuin AvcnapeyHis,
penpoayKTUBHOT MOJIOYHUX 3a/103, KaHAMA03, Tas30BWIA | BY/IbBOBAriHIT,
CUCTEMU Ta MOJIOYHUX | MeTpoparis*, Oinb, 30i/IbLLUEHHS | MOCTKOITa/IbHA

3a/103

ameHopes

MOJTIOYHMX 3a/103,
(hi6pO3HO-KICTO3HA
macTonarisi, MaTKoBi/
BariHa/IbHi

KpoBOTeYa,  KpoBOTeva
BIAMIHW, KUCTa MO/IOYHOT
3an03u, rinepnnasis
MOJIOYHOI 3a/103M,




KpoBOTeui*, HOBOYTBOPEHHS y

BUAINIEHHS 3i | MONOYHIM 3an03i, nonin
CTaTeBMX  OpraHiB, | LUMIAKK MaTKK, aTpodis
NpUNAnBK,  BariHiT, | EHAOMETPIIO, KucTa
MOpYyLUEeHHS AEYHNKA, 36i/IbLLEHHS
MEHCTPYa/IbHOro MaTKu

UMKy, OMCMEHOopes,
rinoMeHopes,
MeHoparis,
BariHa/ibHa CyXIiCTb,
CYMHIBHMI Ma30K
ManaHikonay,
3HKEHHS Nibigo

3arasibHi po3nagn AcCTeHid, nigsuLleHe | Hesgy»xaHHS
MOTOBUAINEHHS,
HabpsK
(reHepanisoBaHwuii
HabpsiK,
nepugepuyHuiA
HabpsiK, HabpskK
06114us)
JocnipkeHHs 36i/bLUeHHA  Macy | 3MEHLLIEHHS MacK Tina
Tina

*HeperynapHi KpoBOTeYi 3a3BUYaii 3HUKAKOTb NPU MPOAOBXKEHHI Tepanii

Onuc oKpeMux NOGIYHUX PeaKLLi

Y XiHOK, ki npuiimann KI'K, cnocTepirascs nigBuLLEHNIA pU3NK PO3BUTKY BEHO3HUX ab0 apTepiasibHUX TPOMOOTUYHUX Ta TPOMOOEMOONIYHMX ABULL, Y TOMY YACA
iH(hapKTy MioKap/a, iHCYNbTY, TPaH3UTOPHUX iLLEMIYHMX aTak, BeHO3HOro TpoM603y Ta TEJIA, siki geTanbHiwe onucaHi y posgini «OcobnmBoCTi 3aCTOCYBaHHS.
Hwuxye3asHayeHi cepilo3Hi NOGIYHI peakL il criocTepiranncs y XiHoK, fKi 3actocoBytoTb KOK, L0 Takox 6y onuncaHi y po3gini «OcobamnBocTi 3aCTOCYBaHHS»:

e BEHO3HI TPOMOOEMOO/TIYHI po3/asu;

e apTepianibHi TPOMO60EMOONIYHI po3naau;

e apTepianbHa rinepTeHsis;

e MYX/INHY NEYiHKY;

* PO3BUTOK ab0 3aroCTPeHHs 3aXBOPIOBaHb, A4/ AKUX 3B°A30K i3 npuiiomom KOK He 3’scoBaHWiA 0CTaTouHO: xBopoba KpoHa, HecneumgiuHWin BUPa3KoBMiA
KONIT, enifiencisi, Mioma MaTku, nopdipis, CACTEMHUIA YepBOHWI BOBYaK, reprec BaritHuX, xopes CigeHxama, reMoniTMko-ypeMivyHuUi CUHAPOM, XonecTaTnuyHa
XOBTAHULS;

e X/10a3Ma;

e roCTpi abo XPOHIYHI po3nagy (YHKUIT MeYiHKW, WO MOXYTb NOTpebyBaTV MpUNUHeHHs 3actocyBaHHA KOK, AOKM MOKasHUKM (OYHKLIT MeYiHKN He




e NMOBEPHYTLCA 40 HOPMU;

ey XKIHOK 3i CMafKOBOK CXW/IbHICTHO [0 aHriOHEBPOTMYHOIO HAOPAKY EK30reHHI eCTPOreHW MOXYTb CrpUYMHUTK ab0 MOoCWIBaTU  CUMMTOMMU

aHriOHEeBPOTMYHOIO HAOPAKY.

YacToTa fiarHocTyBaHHSA pakKy MOJIOYHOT 31031 AeL0 MigBULLYETLCA Cepef XIHOK, AKi 3acTocoBYHOTb KOK. OCKiflbK1 pak MOJIOYHOT 3271031 Y XIiHOK BikoM Ao 40
POKIB 3yCTpIYaeTbCA PiAKO, 36iNbLUEHHS KiNbKOCTI BMMAAKIB AiarHOCTYBaHHS paky MOMOYHOT 3a/103M Y XKIHOK, SKi 3aCTOCOBYHOTb HWHI ab0 HeLLoAaBHO
3actocoByBa/i KOK, € He3HaYHMM LLOAO PiBHA 3ara/ibHOro pusnKy paky MoaoYHOT 3a51031. B3aeMo3B’A30K i3 3acTocyBaHHsSM KOK HeBifgomuii. [IMB. TaKOX po3ginu
«[MpoTunokasaHHs» Ta «OCO6/IMBOCTI 3aCTOCYBaHHS».
Bsaemopii
[MpopvBHI KPOBOTeYi Ta/abo 3HMXKEHHA KOHTPALENTMBHOI Aii MOXe BUHWKHYTW BHACNiLOK B3aEMOAIT IHLIMX NiKapCbKMX 3acobiB (IHAYKTOPIB (PepMeHTIB) 3
Opa/lbHUMM KOHTpauenTmBamu (AMB. po3ain «B3aemogis 3 iHWMMK NiKapcbKUMK 3aco6amm Ta iHLLI BUAW B3aEMOLIN»).
MoBigOMEHHA NPO NiJ03PtoBaHI NOBIYHI peakuit
MoBifOMMEHHA NPO Nigo3ptoBaHi NOGIYHI peakuii y nepiof NOCTMapKETUHIOBOrO CMOCTEPEXEHHS € AyXKe BaXXIMBUMM. Lle 1ae MOXNMBICTb 34iACHIOBATM KOHTPO/Ib
3a CNiBBIAHOLLEHHAM KOPUCTL/PU3NK AN NiKapcbKUX 3ac06iB. MeanyHi npawuiBHMKM NOBMHHI NOBIAOMAATM NPO NiA03pHoBaHi NoBiYHI peakLil.

TepMiH NpuAaTHOCTI. 5 poKiB.
He 3acTocoByBaTVnicNs 3aKiHYEHHA TEPMIHY NPUAATHOCTI,3a3Ha4eHOr OHa YMaKoBLi.

YMoBW 36epiraHHs.
36epirat npu Temnepatypi He BuLe 30 °C y HefOCTYNHOMY A5 AiTei MicLi.

YnakoBKa.
BricTep, WO MiCTUTb 28 TabNeTOK, BKPUTMX 060/TOHKOO,Ta CaMOK/IeNKaCTPiuKa 3 HAHECEHUMM AHAMU TUXKHA B KAPTOHHINauLi.

KaTteropis Bignycky.
3a pevenTom.

Brpo6bHUKMN.
Baliep Al
Baiep Bavimap T'm6X i Ko KIT

Micue3HaxomkKeHHA BUPOOHUKIB Ta TXHSA afpeca NpoBamKeHHs 4isi/IbHOCTI.
13353, bepniH, MionnepwTpacce 178, HimeuyumHa.
[ob6epaliHepliTtpacce 20, 99427 Balimap, HimeuumnHa.



