IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NIGEHOA
(DIFENDA)

Cknaa;

Ait0Yi PEYOBUHK: APOCMNIPEHOH; eTUHINEeCTpasion;

1 TabneTka poXKeBoro Konbopy MiCTUTb eTUHINecTpagiony 0,02 mr Ta ApocnipeHoHy 3 Mr;

AOMOMI>KHI PEYOBUMHU: NaKTO3a, MOHOTiApaT; KpOXMasib NPeXenaTuHi30BaHWIA; NOBIAOH; HATPit0 KpoCcKapMenosa; nonicop6at 80; marHito cteapart;

nniBkoBa 0600HKa: Onagpait 11 PoxeBuWi1, WO MICTUTb: CNUPT NONiBiHINOBUIA, TuTaHy giokeung (E 171), makporon, TanbK, 3asi3a okeung XoBTuid (E 172), 3anisa
oKcmg vepBoHuii (E 172), 3anisa okeug YopHuid (E 172);

1 TabneTtka nnaue6o 6is10ro KoNbOPY MiCTUTL:

[IONOMI>KHI pevoBMHM: NakTo3a 6e3B0Ha, NOBIJOH, MarHito cTeapar,

nniskoBa o60noHka: Onagpaii |1 6inni, Wo mMicTUTb: CNUPT NONIBIHINOBUIA, TUTaHy Aiokeng (E 171), Mmakporon, TasibK.

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI (hi3nKO-XiMiYHI BNacTUBOCTI: TabneTkn KPyrnoi opmun, ABOOMYKNI, BKPUTI MNIBKOBOK OO0/IOHKOK POXEBOr0 KOMbOPY, Ta TabneTku Kpyrnoi opmu,
[BOONYKJi, BKPUTI M/1IBKOBOK 060/10HKOHO 6iN10ro Konbopy (nnauyebo).

dapmakoTepaneBTUYHa rpyna.
"OpMOHM CTaTeBMX 3a/103 Ta Npenapartu, AKi 3aCTOCOBYOTb MPW NaTo/orii CTaTeBol cpepy. TOPMOHaIbHI KOHTPaLENTUBK /19 CUCTEMHOTO 3acTtocyBaHHsA. Kog ATX
GO3A Al2.

dapmMakosoriyHi BnacTmeoCTI.

PapmakonHamika.

IHaekc Mepns KoHTpauenTnBHUX HeBAay: 0,41 (BepxHiit ABo6iuHMIA 95 % posipumnia iHTepsan: 0,85).

3aranbHuin iHaekce Mepns (KOHTpauenTMBHI HeBAaYi + NOMUKK 3 60Ky nauieHToK): 0,80 (BepxHii aBo6iuHMIA 95 % posipunia iHTepsan: 1,30).

MpoTu3annigHa gia npenapaty AijeHaa 6a3yeTbCA Ha B3aEMOMIT Pi3HUX YMHHUKIB, HANBXKIMBILLMMW Cepef SKUX € MPUrHiYeHHs 0BYNALiT i 3MiHa LepBiKa/IbHOI
cekpew,ii.

Y npoueci TPMUMKNIOBOro KNiHIYHOro AOCNIMKEHHS MPUTHIYEHHS OBYNALIT MOPIBHAHHA KOMOiHaUiT ApocnipeHoH 3 mr/eTuHinectpagion 0,02 Mr npu 24-aeHHOMyY Ta
21-[eHHOMY peXXuMi, 24-[eHHWA PeXXUM acoLitoBaBCs 3 OiNbLUOKD Cynpecietd po3BUTKY (PONiKyniB. Micns HaBMUCHUX MOMWMOK Y [03yBaHHI NPOTArOM TPETLOro
LMKy Tepanii y nepeBaxHOT 6ifbLUOCTI XIHOK i3 21-AeHHUM PEXMMOM CrocTepiranaca akTUBHICTb AEYHUKIB, BK/IHOUYAKOUM OBYNALLIKO, MOPIBHAHO i3 XIiHKamu 3 24-
JEHHUM PeXnMoM. AKTUBHICTb SEYHMKIB MoBepTanaca [0 PiBHIB, WO 6ynM A0 noyaTKy Tepanii NpoTsrom umkny nicna Tepanii y 91,8 % XiHOK i3 24-AeHHUM
PEXUMOM.

Mpenapat AitheHaa — ue KOMOGiHOBaHWIA Opa/ibHUIA KOHTPaLEeNnTMB 3 eTUHINECTPadioNloM Ta NPorecToreHoM ApocnipeHOHOM. Y TepaneBTUYHUX A03ax APOCMipeHOH

MPOsBNAE aHTUAHAPOreHHi Ta MOMIPHI AaHTUMIHEPa/IOKOPTUKOIAHI BMACTUBOCTI. BiH He Mae eCTPOreHHoi, TNHOKOKOPTUKOIAHOT Ta aHTUIIFOKOKOPTUKOIAHOT
aKTMBHOCTI. OTXXe, APOCMIPEHOH Ma€e CXOXMiA (hapMaKoIorivYHMIA MPoQinb i3 NPUPOLAHUM MPOrecTePOHOM.



3rifiHO JaHWMX KNIHIYHWUX AOCIAKeHb MOMIPHI aHTUMIHEPaSIOKOPTMKOILHI BNacTMBOCTI npenapaty AdideHaa npus3BoAATL 40 NOMIPHOTO aHTMMIHEPa/IOKOPTUKOIAHOTO
BMNBY.

Byno nposefeHo fABa 6araTOLEHTPOBUX, MOABIMHWX CAINUX, paHAOMi30BaHUX, NIaLeb0-KOHTPONbOBaHMX AOCNIMKEHHA A5 OUIHKMA eeKTMBHOCTI Ta 6e3neku
3acTocyBaHHA npenapaty [ieHaa XXiHkam 3 acne vulgaris cepefHboro ctyneHs. INicna 6 micauyiB Tepanii, NOpPIBHAHO 3 Mnaue6o, npenapar NPoAEeMOHCTPYBaB
CTaTUCTUYHO 3HaYYLLMIA edheKT 3HMKEHHS Ha 15,6 % (49,3 % nopiBHSAHO 3 33,7 %) KiNbKOCTI 3ananbHUX enemMeHTiB, 18,5 % (40,6 % nopiBHAHO 3 22,1 %) KiNbKOCTI
He3anasbHUX enemMeHTIB Ta 16,5 % (44,6 % nopiBHAHO 3 28,1 %) 3ara/ibHOI KiflbKOCTI BUCKMaHb. Takox 6inbLUniA BiACOTOK cy6’ekTiB, 11,8 % (18,6 % NOpiBHSAHO 3
6,8 %), OYB i3 «UMCTOO» Ta «MaiiXe YMCTO> LLKIPO, K OLjiHIOBanMCs 3a Wwkanoto 1SGA (Investigator’s Stated Global Assessment).

dPapmakoKiHe TuKa.

[ApocnipeHoH

BcMmoKTyBaHHS. MepopanbHO NPUAHATUIA APOCNIPEHOH LUBUAKO i MOBHICTHO BCMOKTYETbLCS. MaKCcUMasibHa KOHLUEHTpaLis y cMpoBaTLi KpoBi, WO CTaHOBUTL 38 Hr/Mn,
[0CAracTbCs NPUGIN3HO Yepe3 1-2 roguHu nicns 0LHOPa3oBOro NepopasibHOro 3aCTOCyBaHHSA. biogoCTYMHICTL CTAHOBUTL 76 — 85 %. OfjHOoYaCHE BXXMBaHHSA
DKI He BNvMBae Ha 6i0A40CTYMNHICTb APOCMIPEHOHY.

Po3snogin. Micns nepopanbHOro 3acTocyBaHHS KOHLUEHTpaLlis ApocnipeHOHY B CUPOBATLi KPOBI 3HMXKYETLCS i3 CepeaHiM KiHLEBMM NepiogoM HaniBBMBEAEHHS B13bKO
31-i roamHun. [pocnipeHoH 3B’A3YETbCA i3 CMPOBATKOBMM a/ibOyMiHOM, NPU LbOMY He 3’€fHYoumnChb i3 cTateBumMun crtepoigamu (M3CC) Ta KOPTUKOILO3B A3YHOUUM
rnobyniHom (M3K). Tinbkn 3-5 % 1A0ro 3arasibHOI KinbKOCTi B CMPOBATLL KPOBI HasiBHI y BifbHOMY CTaHi. CnpuynHeHe eTuHinecTpagionom nigsuweHHs M3CC He
BMN/IMBAE Ha 3B’A3yBaHHSA 4POCMiPeHOHY 3 NPOTEIHaMK CMpoBaTKM KpoBi. CepefiHiin 06°eM po3noAiny ApOChipeHoHyY CTaHoBUTL 3,7+1,2 N/Kr.

MeTabosi3M. [pocripeHOH 3HAYHOK MIpOK MeTaboni3yeTbCs MICNA MepopasibHOr0 3acTOCyBaHHA. [T0M0BHUMW MeTabonitaMu y nnasMi € KUC/IOTHI qopmu
APOCMipeHOHyY, L0 YTBOPKOKOTLCA NP BIAKPUTTI NAKTOHOBOIO Kinbus, Ta 4,5-anrigpo-apocnipeHoH-3-cynbdar, aKi YyTBOPIOTLCA LUISAXOM rigpartayii 3 noganbumnm
cynbhaTyBaHHAM. JpoCripeHOH TakoX € 06’€KTOM OKUCHIOBa/IbHOrO MeTabonismy, Wo Katanidyetbcsi CYP3A4. In vitro gpocnipeHoH MoXe cnabko abo MoMipHO
npurHivysatu epmeHTn uutoxpomy P450: CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.

BuBefieHHs 3 opraHiamy. LLIBUAKICTb MeTab0NivYHOro KNipeHcy ApOoCcnipeHOHY i3 CMPOBaTKM KPOBI CTAHOBUTbL NpM6aM3HO 1,5+0,2 Mn/XB/Kr. pocnipeHoH BUAINSETLCA
Y HEe3MiHeHI hopMmi TiNbKK Yy Ay»Ke He3HauYHIN KinbKocTi. MeTabonitn BUAINAOTLCS i3 Ceveto Ta KaloM Yy cniBBigHOLWEHHI Big 1,2 ao 1,4. MNepiog HaniBBMBEAEHHSA
MeTaboniTiB i3 CeYeto Ta KaJloM CTaHOBUTb Npr6/M3HO 40 romH.

CTtaH piBHOBaru. YnpoAoBX UMKy 3aCTOCYBaHHA MakKcMa/ibHa PiBHOBaXKHA KOHLIEHTpaLis ApOocnipeHOHY B CUMPOBATL KPOBI, WO CTaHOBUTL MPU6/IM3HO 70 Hr/m,
[0CAraeTbCa nicna 8 AHiB 3aCToCyBaHHA. PiBHI ApOCMipeHOHY Y KPOBiI KyMy/toBasiv B 3 pa3un AK HacnifoK CniBBigHOLLIEHHS TepPMiHa/IbHOTO Mepioy HaniBBUBELEHHS
Ta iHTepBasly 403YBaHHS.

OkpeMmi rpynu nawieHToK

YKiHKM 3 NOPYLUIEHHAMW (DYHKLLIT HUPOK. PiIBHOBaXXHA KOHLIEHTpaL,isi 4pOCMipeHOHY B CMPOBATLL KPOBI Y XXIHOK 3 HUPKOBOK HEeOCTATHICTHO SIEFKOr0 CTYMEHS THXKKOCTI
(KnipeHC KpeaTuHiHY 50-80 mMn/xB) 6yna NOPIBHAHHOK i3 LUM MOKA3HMKOM [N XIHOK i3 HOPMa/IbHOK (PYHKLIEH HUPOK (KNipeHC KpeaTuHiHy Ginblue 80 MN/XB).
PiBeHb ApocnipeHoOHy B cupoBatLi Kposi OyB y cepefHboMy Ha 37 % BULLMM Y XKIHOK i3 HMPKOBOK HELOCTATHICTIO CepefHbOro CTYMNeHs TSHXKKOCTI (KipeHc
KpeaTuHiHy 30-50 Mn/XB) NOPIBHAHO 3 UMM MOKa3HWKOM NS XKIHOK i3 HOPMa/IbHOK (DYHKLIIEKD HUPOK. 3aCTOCYBaHHA ApPOCMipeHOHY NPOAEMOHCTPYBao A06py
NepeHOCUMICTb Y BCiX rpynax nawuieHToK. MokasaHo, WO npuiiMaHHA ApocnipeHOHY He Mae KNiHIYHO 3HaYyLLIOro epeKTy Ha KOHLIEHTPALLiK0 Kaslito B CUpOBaTL,i KPOBI.
YKiHKM 3 NOpYLLUEHHAMW PYHKLLIT NEYiHKMN.

Y [OCNiIPKEHHI 3aCTOCYBaHHA Pa30BOI [103M K/IpPeHC APOCMipeHOHY Npy nepopasibHOMY 3acTOCyBaHHI 3HMXKYBaBCA Mpuban3Ho Ha 50 % B oci6 i3 MOMIpHOHO
MeYiHKOBOI HeOCTATHICTIO NOPIBHAHO 3 A0OPOBO/bLAMM 3 HOPMa/IbHOK (PYHKLIED MeYiHKW. BusiBneHe BigXUIeHHs KNipeHcy ApocnipeHOoHyY B OCi6 i3 MOMipHOH0
MeYiHKOBOK HeAOCTaTHICTHO He 3yMOB/IOBAN0 OyAb-AKMX ABHMX BiAMIHHOCTEN LLOAO KOHLEHTpauil Kanito y cMpoBaTtui KpoBi. HaBiTb Mpyu HasBHOCTI LyKPOBOIO
AiabeTy Ta CynyTHbLOT Tepanii CnipoHONaKTOHOM (fBa (haKTopu, WO MOXYTb MPOBOKYBATKW rinepkanieMito) He cnocTepiranocs NiABULIEHHS KOHUEHTpaUil Kanito B
cupoBartLi KpoBi BuLLe BepXHbOT Mexi HopMu. OTXe, ApOCnipeHOH J06pe nepeHoCUTLCS 0cob6amMm i3 NMeYiHKOBOK HeAOCTATHICTHO JIerKOro Ta NMoMIPHOro CTYMeHS




(knac B 3a knacudikauieto Yainnga — M°10).
ETHiYHI rpynun. He cnocTepiranocs KAiHIYHO 3HaYyLLOl pi3HULi Y (apMaKOKIHeTMLi apocnipeHOHY abo eTUHINeCcTpaaiony y XIHOK AMNOHCLKOI HalliOHa/IbHOCTI Ta
€BpOnenuiB.
ETuHinecTpagion
BcMokTyBaHHS. Mpy nepopanibHOMY 3aCTOCYBaHHI €TUHINECTPaLIoN LWBMAKO i MOBHICTIO BCMOKTYETLCA. MakcumasibHa CMpPOBATKOBA KOHLEHTpaLis, WO AopiBHIOE 33
MKr/Mn, 4OCAraeTbCA MPOTAroM 1-2 rofuH Micns 04HOPa30BOro MepopasibHOro 3acTocyBaHHA. AGCO/MOTHA 6I0A0CTYMHICTb BHACNILOK MPECUCTEMHOT KOH torauii i
MeTaboniamy npu nepLioMy MPOXOMKEHHI Yepe3 MeyviHKy CTaHOBUTbL Npu6aM3HO 60 %. OgHoYacHe BXMBaHHS DKI 3MeHLIye 6i0f0CTYMHICTb eTUHinecTpagiony
nNpuenn3Ho y 25 % AoCNiaKyBaHUX.
Po3nogin. PiBHI eTUHINecTpagiony y cuposatLi 3MeHLLYHTbCA ABO(ha3HO, TepMiHa/IbHa (ha3a XapaKTepu3yeTbCa Nepiofom HaniBBUBEAEHHS, WO NPUGIN3HO JOPIBHIOE
24 roavHu. ETUHINecTpagion MiyHo, NpoTe HecneymgiyuHo, 3B8’A3YeTbCs 3 anlbbyMiHaMu cmpoBaTKu (Nprn6m3HO 98,5 %) Ta iHAYKYE 36i/bLUeHHA KoHUeHTpauil F3CC
Ta K3I™ y crpoBartLi KpoBi. YABHWIN 06’ €M pPO3MOLiNY CTaHOBUTL NPUOAN3HO 5 n/Kr.
MeTabo/i3M. ETUHINeCTpagion 3Ha4HO Mipot0 MeTabo/Mi3yeTbCA Y LLUMYHKOBO-KULLIKOBOMY TPaKTI Ta Npwv MepLioMy MPOXO[pKeHHI Yepe3 nediHKy. ETuHinectpagion
MeTaboNi3yeTbCA, rOIOBHUM YMHOM, LUMAXOM TiAPOKCU/IIOBAHHSA apOMAaTUYHOrO KilbLUA 3 YTBOPEHHAM LUMPOKOro CrekTpa rifpoKCUIbOBAHNX Ta METWUIbOBAHMX
MeTaboniTiB, AKi NPUCYTHI Y BifIbHOMY CTaHi Ta IK KOH’HOraTu 3 rtoKypoHifamu 1a cynbdatamu. MeTaboniuHNin KNipeHe eTUHINeCTpaaiony cTaHoBUTb NPUBAN3HO 5
MA/XB/KT.
In vitro eTuHinecTpagion € 3BopoTHUM iHri6iTopom CYP2C19, CYP1A1l ta CYP1A2, a TakOX Ha OCHOBI MexaHi3my fii — iHri6iTtopom CYP3A4/5, CYP2C8 Ta
CYP222.
BuBefeHHA 3 opraHiamy. ETWHinectpagion maiike He BMBOAWUTLCA Y HE3MiHEHIN ¢opmi. MeTaboniT eTUHINeCTpagiony BUBOAATLCA i3 CEYetd Ta XKOBYHD Y
CniBBigHOLWEHHI 4:6. MNepiog HaniBBMBEAEHHA MeTaboiTiB CTaHOBUTL Maiixe 1 06y .
CraH piBHoBarn. CTaH piBHOBaru LOCAraeTbCs y APYriin NOMOBUHI LMKNY 3aCTOCYBaHHA, KOMM KOHLEHTPaLis eTUHINeCTpasiony B cvpoBatLi KpoBi 36iNbLUyeTbCS Y
2,0-2,3 pa3a.
LLOKNiHIYHI faHi 3 6e3neku.
Y nabopaTopHMX TBapuUH e(eKTU APOCMIPEHOHY Ta eTUHiNecTpagdiony 6ynn obMexXeHi TakMMK, L0 acouitoBainca 3 BiOMOK (apMaKo/oriyHow Aieto. 30Kpema,
[OCNIPKEHHS 3 BUABNEHHS PENPOALYKTUBHOT TOKCUYHOCTI Y TBapuH MOKasasv HasBHICTb BUAOCNELM(IYHOrO eMOPiOTOKCUYHOIO Ta PeTOTOKCUUYHOIO BNAMBY. MNpw
eKCMo3uLiT, WO NepeBuLLYye TakKy Y KOpUCTyBadiB npenapaty AigeHaa, y AedKuX BUAIB TBAPUH CMIOCTEPIrain BM/IMB Ha CTaTeBY AudepeHLiadito.

KniHIYHI XapaKTEPUCTUKWN.
[MokasaHHA.
MepopanbHa KOHTpauenLis.

IMpoTnnoKasaHHA.
Komb6iHoBaHiropmoHanbHi koHTpauenTneu (KIK) He cnif 3acTocoByBaTh NpU HasiBHOCTI Xo4a 6 OAHOr0 3 HMKYe3a3HaYeHNX CTaHIB. Y pasi SKLO OyAb-SKUiA i3 LmX
CTaHiB BUHMKAE BNepLUe nig vac 3actocyBaHHA KK, npuiiom npenaparty cnif HeraiHO NPUNMHUTK.
HasBHiCcTb a60 pn3nK po3BUTKY BEHO3HOT TpoM6boembonii (BTE):
0 BTE Ha gaHuii yac, 30KpeMa BHac/ifoK Tepanii aHTUKoarynsHTamm, abo B aHamHesi (Hanpuknag, TpoM603 rnnbokmx BeH (TI'B) abo TpoMb60emb0nis nereHeBoi
aptepii (TEJIA));
0 BigoMa cnagkoBa abo HabyTa cxunbHICTb A0 BTE, Taka fK pPe3nCTeHTHICTb [0 aKTUBOBaHOro npoteiHy C (y Tomy uuchi myTauis taktopa V JleiigeHa),
Aediunt aHTUTPOM6IHY-I11, nediumT npoTeiny C, AediumT NpoTeiny S,



O Be/IKI OMepaTyBHI BTPYYaHHSA 3 TPMBA/IO iMMObGinizayieto (auB. po3gin «OcobnnBOCTI 3aCTOCYBaAHHA);
O BUCOKWI pu3nK BTE yepe3 HasiBHICTb MHOXWUHHUX (DaKTOPIB PUNKY (amB. po3ain «OCco6NMBOCTI 3aCTOCYBAHHS»).
HasBHicTb ab0 pu3nK po3BUTKY apTepiasibHoi TpoMboembonii (ATE):
0 HasBHicTb ATE Ha gaHuiA yac abo B aHamHe3i (Hanpuknag, iHhapKT Miokapaa) abo HasiBHICTb NPOAPOMaNbHUX CUMATOMIB (Hanpuknag, CTeHOKapAais);
MOPYLLUEHHS MO3KOBOI0 KPOBOOGIry Ha faHuiA Yac abo B aHaMHE3i, HasBHICTb NPOAPOMa/IbHUX CUMMTOMIB (HanpuKnagd, TPaH3MTOpHa iweMiyHa ataka (TIA));
O Bigoma cnagkoBa abo HabyTa CXubHICTb A0 ATE, Taka K rineproMoumcTeiHeMis Ta aHTUTINA 40 docdoninigis (aHTUTINA A0 KapAioniniHie, BOBYAKOBUIA
aHTUKOarynsHr);
MIrpeHb i3 BOFHULLEBMMW HEBPOOTIYHUMY CUMMNTOMaMM B aHaMHe3I;
BUCOKMIN pu3nK ATE uyepe3 HasBHICTb MHOXUHHUX (DaKTOPIB PU3MKY (AMB. po3gin «OcobanBOCTI 3aCTOCYBaHHS») abo Yepe3 HasABHICTb OAHOr0O CepPio3HOro
(haKTOpY pU3MKY, TaKOro AK:
- LyKpoBwWiA fiabeT i3 CyaANHHUMU YCKNaLHEHHAMU;
- TSXKKa apTepiasibHa rinepTeHsis;
- THXKKa AMCMINONPOTEIHEMIS.
HasBHICTb TAXXKOro 3aXBOPHOBAHHSA MEYiHKM Ha AaHuiA Yac abo B aHaMHe3i, MOKN MOKa3HUKM PYHKLIT MeYiHKN He MOBEPHY/INCA Y MEXi HOPMM.
HvipkoBa He4OCTaTHICTb TAXKOI0 CTyrMeHs abo rocTpa HUPKOBa HeJOCTATHICTb.
HasBHICTb NyX/IMH NeYiHKM Ha faHuii Yyac abo B aHaMHesi (06pOosIKiCHUX ab0 3M105KICHMX).
Bigomi abo nifo3proBaHi 3N105KICHI NyX/IMHN (HanpuKnag, cTateBMX opraHiB abo MOMOYHMX 3a/103), WO € 3a/IeXXHMMMU Bifl CTaTEBMUX FOPMOHIB.
BariHa/sibHa KpoBOTEYa He3’ACoBaHOT eTiosOrii.
MigBuLLeHa Yy TAMBICTb A0 AiF0UMX PeYOBUH abo [0 6yAb-IKOro3 KOMMNOHEHTIB Npenapary.

o

o O

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

e BnnmB iHWKNX NikapcbKuX 3aco6iB Ha npenapart AiteHaa.
B3aemogil MOXMBI 3 NiKapCbKMMK 3aco6amu, WO HAYKYHTb MIKPOCOMasbHI pepmMeHTW. Lie npu3BoAuTb 4O 30ibLUEHHS KNIPEHCY CTaTeBUX FOPMOHIB, L0
CMPUYMHSIE 3MIHW XapaKTepy MeHCTPYasibHOI KpoBOTeui Ta/abo BTpaTh ePEKTUBHOCTI KOHTpALLENTHBY.
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, aKi NpuiiMatoTb NiKapCbKi 3aco6u, WO iHAYKYHTb (0epMEeHTK, NOBMHI TMUMYacOBO BMKOPWUCTOBYBATW Gap’e€pHUA MeToA4 ab0 iHLINIA MeTOh KOHTpauenLii
[04aTKOBO [0 KOMGIHOBAHOro opasibHoro KoHtpauentuey (KOK). Bap’epHuidi MeTog, CNif BUKOPUCTOBYBATW MPOTArOM YCbOro TePMiHY NiKyBaHHS BiAMNOBigHUM
npenapaToM i Wwe NpoTArom 28 fAHIiB NiCNs NPUNMHEHHS MOr0 3acTOCyBaHHA. FKLLO Tepanis po3noYMHaETbCA Y Nepioj 3acToCyBaHHA OCTaHHIX Tabnetok KOK 3
YMakoBKW, TO NPMitoM TabneTok 3 HacTynHOT ynakoskn KOK cnif po3noyaTy ogpasy nicns nonepeaHboi 6e3 3BMYHOro iHTepBasly 6e3 3aCToCyBaHHS TabneTokK.
[l0BroCTPOKOBE /liKyBaHHA
)KiHkam npu [OBroCTPOKOBIM Tepanil Ait0Y4MMM  pevoBUHAMU, WO IHAYKYHOTb (epMEHTM MeYviHKM, PEKOMEHAYETbCA 6ap’epHMii abo iHWWIA BiAMNOBIAHWIA
HEropMoHa/IbHUIA MeTOZ, KOHTpaLenw,ii.
HwxyesasHaueHi B3aemogii 6ynu 3aikcoBaHi 3rigHoO 3 ony61iKOBaHVMU SJaHUMM.



[iroui peyosmHK, WO 36inbLY0Tb KnipeHe KOK (3H>KeHHs edpekTuBHOCTI KOK yepes iHAyKLi0 (DepMeHTIB), Hanpukiag;

6apbiTypaTn, 603eHTaH, kapbamaszeniH, (HEHITOIH, MPUMILOH, pudamniynH; npenapaTy, WO 3acTOCOBYHOTbCA npu BIJ1-iHekuii (puToHaBip, HeBipamniH Ta
ehaBipeHL,); TakoX, MOXNMBO, (henbamart, rpu3eodynbBiH, OKCKap6baseniH, TornipaMar i POC/IMHHI NiKapCbKi 3aco6u, WO MICTATb eKCTpaKT 3Bipoboto (Hypericum
perfiratum).

[ito4i peyoBnHM 3 HENOCTINHMM BNAMBOM Ha KnipeHe KOK

Mpy opHoyacHoMy 3acTtocyBaHHI 3 KOK Benmka KinbKicTb KOMOGiHaUil iHri6iTopis Bl/1-npoTeasn Ta HEHYKIeO3MAHMX iHFiBITOPIB 3BOPOTHOI TpaHCKpUNTa3w,
BK/IHOYaOUM KOMOIHaLii 3 iHribiTopamu Bipycy renatuty C (BI'C), MoXyTb NiABMLLYyBaTN ab0 3HMXKXYBATW KOHLEHTPAL,it0 eCTporeHy abo NporecTHIB Yy Mnasmi KpoBi.
CyKynNHWIA BNMB TakMX 3MiH MOXe 6y TV K/IHIYHO 3HAYYLLMM Y [eAKUX BUMaAKax.

Tomy Anst BUSBNEHHS NOTEHLINHMX B3aEMOAIN Ta Oy Ab-AKNX IHWNX PeKOMeHAaLi cnif 03HaioOMUTUCA 3 iH(hopMaLieto WOA0 MeAMYHOr0 3aCTOCYBaHHS NiKapCbKOro
3acoby ana nikyeaHHsi BIJ1/BI'C, wo npuimaeTbcs 0fHOYACHO. Y pasi HasiBHOCTI By/b-AKUX CYMHIBIB XiHKam [0AaTKOBO C/lif, BUKOPUCTOBYBaTW 6ap’epHNIA METOL
KOHTpaLenuii npu Tepanii iHridiTopamu npoteasn abo iHribiTopamMn HeHyK1e031AHOT 3BOPOTHOT TPAHCKPUMTA3MN.

[ito4i pevyoBmHm, LWo 3HMKYTb KiipeHe KOK (iHri6iTopy hepMeHTIiB)

KniHiYHa 3HaYyLLiCTb NOTEHLiNHOT B3aEMOAIT 3 IHri6iTOpaMu hepMEHTIB 3a/TNLLIAETLCS HE3’ICOBAHOIO.

OfiHoYacHe 3aCTOCYBaHHSA CUIbHUX iHri6iTopiB CY P3A4 MOXe MigBULLMTY NNa3MOBI KOHLIEHTPaLLIT ecTporeHy abo nporectuHy, abo 060X KOMMOHEHTIB.

Y pocnifkeHHi 6baraTopasoBux 03 KOMOGiHaLiT gpocnipeHoH (3 Mr/goby)/eTuHinectpagion

(0,002 mr/poby) Ta cunbHoro iHri6itopa CYP3A4 KeTOKOHa30/y, L0 3aCTOCOBYBAaBCA OfHOYAcHO, NpPoTaroM 10 AHIB 36iNblUyBanocs 3HAYEHHS AUC(0.24h)

ApocnipeHOHy Ta eTUHiNecTpagiony y
2,7 Ta 1,4 pa3a BifnoBigHO.
ETopukokenb y posax Big 60 go 120 mr/goby npoAeMOHCTpYBaB MiABMLLEHHS MNIa3MOBMX KOHLEHTpaUid eTuHinectpagiony y 1,4-1,6 pasa BignoBigHO npwu
ofHo4yacHomy 3actocyBaHHi 3 KI'K, wwo mictuts 0,035 Mr eTuHinecTpagiony.

» Bnnve npenapary AigeHaa Ha iHLWi NnikapcbKi 3aco6u
KOK MOXyTb BMvBaT Ha MeTaboniaMm [eskux [Aiounx pevyoBuH. BignoBiAHO, KOHUEHTpauil y nnasmi KpoBi Ta Yy TKaHMHaxX MOXYTb abo niABuLLyBaTuCA
(HanpvKnag, UMKIOCMOPUH), abo 3HMKYBATUCS (HanpuKnag, NamoTPUIKUH).
Ha nigcTtasi gocnigpkeHb B3aEMOAIT in Vivo Y XIHOK-400p0BO/IbLiB, AKI 3aCTOCOBYBa/IM OMeNpa3o/i, CUMBacTaTUH Ta Mifa3osiam fK CyocTpaTu-mapkepu, BCTaHOB/IEHO,
LLLO KMIHIYHO 3HavyLla B3aEMOAIS ApOCMipeHOHY B 403i 3 MI 3 iHLUMMW aKTUBHUMM CY6CTaHLiSIMK, L0 IHAYKYOTLCA LUTOXPOMOM P450, € ManoiMOBIpHOLO.
KniHiyHi fgaHi cBigyaTb Npo Te, WO eTUHiNecTpagion npurHivye knipeHc cybctpatie CYPLA2, wo BUKIMKae cnabke (Hanpuknag, TeodiniH) abo nomipHe
(Hanpuknag, TM3aHignH) NigBULLEHHS TX NIa3MOBMX KOHLEHTpaL,iiA.
IHWI hopmu B3aeMoSiT
Y nauieHTIB 3 HOPMaILHOK (NYHKLIIEK HUPOK OfHOYACHE 3aCTOCYBaHHSA APOCMipeHOoHY Ta iHribiTopis AINd abo HecTepoigHMX NpoTu3ananbHUX npenapatis (HM3MT)
He MoKas3aso 3Ha4yLoro BM/MBY Ha piBeHb Kanito B cuposatyi KpoBi. OgHaK ofHOYacHe 3aCTOCyBaHHA Mpenapaty [iteHAa Ta aHTaroHICTiB afb4oCTepoHy abo
Kaninsbepiratoumx AiypeTukiB He [AOCNiMKyBanocs. Y LUbOMY BMNAAKY PIiBEHb Kanitd y CMpOBaTLi KPOBI MOTPIGHO [AOCNiAKyBaTXU MPOTArOM MEPLUOr0 LMKAY
NiKyBaHHSA (4MB. TakoX po3gin «OcobnMBOCTI 3aCTOCYBaHHSA»).
JlabopaTopHi aHanism
3acTocyBaHHs KOHTpALENTUBHUX CTEPOIiB MOXE BM/MBATM HAa pe3y/bTaTh [esKMX N1abopaTopHUX aHasisiB, TakMx AK GioXiMiuHi napameTpy (yHKLUIT NeyiHku,
LWMTOBNAHOT 3a/103M, HAAHUPKOBMX 3a/103 | HUPOK, Ha KOHLEHTPauito Yy nsiasmi TPaHCMOPTHUX OiNKiB, TakKMX AK r06YNiH, WO 3B’A3ye KOPTMKOCTEPOIaN, Ha
KOHLLEHTpaLit0 y nna3mi KpoBi (pakuiin ninigis/ninonpoTeiHiB, Ha NOKa3HUKW BYT1EBOAHOr0 06MiHY, Koarynsauii ta ibpuHonisy. 3a3sumyali Taki 3MiH1 NepedyBaroTh Yy
MeXax Hopmu. [pocripeHOH 36iMblUy€e aKTMBHICTb PeHiHY Ta anbJOCTepOHY Yy Mnasmi KPOBi, WO iHAYKYETbCA MOro MOMIPHOK aHTUMIHEPaIOKOPTUKOIAHOK
aKTUBHICTIO.



Oc06/1MBOCT i 3aCTOCYBaHHSI.
PilleHHs Npo npu3HadeHHA npenapaty AideHaa cnif npuiiMat 3 ypaxyBaHHAM iHAMBIAYaIbHUX (DAKTOPIB PU3MKY XKIHKM, WO iCHYIOTb Ha JaHWii MOMEHT, Y TOMY
yncni (pakTopiB pusmKy po3suTKy BTE, a Takox pusnky BTE, noB’s3aHoro 3 npuiiomom npenapaTy [igeHaa, nopiBHAHO 3 iHwumn KIK (gue. posaginu
«[MpoTunokasaHHs» Ta «OCO6/IMBOCTI 3aCTOCYBAHHS»).
lNonepemkeHHA
Mpn HasABHOCTI 6y Ab-AKMNX CTaHIB abo (PaKTOPiB PU3MKY, 3a3HAYEHNX HMXKYE, CNiJ 06roBOPMTY 3 XKIHKOK A0LINIbHICTL 3aCTOCYBaHHA npenapaty AideHaa.
Y pasi 3aroctpeHHs abo npu neplinx npossax 6yab-AKUX i3 BKazaHWX CTaHIB abo (haKTOpiB PU3MKY XXIHKaM PeKOMeHAYETLCS 3BEPHYTUCA A0 JliKaps Ta BU3HAUUTU
HeoOXifHICTb NPUMMHEHHS NpuiioMy npenapaty AideHaa
Y pasi nigo3ptoBaHoi abo nigTeepakeHoi BTE abo ATE cnig npunuHntK 3actocyBaHHA KIK. AKWO po3novarta aHTUKOAryIsHTHa Tepanisi, cnif 3abe3nedunTy
a/lbTepHaTUBHY afleKBaTHY KOHTpaLenL,ito Yepes TepaToreHHNI BB aHTUKOArynsHTIB (KyMapuHN).

e LINpKYNATOPHI po3nagn
Pun3unk po3sutky BTE
3acTtocyBaHHA Oyab-aknx KK nigsuilye pusvk po3suTtky BTE y XIHOK, fKi X 3aCTOCOBYHOTb, MOPIBHAHO 3 TUMW, AKI iX He 3aCTOCOBYHOTbL. [Npenapatu, Lo
MICTATb JIEBOHOPrecTpes, Hoprectumat abo HOPEeTUCTEPOH, acoLiFOKOTBLCA 3 HMKUYMM pu3nkoM BTE. 3acTocyBaHHSA IHLLMX NMiKapPCbKMX 3ac06iB, TaKUX SK
[icheHga, Moxke NpU3BOANTM A0 NIABULLEHHS PU3UKY YABIYi. PiLLeHHA NMpo 3aCcToCyBaHHA npenapatiB, OKPIM TUX, WO MarTb HANHUXXUYNIA PU3NK PO3BUTKY
BTE, cnig npuiimaTy nuwie nicns 06roBopeHHs 3 XKiHKOK. HeobxigHO nepekoHaTucs, WO BOHa YCBIAOM/IOE py3MK po3BUTKY BTE, acouiiioBaHwnii i3
3acTocyBaHHAM npenapaTty [ieHga, CTyniHb BNANBY HAABHUX Y HET PaKTOpiB PU3NKY Ta TOM (haKT, Lo pu3nK BTE € HalBULLMM NPOTAroM NepLUoro poky
3aCToCyBaHHA. 3a fesKnMU gaHnmu pusnk BTE moxke 3poctaTtu npu BigHoBNeHHI 3acTocyBaHHA KIMK nicnis nepepsu y 4 TdKHI abo J0BLLUe.
Y pBox i3 10 000 XiHOK, siKi He npuiiMatoTb KK Ta He € BariTHUMK, po3BrnBaeTbes BTE NpoTaromM poky. OfHaK y KOXHOT OKPEMOT XIiHKN PU3KK MOXe BYTU 3HaYHO
BULLIMM 3a/1eXKHO BifJ, HaABHUX Y Hel (PaKTopiB pu3NKY (AMB. HUXYE).
BcTaHoBneHol, o 3 10 000 xiHoK, siKi 3acTocoBytoTb KK, 1|0 MiCTATb APOCNipeHoH, Y 9-12 XiHOK po3BUHeTLCS BTE NpoTArom ogHoro poky. Lle nopiBHIOETLCA 3
MOKa3HUKOM 62 y XiHOK, fIKi 3acTocoBYoTb KK, L0 MiCTATb IeBOHOPrecTper.
B 060x BrnagKax KinbKicTb BUNazgkis BTE 3a pik 6yna MeHLLO, HiX 3a3BMYaii OUiKy€eTbCA MPOTAroM BariTHOCTi abo y Nicnsanonorosomy nepiog.
BTE moxe Npu3BoAMTU A0 NeTaslbHUX HacnigkiB y 1-2 % Bunagkis.

Kinbkictb Bunagkis BTE Ha 10 000 »iHOK 3a OAWH piK



EKinLgcrn
,  Bimankie BTE

M

=
KTK He KT R, mo sicTars KK, tio MicTHTL,
EACTOCORY TR NEBFHOPIECTREA OpOCIPEHOH
{2 BHTEATKI) {3=T mppakn) {9=12 mirnnmKin)

1 Lli nokasHMKM OTPMMAHO Ha OCHOBI BCiX AaHMX enifeMionoriyHMX AocnigpkeHb 3 ypaxyBaHHSIM BifIHOCHMX pPU3MKiB, NOB’A3aHMX i3 npuiiomom pisHmx KK, nopiBHAHO i3 3acTocyBaHHaM KK, wo
MICTSTb NEBOHOPrecTpen.

2y cepefiHboMy 5-7 Bunaakis Ha 10 000 >iHKO-POKIB Ha OCHOBI pO3paxyHKY BiJHOCHOI0 pu3unKy 3actocyBaHHA KK, Lo MICTATL NEeBOHOPrecTpen, NopiBHAHO 3 TaKUM Y XIiHOK, SIKi He OTPUMYHOTb
KIK (6nmn3bko 2,3-3,6 B1naaKy).

PaKTopKn pr3nKy po3suTky BTE

PU3NK PO3BUTKY BEHO3HWX TPOMOGOEMOO/IUYHMUX YCKNaAHEHb Y XIHOK, fKi 3acTocoBYOTb KK, MOXe 6yTM 3HAYHO BULLMM MpW HasBHOCTI A0AATKOBMX (haKTopiB
PU3NKY, 0CO6/IMBO MHOXUHHUX (avB. Tabnuuto 2).

3acTocyBaHHs npenapaty AigeHaa NpoTUnoKasaHe XIiHKaM i3 MHOXUHHUMY (DaKTOpaMu pU3KNKY, L0 MOXE NIABULLMTA PU3NK PO3BUTKY BEHO3HOIO TPOM603Y (AVB.
po3ain «poTunokasaHHsa»). AKLIO XiHKa Mae Ginblue OAHOro haktopa pPU3nKy, 3pOCTaHHS PU3NKY MOXKe OYTW GiNbLUMM, HIXXK CymMa PU3MKIB, acouioBaHMX i3
KOXXHUM OKPEMUM (hakTOpOM, TOMY C/lifl BPaxoByBaTy 3ara/ibHuin pu3nk po3suTKy BTE. AKLLO CMiBBIAHOLIEHHA KOPUCTL/PU3MK HECTIPUAT/INBE, He CNij NpU3HaYvaTu
KIK (auB. po3ain «[MpoTunoKasaHHN»).

Tabnuus 2
dakTopn pr3nKy po3suTKy BTE
dakTop pu3nKy MpumiTka
OxupiHHa  (iHOeKC  Macu  Tina |PU3MK 3Ha4YHO NiABULLYETLCA MNPU 30iMbLUEHHI IHAEKCY
nepesuLye 30 Kr/m?2) macu Tina.

Oco6mBo 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: TMMYacoBa iMMOOini3auis,
y TOMY uucni Nepenotu > 4 roawH,
TaK0X MOXYTb OYTI PaKTOPOM PUNKY

Y TakMx CUTyauisix PeKOMEHAYETbCA  NPUMUHUTK
3acTocyBaHHA  npenapaty (y  pa3i  MNaHOBOIO
onepaTMBHOMO BTPYYaHHS LLOHaiMeHLLE 3a 4 TWKHI) Ta He
BIHOB/OBATM 3aCTOCYBaHHA paHille HXK Yvepes 2
TWXKHI MiCNs NMOBHOIO BifHOB/IEHHSA PYXOBOi aKTMBHOCTI. 3
METOK  YHUKHEHHA  HebakaHOi  BariTHOCTI  chij
BMKOPUCTOBYBATM iHLLI METOAMN KOHTpaLenui.

Cnif po3rnsHyTK AOLINbHICTL aHTUTPOMOOTWUYHOT Tepanii,

po3BuTKY BTE, 0c06/MBO Yy XXIHOK 3 |AKWO 3acTocyBaHHA npenapaty JideHga He 6yno
IHLUMMKW haKTOpamu pUsKKy. MPUNUHEHO NOMNEPeAHbLO.
CimeliHnin aHamHe3 (BTE y Korocb i3 |Y  pa3i  HasiBHOCTI  CMafKOBOI  CXWbHOCTI  nepeq

poamuis abo 6aTbkiB, 0C0O6AMBO Y
BIZHOCHO MOMOAOMY BiLli, HanpukKnag

3acTocyBaHHAM Oyab-AKnxX KK XiHKaM peKoMeHAYEeTbCS
nopaguTmcs 3i cnewianictom.

y Biui go 50 pokiB).

IHWI cTaHK, noB’a3aHi 3 BTE Pak, CUCTEMHMI YepPBOHWIA BOBYaK,
remMoNliTUKO-ypeMiYHUA  CUHAPOM, XPOHIYHE 3ana/ibHe
3aXBOPIOBAHHA  KMLIEYHWKY (XBopoba KpoHa ab6o

BMPA3KOBWIA KONIT) Ta ceprnonofibHOKMITUHHA aHeEMIS.
Oco6/11Bo Y BiLi NoHag 35 pokiB

Bik

Hemae eaMHOT AyMKW LLIOLO MOX/IMBOIO BM/JIMBY BapvKO3HOrO PO3LUMPEHHS BEH Ta MOBEPXHEBOro TPOMOOMNEeBITY HA PO3BMTOK Ta MPOrpPecyBaHHA BEHO3HOrO
Tpom603y.

Heob6XigHO 3BepHYTY yBary Ha NigBULLEHWIA PU3MK PO3BMUTKY TPOM60eMOONIT y nepiog BariTHOCTI, 0CO6/IMBO NPOTArOM 6 TVXKHIB Micns nonoris (iHpopmaLito LWoAo
nepiogy BariTHOCTi abo rogyBaHHs rpyaaro AMB. Yy po3aini «3acTocyBaHHSA Yy Nnepiof BariTHOCTI abo rofyBaHHSA rpyaao»).

Cumntomu BTE (Tpom603 rnnbokmnx BeH (TIB) Ta Tpomboem60/1is nereHeBoi apTepii (TEJSTA)

XiHkam cnif nopaguTn y pasi NosSBK HMKUYEBKA3aHUX CUMMTOMIB HerainHo 3BepHyTUCS [0 Nlikaps Ta NOBIJOMUTY NPO Te, L0 BOHK 3acTOCOBYOTh KIK.

Cumntomamyt TI'B MOXyTb 6yTK: 0AHOBGIYHMIA HABbPSK HOMW Ta/abo CTYMNHI abo AiNSHKM Y3[40BX BeHW Ha HO3i; 6inb abo NiABMLLEHa YyTAMBICTb Y HO3I, WO MOXe
BiUyBaTUCA TiNbKWN NPU CTOAHHI 260 X0b0I, BifUYTTA Xapy B YpaXKeHiin HO3i; NOYepBOHIHHA 200 3MiHa KOMbOpY LUKIPU Ha HO3I.

Cumntomamy TESTA MOXyTb 6yTW: panToBa 3aayLiKa He3’COBaHOI eTioNorii abo NPMUCKOPEHE AMXaHHSA; PanTOBMIA KalleNb, MOX/IMBO 3 KPOB’HO; panToBWiA 6inb y
FPYLHIN KNIiTUI; NepegHenpUTOMHUIA CTaH abo 3anamopoYeHHs; LWBKNAKE ab0 HeperynspHe cepuebuTTs.

[JesKi 3 uux cMmMnToMIB (Hanpuknag, 3aguLLKa, Kallenb) € HecrneunmiyHMmM abo MOXYTb 6YTU HENPaABUIbHO IHTEPMPETOBaHI AK BifbLL MOLIMPEHi a60 MEeHLL TAXKKI
ABuLLa (Hanpuknag, K iHeKUiT AUXanbHNX LWNAXIB).

IHLWi NPOsBM BACKYIAPHOT OK/KO3iT MOXYTb BK/IHOUATU PanToBUiA Biflb, HAOPSK, FOCTPUI XMBIT Ta HE3HAYHE NOCUHIHHSA KiHLBKM.

Mpy OKMO3IT CyAMH OKa NMOYaTKOBOK CUMIMTOMATUKOK MOXe BYTU HEYITKICTb 30pY, WO HEe CYNpPOBOAKYETLCA 6OLOBMMU BIZUYTTAMU | AKa MOXe NporpecysaTtu Lo
BTpaTy 30py. IHKONM BTpaTa 30py PO3BMBAETHCA MaiiXKe MUTTEBO.

Pnsnk po3sutky ATE

3a flaHnMK enigemionorivyHMX AocnigpkeHb 3acTocyBaHHA 6yab-aknx KK acouitoeTbes 3 nigsuiieHnM pusnkom ATE (iHapKT miokapaa) abo LepebpoBacKynsipHMX



nogint (TIA, iHcynbT). ApTepiasibHi TPOMO0EMOONIYHI SBULLA MOXYTb MaTy NIeTa/lbHUIA HaCMifoK.

PaKTopn pr3nKy po3BUTKY ATE

Mpw 3actocyBaHHi KK pu3nk po3BuTKy apTepiasibHUX TPOMO0eMOO/IYHNX YCKNaaHeHb abo LiepebpoBacKynsapHUX NOAiM 3poCcTaE Y XIHOK i3 akTopaMmmn pusmnky
(ame. Tabnmuto 3). 3acTtocyBaHHs npenapaTy AieHaa NpoTMNoKasaHe, SKLWO XIHKA Mat0Tb OAWMH CEPINO3HMIA ab0 MHOXMHHI (hakTopu pusnky po3sutky ATE, ki
MOXYTb MiABULLMTIA PU3MK PO3BUTKY apTepiasibHOro Tpomoo3y (amB. po3ain «MpoTunoKasaHHs). AKLLO XKIHKa Mae 6inbLLe 04HOro PakTopa pU3KnKy,
3pOCTaHHA PU3MKY MOXe OyTu GifbLUMM, HDXX CyMa PU3NKIB, acouiioBaHMX i3 KOXXHUM OKPeMUM (haKTOpPOM, TOMY CAij BpaxoByBaTW 3ara/lbHUiA pusnK. AKLLO
CMNiBBIAHOLLEHHA KOPUCTL/PU3NK HecnpuaTamBe, He cnif npusHadatn KIK (ame. po3ain «MpoTunokasaHHs»).

Tabnuus 3
dakTopn pr3nKy po3BuUTKY ATE
daKTop pU3nNKy MpumiTKa
36i/bLUEHHS BiKy Oco61m1Bo Y BiLi NnoHag 35 pokiB
ManiHHA XiHkam, aki  KopuctytoTbcss  KIK,  pekomeHAyeTbCs
yTpumyBaTtuca Big naniHHA. XXiHKam BikoM Bif 35 pokiB, AKi
NPOAOBXYHOTb nanniTu, HacTiiHO PEKOMEH/YETHCSA

BMKOPWCTOBYBATU iHLLIWIA METO/ KOHTpALIeMLIiT.

ApTepianbHa rinepTeH3sis
OxupiHHA  (iHOeKC Macu  Tina| PM3nMK 3Ha4yHO NiABULLYETHLCA MPWU 30iMbLUEHHI IHAEKCY Macu
nepesuiye 30 Kr/m2) Tina. OcobnmBo noTpebye yBarv NPU HAABHOCTI Y >KiHOK
IHLIMX (DAaKTOPIB PU3MKY.

CimeliHnii aHamHe3 (ATE y Korocb| Y pasi HassBHOCTiI CNagKoBOI CXUIbHOCTI Mepes 3aCTOCyBaHHSAM
i3 poamyiB abo 6aTbkiB, 0c06MBO | OyAb-kMx KIK >KiHKaM peKOMeHAYyeTbCA nopaguTucs  3i
y BIAQHOCHO  MoOnogomy  BiLi, | cnewianicTom.

Hanpuknag y Biui go 50 pokiB)
MirpeHb 3pOoCTaHHA 4acTOTM BUHWKHEHHA abo TAXKKOCTI nepebiry
MirpeHi nig yvac 3actocyeaHHa KK (MOXxnuBi npogpoMaibHi
CTaHW nepes PO3BUTKOM LiepebpOBacKyNApPHUX MOAINA) MOXe
CTaTV NPUYMHOKO HEraiHOro NPUNUHEHHS npuitomy KIrK.

IHLWI CTaHu, NnoB’si3aHi 3| LlykpoBuin  giabet, rinepromMouucTeiHEMIS, Bagu KnanaHis
HebaxxaHUMK peakuisMn 3 6OKy | cepust, ibpunauia nepeacepdb, AUCAINONPOTEIHEMIA Ta
CYAVH CUCTEMHMIN YePBOHWIN BOBYaK.

Cumntomu ATE

YKiHKaM cnif nopaguT y pasi NosiBY HUXKYe3a3HauYeHUX CUMMNTOMIB HeraiHo 3BepHYTUCA A0 Nlikaps Ta NOBIAOMUTM MPO Te, L0 BOHM 3acToCoBYHOTL KIK.
CumnTomMamy LiepebpoBacKy/IAPHOro po3nagy MOXYTb OyTW: panToBe OHIMIHHSA 06/1M4Yys, CnabkicTb abo OHIMIHHA KiHLiIBOK, 0COG/IMBO OAHOCTOPOHHE; panToBe
MopyLUeHHs X04bOW, 3anaMOpOYeHHs, BTpaTa piBHOBarM abo KOOpAMHaLil; panToBa CrnAyTaHIiCTb CBIZOMOCTI, MOPYLUEHHA MOBJ/IEHHA ab0 PO3yMiHHSA; panToBe
NOripLleHHs 30py Ha ofHe abo 0bmBa OKa; PanTOBWI, CUNbHWIA ab0 TPUBaIUIA FONIOBHUIA GiNb 6€3 BM3HAYEHOT NPUYMHK; BTpaTa CBILOMOCTI abo 30MAIHHSA i3
cygoMamm abo 6e3 HuX.

TpaH3UTOPHUIA XapaKTep CUMMTOMIB MOXe cBigunTy rnpo TIA.




CumnToMamu iHapKTy MioKapa MOXyTb BYTI: 6inb, AUCKOM(OPT, BiAUYYTTA CTUCHEHHSA ab0 TSXKKOCTIY FPYAHIN KNITU, pyLui abo HMKYe rpyaHUHN; AUCKOMGOPTHE
BifUYTTH, LU0 BiAZ4ae y CNUHY, Leneny, ropno, pyky, WAyHOK; Big4yTTA NeperoBHEHHS LUYHKA, MOPYLUEHHA TPpaB/ieHHs abo ffyxa; MoCWUIeHe MOTOBUAINEHHS,
Hyf0Ta, 6/1t0BaHHA abo 3anamMopOYeHHs; Ha3BMYaliHa CNabKicTb, TPUBOXHUIA CTaH ab0 3aMLLIKa; LWBUAKE ab0 HeperynspHe cepLeounTTs.

[Tyx/iMHu

Pe3ynbTaTv AesKMUX enigemioNioriyHnX AocifpKeHb BKa3yTb Ha JOAATKOBe NiABULLEHHS PU3NKY PO3BUTKY paky LUMAKM MaTKW Mpy LOBrOTPMBAIOMY 3aCTOCYBaHHI
KOK (> 5 pokiB), npoTe Lie TBEPMKEHHSA 3a/IMLLIAETLCA CyNepeysIMBUM, OCKIIbKM OCTATOYHO He 3’ACOBaHO, HACKINbKM pe3ynbTath 4OCNILKeHb BPax0oBYHOTb CYMyTHI
(haKTopW PU3NKY, HaNpuKnag ctaTeBy NOBeAIHKY, Ta iHLWI (haKTopK, HaNpuKag naniioMasipyCHy IHEKL K0 NOANHN.

MeTaaHani3 Ha nigcrasi 54 enigeMioNoriyHMX AOCMIMKEHb BKa3ye Ha He3HayHe MifgBuLLEeHHA BiAHOCHOTO pu3nky (BP = 1,24) po3BUTKY paky MOJSIOYHOT 3a/1031 Y
XIHOK, fiKi 3acTocoBytoTb KOK. Lieii nifBMLLEHNIA pU3KMK NOCTYNOBO 3HWMKae NpoTarom 10 pokis nicns 3akiHYeHHs 3acTocyBaHHA KOK. OcCKifibK1 pak MONOYHOI
3a/1031 Y XKIHOK BiKOM A0 40 poKiB 3yCTpivaeTbCs pifKo, 36iMbLUEHHS KibKOCTI BUNAAKIB AiarHOCTUKM paKy MOIOYHOT 331031 Y XIHOK, SiKi 3aCTOCOBYHOTb HUHI a0
HewoaaBHoO 3actocoByBai KOK, € He3Ha4YHUM LOAO0 PiBHA 3ara/ibHOro pU3nKy paky MOIOYHOT 3a103U. Pe3ynbTaTv UuX AOCNILKEHb He HafaloTh [OKa3iB ICHYBaHHSA
MPUYMHHOIO B3aEMO3B’A3KY. MMiABULLEHHS PU3UKY MOXe 6YTK 3yMOB/IeHe K Oiflbll PaHHLOK AiarHOCTUKOK paKy MOJOYHOT 3a/103M Y XKIHOK, IKi 3aCTOCOBYHOTb
KOK, TaK i 6ionoriyHoto aieto KOK abo noefgHaHHAM 060X (hakTopiB. BiA3HayeHO TeHAEHL|it0, WO pakK MOMOYHOT 3a/103U, BUSIBNIEHWIA Y XKIHOK, SiKi OyAb-KONW
npuiimann KOK, KNiHIYHO MEHLL BUPaXXEHWIA, HIXK Y TUX, XTO HiKONN He 3acTocoByBaB KOK.

Y NOOAMHOKMX BUMagKax Yy XIHOK, fKi 3actocoBytoTb KOK, crioctepiranvcs fo6posiKicHI, a wWe pigwe — 3M109KICHI MyX/INMHW MeYiHKK, WO B OKPEMMX BUNaAKax
NpU3BOAMAN A0 Hebe3neyHoi AN XUTTA BHYTPILUHbOYEPEBHOT KPOBOTEYI. Y pa3i BUHUKHEHHSI CKapr Ha CUAbHWUIA 6inb B eniracTpanbHii AinsHui, 36iNbLLEHHS
MeviHku abo O3HaKWM BHYTPILIHbOYEPEBHOI KpPOBOTEYi NpU AudepeHLiinHIn AiarHOCTULI CNif BpaxoBYBaTW MOX/IMBICTb HAsABHOCTI MYXIMHW MEYiHKW Mpu
3acTocyBaHHi KOK.

3actocyBaHHA KOK 'y Bucokux fo3ax (50 MKr eTUHINECTPasiony) 3HMKYE PU3MK paKy eHLOMETPIA Ta AE€YHUKIB. 3aMLLIaETbCa NIATBEPAUTU, YN LI AaHI MOXYTb
cTocyBatucs i HM3bkogo308Mx KOK.

IHLI cTaHu

MporecTMHOBMIA KOMMOHEHT npenapaty [igeHaa € aHTaroHiCTOM aib0CTEPOHY 3 Kaniik3bepiratounmMm B1acTMBOCTAMU. Y OifbLLIOCTI BUMNAAKIB 3aCTOCYBaHHSA He
OYIKYETLCS MIABULLEHHA PIBHA Kanito. Y Npoueci KAIHIYHWUX JOCNIMKeHb Y AeAKUX NauieHTIB i3 NIErKok Ta MOMIPHOK HMPKOBOK HEAOCTaTHICTIO Ta OAHOYaCHUM
3aCTOCYBaHHSAM Kaniinzbepiraroumx nikapcbKmx 3aco6iB piBeHb Kanito B CUPOBaTLi KPOBI AELLO, afie He CYTTEBO, MiABULLLYBaBCA Mifj Yac 3aCTOCYBaHHS APOCMiPEHOHY.
TOMy peKOMEeHAYETbLCA KOHTPO/b PIBHA Kasito Nif Yac Meplioro UMKy NikyBaHHA NauieHTKam i3 HMPKOBOK HEeAOCTaTHICTH0. BKasaHWM nNauieHTKaM TakoX
PEKOMEH/I0BaHO Nepes, NoYaTKOM 3aCTOCYBaHHA Npenapary yTpuMyBaTh PiBeHb Kaslito CUPOBATKM KPOBI HE BHLLEe BEPXHLOT MeXi HOpMU, 0CO6/IMBO NPU OLHOYACHOMY
3acTocyBaHHI Kasiinzbepiratoumx nikapcbKmnx 3acobis (auB. po3ain «B3aeMogia 3 iIHWNMK NiKapCbKMMK 3aC06aMm Ta iHLWI BUAW B3aEMOLIN»).

XiHKK 3 rinepTpurniuepuaemieto abo CimeinHUM aHaMHe30M LLOJ0 LibOro NopyLUEHHs CTaHOBNATb FPYNY PU3UKY PO3BUTKY NaHKpeaTUTy Npu 3actocysaHHi KOK.
Xoy4a NoBigoMNAN0CA NPO He3HayHe NiABULLEHHSA apTepiaslbHOro TUCKY Y 6araTbOX XIiHOK, AiKi npuiiMatoTb KOK, KiHIYHO 3Hauylle NiABULLEHHS apTepiaibHOro
TUCKY CMOCTepIiraeTbCsi y MOOAMHOKMX BUMNagkax. HeraiHe npunuHeHHs npuitomy KOK HeobXigHe nuwe y umMx MOOAMHOKMX BuNafgkax. Y pasi Tpusanol
apTepianbHOI rinepTeHsii abo HEMOX/MBOCTI KOHTPOMKOBATM NOKAa3HMKN TUCKY 3a [OMOMOIOK aHTUriNepTeH3nBHMX 3aco6iB XiHKaM, ski npuiivatoTb KOK, cnig,
MPUMMHATK TX 3aCTOCYBaHHA. Y pasi HeobOxigHOCTi 3acTtocyBaHHA KOK MOXKHa BigHOBUTW MicNs [OCATHEHHS HOPMOTOHIT 3a [OMOMOroH aHTUrinepTeH3UBHOT
Tepanii.

MoBiLOMNANOCA MPO BMHUKHEHHS a0 3arOCTPeHHs 3a3HayYeHMX HUXKYe 3aXBOPHOBaHb Yy Mepiof BaritTHOCTI Ta npwu 3actocyBaHHi KOK, ane TX B3aeMO3B’S30K i3
3aCTOCYyBaHHSM EeCTPOreHiB/MPOreCTUHIB He € OCTaTOYHO 3’ACOBaHUM: >KOBTAHUUSA Ta/abo CBepbOIXK, MOB’A3aHMI i3 X0MeCTa30M, YTBOPEHHS YXOBYHMX KaMeHiB,
nopaqipis, CUCTEMHWI YePBOHWI BOBYAK, FeMONITUKO-YpeMidHniA cuHapoM, xopes CigeHxama, reprec BariTHMX, BTpata Ciyxy, NoB’sA3aHa 3 0TOCK/IePO30M.

Y XIiHOK 3i CNafKOBNM aHTiOHEBPOTUYHMM HAOPAKOM eK30TeHHI eCTPOreHn MOXYTb iHLYKYBaTV a60 MOCWOBATU CUMITOMU aHTiOHEBPOTUYHOIO HAOPAKY.

"ocTpi @60 XPOHIYHI po3nagn yHKLIT NeYiHK1 MOXYTb NOTpedyBaTn NpUNUHEHHs 3acTtocyBaHHA KOK, MOKU NOKa3HUKN PYHKLIT MEYIHKM He NMOBEPHYTLCA Y MeXi



HOPMW Ta NPUYNHHWIA 3B°530K i3 KOK Byae BUKOYEHWIA.

Mpn peumamBi X0NecTaTUUYHOI XOBTAHUL Ta/abo cBepbexy, NoB’A3aHOro 3 X0/IeCTa3oM, L0 paHille BUHMKAIM Y Mepiof BariTHOCTI abo nonepeaHbLOro NpuiMaHHs
cTaTeBMX rOpPMOHIB, 3actocyBaHHs KOK cnif npunuHnTy.

Xoua KOK MOXyTb BNAMBATK Ha MepUteprYHy iHCYNiHOPE3NCTEHTHICTb Ta TOMEPaHTHICTb A0 FNOKO3W, HEMAE AaHUX W00 NOTpebun 3MmiHOBaTK TepaneBTUYHWI
PEXMM XIiHKaM 3 AiiabeToM, SKi npuiiMatoTb HM3bKoAo30BaHI KOK (< 0,05 Mr eTuHinecTpagiony). MpoTe XIHOK, SKi CTpaxX4atTb Ha LlyKpOBUiA AiabeT, cnif peTenibHO
o6cTexyBatun npoTarom 3actocyBaHHA KOK, 0co611BO Ha noyaTKy NiKyBaHHS.

Bunagku 3aroctpeHHs eHA0reHHOI genpecii, eninencii, xeopobun KpoHa Ta BUPa3KoBOro KOMITY TaKOX crocTepiranmcs nif yac 3actocyBaHHA KOK.

IHOZI MOXKe BMHMKATK X10a3Ma, 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.

1 TabneTKa POXeBOro Ko/bopy npenapary MiCTUTb 44 Mr nakTo3n, 1 TabneTka 6i10ro Kofbopy MiCTUTL 22 MI 1akTo3W. Ipy HasBHOCTI PiAKICHUX CNagKoBUX CTaHIB
HenepeHOCUMOCTI ranakTosn, gediunty nakrasm Jlanna abo Manbabcopbuii rKo3U-ranakTosun, y pasi nepebyBaHHs Ha 6e31aKTO3HIN AieTi Cnif BpaxoByBaTu
3a3HayeHy Ki/lbKiCTb /TAaKTO3N.

KoHcynbTauii/MeanvHe 06CTEXKEHHS

Mepep novaTKoM abo BiAHOBEHHAM Npuitomy npenapaty AideHaa peKoMeHAY€eTbCA 3i6paTi NOBHUIA MeAUYHWI aHaMHe3 (BKIHOYarUmM CiIMeHUIA aHaMHe3), NPOTH
MOBHE MeAnYHe 0BCTEXEHHS Ta BUKNKOUMTM BariTHICTb. He06XiAHO BUMIpATK apTepiasibHWI TUCK Ta NPOBECTU MeANYHe 06CTEXEHHS, BPaXOBYHOUM NPOTUMOKa3aHHS
(amB. po3gin «MpoTMnokKasaHHS») Ta 0CO6/IMBOCTI 3aCTOCyBaHHA (AMB. po3ain «OcobMBOCTI 3aCTOCYBaHHS»). Cnif 3BEPHYTU YBary XIiHKW Ha iHpopmaLito Loao
BEHO3HOr0 Ta apTepiabHOro TPOMB03y, Y TOMY YMCAI Ha pU3MK, NOB’A3aHMIA i3 3aCTOCYBaHHAM npenapaty [igeHaa, NOPiBHAHO 3 TaKMM NPU 3aCTOCYBaHHI iHLINX
KIK, wogo cumntomis BTE Ta ATE, BifoMVX (akTOpiB pU3NKY Ta Aiid, SKi He06XiAHO 34IACHUTM NpKU Nigo3pi Ha TPOMOO3.

MauieHTKamM peKOMeHAYETLCS YBaXKHO NPOUUTATU IHCTPYKLitO ANS MeAMYHOr0 3aCTOCyBaHHSA NiKapCbKOro 3acoby Ta AOTPUMYBATUCA PeKOMeHAALIN, Ki MICTATLCA B
Hil.

YacToTa | XapakTep OrnsAis NOBUHHI IPYHTYBATUCA Ha ICHYHOUMX HOPMaX MeAMYHOT NPaKTUKK 3 ypaxyBaHHAM iHAMBIAYaIbHUX 0COBG/IMBOCTEN KOXHOT XKIHKM.
MayieHTOK NOTPIOHO MoMepeanTH, L0 TOPMOHa/bHI KOHTpauenTMBM He 3axulialTb Bif 3apaxeHHs BlJl-iHdekuieto (CHIAom) Ta OyAb-AKAM THLUMM
3aXBOPHOBAHHAM, L0 NepefacTbCs CTaTEBUM LUIAXOM.

SHWKEHHS e(DEKTUBHOCTI

EdpekTmsHicTs KOK MOXe 3HVXYBaTUCh Y pasi NpornycKy npuiioMy TabneTku (4ms. po3gin «Crnoci6 3acTocyBaHHA Ta [03U»), PO3/aLiB LLUTYHKOBO-KMLLKOBOIO TPAKTY
(amB. po3pin «Cnocib 3acToCcyBaHHA Ta [03U») abo Npu OAHOYACHOMY 3aCTOCYBaHHI IHLIMX JTIKAPCbKMX 3ac06iB (AMB. po3gin «B3aemofis 3 iHWMMK NiKapCbKUMK
3aco6amMm Ta iHLWWi BUAW B3aEMOLIN»).

[NopyLUeHHsS UNMKNY

Mpu npuitomi KOK MOXYTb criocTepiraTncs HeperynsapHi KpoBoTeui (KpoBoMasaHHs abo NpoprBHI KPOBOTeYi), 0CO6NMBO NPOTArOM NePLUMX KiflbKOX MicsALiB. AKLO
nicna TPbOX MEHCTPYaNbHUX LMKNIB TaKi KpOBOTEYI MPOAOBXKYHOTLCS, TX CNif BBXKATU CEPAO3HUMM.

AKLLO HeperynsapHi KPoB’AHUCTI BUAINEHHSA 306epiraoTbca abo 3’ABNAAKTLCS NiCAs nNepiody perynspHMX KpoBoTed, NOTPI6HO PO3rnsHYTU HEropMOHaIbHI MPUYNHI
KPOBOTEY Ta MPOBECTM BIAMOBIAHI AiarHOCTUYHI 3aX0[u, BK/IOYAKUM OBCTEXKEHHS, 3 METOK BUK/HOUYEHHSI HAsiBHOCTI MyXAMH Ta BariTHOCTI. O AiarHOCTUYHUX
3ax04iB MOXKHa BK/HOUUTU KIOpETaX.

Y [esiknx XKIHOK MOXe He HacTaTu KpoBOTeya BigMiHM Mig vac nepepsu B npuiiomi npenapaty. Y pasi npuitomy KOK BignoBigHO 40 BKa3iBOK po3ainy «Cnocio
3aCTOCyBaHHS Ta [03u» BariTHICTb ManoimoBipHa. MpoTe, akwo npuitom KOK BigbyBaBcs HeperynspHoO A0 BifCyTHOCTI MepLUOi KpPoBOTeYi BiAMiHM abo SKLLO
KpOBOTEYI BIAMiHM BIACYTHI NPOTArOM 4BOX LMKNIB, Nepes NpofoBXKeHHAM 3acTocyBaHHA KOK Heo6XigHO BUKIHOUNTY BariTHICTb.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.



BaritHicTb. Mpenapat NpoTMNoKasaHuWii o 3aCTOCYBaHHSA Y Mepioj BariTHOCTI.

Y pasi BUHMKHEHHS BariTHOCTI Mif 4ac 3acTocyBaHHs npenapaty LigeHga Aoro NnpuinoM HeobXigHO NPUMUHUTK HeraHo. MpoTe pe3ynbTaTh enigemionoriyHnx
[OCNipKeHb He BKa3yloTb Ha NiABWLLEHHA PU3MKY MOSBU BPOLKEHUX Baf Yy AiTeil, matepi skux npuiivanm KOK o BariTHOCTI, Tak camo, SK i Ha iCHyBaHHs
TepaToOreHHoI Aii Npu HeHaBMMCHOMY npuitomi KOK npoTsirom BariTHOCTI.

JocnifpKeHHs Ha TBapuHaX MoKasanu HasiBHICTb HebaxXaHuX eheKTiB NPOTAroM BariTHOCTI Ta naktauii (AMB. po3ain «P@apmakonorivyHi BnacTUBOCTI»). Ha OCHOBI LuX
AOCNiKEHb Ha TBapUHaX He MOXHa BMKIOYaTU HebaxkaHi edieKTy BHACNiAOK rOpMOHaNbHOT Ail Aitounx pevoBuH. OfHak 3aranbHuii gocsif 3actocyBaHHsS KOK y
nepiof BariTHOCTI He CBIAYNTbL NPO iICHYOUNIA HeGaXKaHWI BNAWB Y NOANHN.

HasBHi faHi Wofo npuiioMy npenapaTy y nepiof BariTHOCTI 3aHaATO 06MeXeHi 414 Toro, Wwo6 3po6buTn BUCHOBKM W00 HEraTMBHOIO BN/MBY npenapaty AideHaa
Ha nepeo6ir BariTHOCTI, 340POB’A N104a Ta HOBOHAPOLKEHOro. JJoTenep HeMae XKOLHUX Bi4NOBIAHUX enifeMioNoriyHmMX AaHuX.

Mpn BIAHOBMEHHI 3acTOCyBaHHA npenapaty AideHga cnif BpaxoByBaTW MiABULLEHHS PU3NKY po3BUTKY BTE y nicnanonorosomMy nepiodi (aue. po3ginn «Cnoci6
3aCTOCYBaHHSA Ta 4031», «OCO6/IMBOCTI 3aCTOCYBaHHSI»).

Mepiof rogysaHHd rpyaan. KOK MoXyTb BM/IMBATU Ha rOLYBaHHA TPYALH0, OCKIIbKX MNif X BMNJIMBOM MOXE 3MEHLUYBATUCA KiNbKICTb IPYAHOIO MOJIOKA, @ TaKoX
3MIHIOBATMCA MO0 CKnag. 3saxaroum Ha ue, KOK He pekoMeHAYeTbCA NpUiAMaTK y nepiog rogyBaHHs rpyaato. HeBenvki KifibKOCTi KOHTpaLenTUBHUX CTepPOIiB Ta
/ab0 X MeTaboniT! MOXYTb NPOHUKATK Y TPYAHE MONOKO Nif Yac 3actocyBaHHA KOK i MOXYTb BMIMHYTU Ha QUTUHY.

deptunbHicTb. MpenapaT AideHaa nokasaHWini Ans 3anobiraHHA BariTHOCTI. IHopMauito LWOAO BigHOBMEHHS (PEPTUNLHOCTI AMB. Y po3fini «®PapMakonoriyHi
B/IACTMBOCTI».

34aTHICTb BNAMBATY Ha UBMAKICTb peakLii Npy KepyBaHHIi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
JocnimpkeHb W00 BMNAMBY Ha 3[4aTHICTb KepyBaTX aBTOTPaHCMOPTOM abo MpawtoBaTy 3 IHWUMK MexaHi3Mamu He nposoaunu. LLLogo xiHok, ski npuiimatoTe KOK,
He MOBIAOMANANOCA NPO BMNMB Ha 34aTHICTb KepyBaTV aBTOTPAHCNOPTOM ab0 MpaLoBaTh 3 IHLWMMU MeXaHi3mamu.

Cnoci6 3acTocyBaHHs Ta [03W.
3acTOCOBYHOTb MepopasibHo.
[lo3yBaHHA
Ak 3acTOCOByBaTM NpenapaT AideHsa
TabneTku cnif npuiimMaTy LWOAEHHO 3rifHO 3 NOPALKOM, 3a3Ha4eHUM Ha GnicTepi, NPMOAN3HO B OAMH | TOM caMuiA Yac, 3anuBaroun y pasi Heob6XigHOCTi HEBE/IMKOID
KiNbKIiCTIO pigvHKU. TabneTkn 3actocoByBaTu 6e3nepepsHo. MpenapaT npuiivaTty no 1 Tabnetui/foby npotarom 28 AHIB nocnisib. MpuiiMaHHA TabneTok 3 KOXHOT
HaCTYMHOT YNakoBKMW CNif, PO3MoYMHATM Ha HAaCTYNHWUIA AeHb MNicna 3akiHYeHHs nonepefHbOl YNakoBKW. 3a3BMyail KpoBoTeya BIAMIHW MOYMHAETLCA Ha 2-3-1 [eHb
nicna NoyaTKy 3aCTOCyBaHHA TabneToK nnaue6o (OCTaHHIN psg) | MOXeE He 3aKiHYUTUCA 40 NOYaTKy NPUMoMy TabnieToK 3 HACTYMHOI YNaKoBKW.
MoyaToK 3acTOCyBaHHsA npenapaTy dideHaa

o [[OpMOHaNIbHNX KOHTPALENTMBIB Y nonepeaHii nepiod (MAUHYNNIA MicALb) He 3aCTOCOBYBa/IN
MpuitmaHHsA TabNeToK cif po3noumHaTy 1-i1 feHb NPUPOAHOro LMKy (To6To Yy 1-i eHb MEHCTPYabHOI KPOBOTEUi).

e [Mepexifg 3 iHWoro KOK, BariHasibHOro KifbLs abo TpaHcAepMasibHOro niactupy.
BakaHO po3noyaTtu npuinMaHHa TabneTok npenapaty AdideHAa HaCTYMHOrO AHA NIiCAs NPUIMaHHA 0CTaHHLOT TOPMOHOBMICHOT TabneTkn nonepegHboro KOK, ane He
Mi3Hile HACTYNHOro AHA Micis nepepBu y npuiAMaHHi TabneTok abo nicns npuilMaHHa Tabnetok nnaue6o nonepegHboro KOK. Y Bunafky 3acToCyBaHHS
KOHTpaLEenTUBHOrO BariHa/lbHOro KifiblUst abo TpaHcAepMa/ibHOro NaacTyMpy cnif posnoyvartu npuinom npenapaty AideHga y AeHb BUAaNeHHs 3aco0y, ane He nisHiwe
[HA, KON HeobXifHe HaCcTyMHe 3aCTOCYBaHHSA LMX npenaparis.

e [epexif 3 MeToay, LU0 6a3yETbCA HA 3aCTOCYBaHHI NMLLe NporectToreHy («MiHi-Nifi», iH €Ki, iMnaaHT1) abo BHYTPILLUHLOMATKOBOT CUCTEMM 3 MPOrecTOreHOM.



MoxxHa posnoyaTty npuitom npenapaty AijeHta y 6yab-AKWiA feHb Nicns NPUNUHEHHS MPUAMaHHA «MiHi-Mini» (y BMNagky iMnnaHTa abo BHYTPILLUHbOMATKOBOT
CUCTEMU — B [IeHb TX BUAANEHHS, Y BUNAAKY IH’EKLIT — 3aMiCTb HAacTYNHOT iH’eKuiT). OfHaK Yy BCiX BUMagKax PeKOMeHAYETbCA A0AaTKOBO BUKOPUCTOBYBaTH 6ap’epHUi
METOZ KOHTpaLenLii mpoTAarom nepLumnx 7 AHiB NpuiiMaHHA npenapary.
e [icnsa abopTy y nepioMy TPMMECTPI BariTHOCTI.
MoykHa po3nounHaTv npuiiom npenapaty AideHaa ogpasy X. Y Takomy BUNagKy HeMae HeobXiAHOCTI 3aCTOCOBYBaTU A04ATKOBI 3aC00M KOHTpaLenuii.
e [icna nonoris abo abopTty B ApYromy TpUMECTPI.
PeKOMeHAYETLCS pO3NoYMHaTK Npuitom npenapaty AideHga 3 21-28-ro gHA nicns nonoris abo abopTy B APyromy TpUMECTpi BariTHOCTI. [pwv NisHiLWOMY no4vaTky
npuiiMaHHsA TabneToK PeKOMEeHAYETLCA A0AATKOBO BUKOPUCTOBYBATM 6ap’epHNMIA METOZ, KOHTpaLenuil NpoTArom nepLumnx 7 AHiB NpuinMaHHA TabneTok. MpoTe, AKWwo
CTaTeBWIA aKT Y>Ke BifOyBCA, TO nepes No4aTKOM 3aCTOCYBaHHSA npenapary C/if BUKIUUT MOXK/IMBY BariTHICTb ab0 A0YeKaTUCS HAaCTaHHS NepLUOl MeHCTpYyauii.
Y BuNagKy rofyBaHHsA rpyaaro AvB. Po3in «3acToCyBaHHS Yy Mepiof BariTHOCTI abo rofyBaHHS rpyaat0».
LLLo pobuTw y BUNaZAKy Nponycky npuiomy TabneTku
MponyckoM y npuiiMaHHi TabneTok nnauebo 3 oCTaHHLOro (4-ro) psgy MoXHa 3HexTyBaTW. [poTe 1X CAig BUAYUYMTM 3 YNAaKOBKW, W06 YHUKHYTU HEHABMUCHOIO
MOZOBXEHHS (ha3m 3acToCyBaHHA nsaue6o. HukyesasHayeHi BKas3iBKM CTOCYHOTLCA TiNIbKU NPONYLLEHUX aKTUBHUX TabNeToK, WO MICTATb Ait04i PeHOBUHN.
FAKLLO 3ani3HEHHS Y NPUIAMaHHI TabeTKM He nepeBuLLYE 24 rOAVHW, NPOTU3anigHa 4is npenapaty He 3HWKYETbCA. MponyLieHy Tabnetky Tpeba NpUnHATY ogpasy,
SIK TifIbKM Le 3’acyBaniocs. HacTynHy TabneTky 3 i€l ynakoBKM CNif npuitmMaTit y 3BUYHMIA Yac.
AKLLO 3arni3HeHHS 3 NPUIMaHHAM 3a0yTOT TabneTk nepesBuLLye 24 roaNHW, KOHTPALENTUBHMWIA 3aXUCT MOXE 3HU3UTUCA. Y TaKOMy pasi MOXHa KepyBaTucs JBOMa
OCHOBHUMU NpaBuIaMu:
1. pekomeH0BaHOO € Mepepsa y NpUAMaHHi rOPMOHOBMICHUX TabneTok, sika TpuBae 4 [Hi, nepepsa y NpuiMaHHi TabNeTOK HIKONN He MOXe MepeBuLLyBaTn 7
[IHIB;
2. afleKBaTHe MPUrHiYeHHs cucTemu rinoTasnamyc-rinois-aeYHnKN JocAracTbes 6e3nepepBHUM NpUiMaHHAM TabeToK NPOTArom 7 AHIB.
BignoBigHO 40 LbOro y NOBCAKAEHHOMY XUTTI CNif KepYBaTUCA HMXKYe3a3HaYeHUMY peKOMeHaauisMn:
[eHb 1-7
Cnip, NPUAHATA OCTaHHIO MPONyLLeHy TabneTKy fKOMora LUBMALLE, HaBiTb AKWO A0BEAETbCA NPUAHATU ABI TabneTkm ofHovacHo. Iicns uboro NpofoBXKyBaTu
npuimaTi TabneTkn y 3BUYHMIA Yac. Kpim TOro, MpoTArom HacTynHWX 7 AHIB CNif BUKOPUCTOBYBATW 6ap’epHUA MeTOZ, KOHTpaLenLii, Hanpukias npesepsarus. Y
pasi, AKLO0 Yy nonepefHi 7 AHiB BiadyBcsA cTaTeBWiA akT, CNif BPaxoByBaTV MOX/IMBICTb HACTaHHS BariTHOCTI. YuM 6inblue TabneToK NPONYLUEHO i UMM BAMKUNIA
nepiop 3acTocyBaHHA TabNeToK Nnaue6o, TMM GiNbLUWIA PU3MK BariTHOCTI.
[JeHb 8-14
Cnip, NPURHATM OCTaHHIO NponyLeHy TabneTKy AKOMOra LUBWALLE, HaBiTb AKWO [JOBeAeTbCA NMPUAHATU 2 TabneTKu ogHo4vacHo. Iicns Lboro npofoBXKyBaTu
npuimaTy TabneTkn y 3BUYHNIA Yac. 3a YMOBW, LLLO XXIHKa NpaBu/ibHO NpuiiMana TabneTky NpoTAroM 7 AHiB nepes nponyckoM, HeMae Heo6XiHOCTi BUKOPUCTOBYBATH
[0AAaTKOBI NPOTU3an/iAHi 3aco6un. AKLO Le He Tak abo nponyLleHa 6inbLie HiX 1 TabneTka, peKOMeHAYETLCA BUKOPUCTOBYBATM JOAATKOBI METOAN KOHTpauenuii
MPOTAroM 7 AHiB.
[JeHb 15-24
PU3MK 3HWKEHHSA HafiHOCTI 3pocTae Mpy Hab/vKeHHI nepiofdy 3acTocyBaHHSI TabneTok nnaue6o. OfHak npy AOTPUMaHHI CXemu MpuiiMaHHs TabneToK MOXHa
YHUKHYTU 3HVKEHHS KOHTPALENTUBHOIO 3axXmcTy. AKLWO AOTPUMYBATUCA OLHOIO 3 HMKYEHaBe[eHWX BapiaHTiB, TO He BUHWKHE HEOOXifHOCTI BUKOPWUCTOBYBATM
[04aTKOBI KOHTpaLenT1BHI 3ac061 3a YMOBY MPaBW/IbHOIO NPUMMaHHA TabfeToK NPOTAroM 7 AHIB 4O NMPOnycKy. AKWO Le He Tak, PeKOMeHAYETbCA A0TPUMYBaTHCA
MEepPLUOro 3 HUXKYEHaBeeHMX BapiaHTIB | BUKOPUCTOBYBATM JOAATKOBI 3aCTEPEXXHI METOAM NPOTArOM HaCTYMHUX 7 AHIB.
1. Cnig NpuiAHATX OCTaHHIO NPONyLLeHy TabneTKy SKOMOra LBKALLe, HaBiTb SKLLO LOBEAETbCS NPUIAHATL 2 TabneTKn ogHoYacHo. Micns Luboro NpojoBXyBaTH
npuiiMaT TabneTkn y 3BMYHMIA 4Yac [0 3aKiHYeHHS 3aCTOCYBaHHA aKTUBHWX Tabnetok. 4 TabneTkamu nnauebo 3 OCTaHHLOro psAy HeobXifHO 3HeXTyBaTu.



TabneTKn 3 HaCTYNHOT YNakoBKMW CNif novaTy NpuiAmMaTi o4pasy X Micns 3acTOCYBaHHS OCTaHHbOT aKTUBHOI TabneTkn. ManoimoBIipHO, WO KpoBoTeYa BigMiHM
MOYHETLCH 40 3aKiHYEHHS NPUIIMaHHA BCIX aKTUBHUX Tab/eToK 3 ApYyrol ynakoBKuW, Xo4a nif yac npuiiMaHHsa TabneTok MOXKyTb CNOCTePiraTucs KpoBomasaHHs abo
MpopriBHa KPOBOTEYA.
2. MoxHa TaKoX NPUMUHUTY NPUAMaHHS aKTUBHWUX TabieToK 3 MOTOYHOI YNakoBKW. MoTiM cnif npuiiMaTty TabneTkn nnauebo 3 0CTaHHLOro psgy NpoTarom 4
[HIB, BK/IHOYalOuM AHI NPONYyCKy TabneTok; NpuiMaHHA TabneTok C/lif NoYaTh 3 HaCTYNHOT YNaKoBKMK.
FAKLLO Micns Nponycky y npuiiMaHHi TabneTok BiCYTHS 0YiKyBaHa KpOBOTEYA BiMiHX NPOTArOM NepLUoT HOPMasIbHOT NepepBmn Y NpUiiMaHHI npenapaTty, To iMOBipHa
BariTHICTb.
PekomMeHaauiiy BunagKy po3snagis 3 60Ky LUMYHKOBO-KWULLIKOBOIO TPaKTy
Y BUNagKy TSHKKMX po3/1agis 3 60Ky LLINYHKOBO-KMLIKOBOIO TPakTy (Hanpuknag, 61toBaHHA abo fiapes) MOXK/MBe HEMOBHE BCMOKTYBAaHHSA npernapary. Y Takomy pasi
Cnij 3acTocoByBaTW AOAATKOBI 3aC06M KOHTpauenuii. AKWOo 61H0BaHHA MoYvanoch YNpoaoBX 3-4 rofuH nicns npuiMaHHA akTUBHOT TabneTKW, TO AKHaMLLBUALLe
HeobXigHO NPUAHATY HOBY (3aMiCHY) TabneTky. HacTynHy TabneTky, AKLWO MOX/IMBO, Ci4 NPUAHATI NPOTArOM 24 rOAMH Y paMKax peXxxmmy 3BUYanHOro npuiomy
TabneTKu. AKLWO MUHYNO GiNbLue 24 roanH, NPUAHATHOO € peKOMeHAaLlis, HaBeAeHa BULLE Y po3fini «Cnocib 3acTocyBaHHA Ta A03U» NiANYHKT «LLlo pobuTn y BunagKy
nponycKy npuiiomy TabneTku». AKLLO XiHKa He X0oue 3MiHIOBaTKM CBili rpaik 3acTocyBaHHS TabneTok, i He0OXigHO NPUAHATI LO4ATKOBY TabneTky(1) 3 HACTYMHOI
YNaKOBKM.
AK Bi4TepMiHyBaTV HACTaHHA KPOBOTEYi BiAMIHN
LLlo6 3aTpmMmaTtyi nepiof HacTaHHA KPOBOTeYi BiAMiHW, CNif NPOLOBXYBaTW NpuiiMaTy TabneTkn npenapaty [ideH4a 3 HOBOI YNakoBKW i He npuimatun TabneTtku
nnayebo 3 NOTOYHOT YNakoBKU. FKLLO € 6aXKaHHS, TepMiH MPUAMaHHA MOXHA NPOJOBXUTU @K [0 3aKiHYEeHHS akTUBHMX TabeToK i3 Apyroi ynakoBku. Mpu Lbomy
MOXYTb CNOCTepiraTucs NPopuBHa KpoBoTeva abo KpoBOMa3aHHS. 3a3Bmyalt npuiMaHHsa npenapaty [ideHaa BigHOBMOKOTL Nicnsd npuiiMaHHA TabneTok nnaue6o.
L1106 3MiCTUTK Yac HaCTaHHA KPOBOTEYi BiAMIHM Ha IHLWIA AeHb TUXKHS, PEKOMEHAYETLCA CKOPOTUTM NePePBY Y NPUiMaHHi TabneTok nnauebo Ha CTifbKK [HiB, Ha
CKiflbkn 6axkaHo. Cnif, 3a3HauMTH, L0 YM KOPOTLUOK Byfie nepepsa, TMM YacTille CMNOCTepiraeTbCa BifCYTHICTb KPOBOTEYI BiAMIHM Ta NosBa NPOPUBHOT KPOBOTEYI
ab0 KpoBOMasaHHA NPOTArom NpuiiMaHHs TabneTok 3 Apyroi ynakoBKU (AK iy BUNaAKy 3aTPUMKM HaCTaHHS MEHCTpPYaLiT KpoBOTeYi BigMiHW).

aiTn.
MpenapaT NokasaHwii 4na 3aCTOCYBaHHA 3a NPU3HAYeHHAM NiKaps TifIbKW MiCs HACTaHHS CTa/IMX MEHCTPYyaLlild.

Nepeno3yBaHHS.

[oTenep Hemae >KOAHUX AaHWX KNIHIYHMX [AOCNI[pKEHb LIOAO nepefo3yBaHHA TabneTok npenapaty AdideHpa. Ha nigcTasi 3arasbHOro [ocBifly 3acTOCyBaHHS
KOMGIHOBaHUX nepopasibHUX KOHTPaLEenT1BIB Npu nepefo3yBaHHI MOXe criocTepiratuca HyfoTa, 6/1t0BaHHS, Y MONIOAMX AiBYaT — MixBoBa KpoBoTeya. CnevliaibHOro
aHTUAOTY He ICHYE, NiKyBaHHA NMOBUHHO 6TV CUMNTOMaTUYHUM.

Mo6iuHI peakuii.
LLlogo cepito3Hmx MoGiYHMX peakuili y nauieHToK, sKi 3acTocoBytoTb KOK, aMB. TakoX po3gin «Oco6amBOCTI 3aCTOCyBaHHs». HmkuesasHayeHi NobiyHi peakuii
crnocTepiranncs nig vac 3actocyBaHHs npenapaty AideHaa (aue. Tabnuuto 4).
Y Tabnuui 4 HaBeeHO NO6IYHI peakLii 3rigHo Knacis Ta cucteM opraHis MedDRA. YacToTa npuBeAeHa Ha OCHOBI KNIHIYHMX AaHuX. Hai6inblu NPUAHATHI TEPMiHM
MedDRA BMKOpPUCTaHi 47151 ONUCY NeBHUX pPeakLiiii Ta IX CUHOHIMIB i MOB’A3aHNX CTaHIB.

Tabnuuga 4
YacToTa nobiuHMX peakLiiii, Mpo sKi NoBiZoOMAAN0CA Y NpoLeci KNiHIYHUX JocnifKeHb npenapaty dideHaa AK opabHOro KOHTpaLenTuBY Ta Ans NiKyBaHHA HEBAXKOI
(hopMu akHe 3rigHo TepMiHiB, Knacis cuctem opraHis MedDRA.



Knacu Ta cuctemu YacTo HevacTo Pigko YacTtoTa
opraHis (MedDRA, (=1/100 Ta <1/10) (=1/1000 Ta <1/100) | (=1/10000 Ta <1/1000) Hesigoma
Bepcisa 9.1) (HemOXNMBO
ouiHMTK 3a
HasABHVMMU
[aHuMn)
IHeKuii Ta iHBa3IT KaHanaoos
3 60Ky cuctemun AHeMis,
KPOBOTBOPEHHSA Ta TpombouuTemis
nimgaTUyHoT
cucTeMm
3 60Ky IMyHHOT AneprivHi peakuii MigsuweHa
cuctemu 4y T/IUBICTb

3 60Ky eHAOKPUHHOT
cuctemu

EHAOKPUHHI po3naaw

3 60Ky 06MiHYy
PEYOBVH Ta
XapuyBaHHS

MigBuLLEHHs  aneTuTy,
aHopekcisa,
rinepkaniemis,
rinoHaTpiemis

McmxiyHi posnagu

EMouiliHa nabinbHicTb

[Oenpe

cig,

HEePBO3HICTb,

AHoOprasmisi, 6e3CoHHS

COH/IBICTb
3 60Ky HepBOBOI "onoBHWIA Ginb 3anamMopoyeHHs, BepTuro, Tpemop
cuctemu napecresis

3 60Ky opraHiB 30py

KOH’HOHKTUBIT, CyXiCTb
0Yel, MOPYLLUEHHS 30py

3 60Ky cepus Taxikapgis
3 60Ky cyauH MirpeHb, BapukosHe | PnebirT, CYAVHHI
PO3LUNPEHHS BEH, po3naau, HOCOBa
apTepiajibHa KpoBOTeua,
rinepTeHsis HeNnpUTOMHICTb, BTE,
ATE
3 6oKy Hynota AB0MiHaNbHWI 36i/bLUEHHA  XKMBOTA,
LLITYHKOBO-KMLLIKOBOIO 6ifb, 6M0BaHHS, | LLTYHKOBO-KUMLLKOBI
TpakTy aucnencis, po3nagu, BIZUYTTH
MEeTeopu3M, racTpuT, | HANOBHEHHS
Aiapes LLISTYHKOBO-KMLLIKOBOIO
TPakTy, xiatasibHa




rpuxa, KaHanao3
POTOBOT  MOPOXXHWUHN,
3anop, CyXicTb Yy poTi

3 60oKy Binb 'y  >XOBYHOMY
renatobiniapHoi MiXypi, XONeuncTuT
cUCTEMM
3 60Ky LLKipKn Ta AKHe, cBepb6iX, | Xnoasma, ek3ema, | Mynbtu-hopm
NiALWKipHOT BUCUMAHHA anoneuis, epuTema
KNITKOBUHY aKHe(opMHWI

AepmaturT, CYXiCTb

LLKipW, HOA03Ha

epuTema, TrinepTpuxos,
po3nagn 3 60Ky LLKipn,
PO3TSHKKN, KOHTaKTHWIA
AepMaTuT,

(hoTO-UyTANBWUIA
[epMaTuT, HoAynsipHa
LuKipa

Ha

3 60Ky M’A30BOT Ta
CNOTYYHOT TKaHUHN

Binb y cnuHi, 6inb y
KiHUiBKaxX,  CyaoMu
M’A3iB

3 60Ky
penpoayKTUBHOT
cucTemu Ta
MOTOYHUX 3a/103

BonoyicTb MOMOYHMX
3a/103, MeTpoparis*,
ameHopest

BariHanbHuWit
KaHAMA03,  Tas30BUA
6inb, 36i/bLLEHHS
MOJIOYHNX 3a103,
(hi6pO3HO-KiCTO3Ha
macTonarisi, MaTkosi/
BariHa/IbHi
KpoBOTEUi*,
BUAINEHHSA 3
CTaTeBMX  OpraHi.,
NPUNIMBK,  BariHiT,
NOpYLUEHHS
MEHCTPYa/IbHOro
UMKy, AUCMEHOopes,
rinoMeHopes,
MeHoparis,
BariHajibHa CyXIiCTb,

AncnapeyHis,
BY/IbBOBAriHiT,
NMOCTKOITa/IbHa
KpoBOTeYa, KpoBOTeYa
BIAMIHM, Kucrta
MO/IOYHOT 3as103u,
rinepnnasis  MOIOYHOT
3a/1031, HOBOYTBOPEHHS
Yy  MOJIOYHIA  3an03i,
nonin LWWAKK MaTKW,
aTpoia  eHAoOMeTpis,
KucTa SEYHNKA,
30i/1bLLEHHS MaTKK




CYMHIBHUI Ma30K
ManaHikonay,
3HWDKEHHS Nibigo
3arasibHi po3nagu ACTeHisa, nigsuuleHe | Hesagy»aHHS
NMOTOBUAINEHHS,
HabpsK
(reHepanizoBaHuiA
HabpsiK,
nepudepruyHnin
HabpsiK, HabpsK
06/11M4ys)
JocnifkeHHs 30iNblUEHHA  MacK | 3MEeHLLEHHA MacK Tina
Tina

* HeperynspHi KPoBOTeYi 3a3BUYail 3HUKAKOTb NPW NMPOAOBXKEHHI Tepanii.

Onuc oKpeMux NoBIYHMX peaKLiiii

Y XiHoK, siki npuiiMann KK, cnoctepirascs niABULLEHNIA PU3NK PO3BUTKY BEHO3HMX abo apTepiaibHUX TPOMOBOTUYHNX Ta TPOMOOEMOONIYHNX SBULL, Y TOMY HYKUCAI
iH(hapKTy mMiokapaa, iHcynbTy, TIA, BeHO3HOro Tpombo3y Ta TEJIA, AKi geTanbHille onucaHi y po3aini «Oco6/nMBOCTI 3aCTOCYBaHHS».

HwuxuesasHaueHi cepilo3Hi NO6iYHI peakuii cnocTepiranncs y XiHoK, fKi 3actocoBytoTb KOK, L0 Takox 6yn onuncaHi y po3gini «OcobanBocTi 3aCTOCYBaHHS»:

e BEHO3Hi TPOM60eMOO/IYHI po3naau;

e apTepiasibHi TPOMO60EMOOIYHI po3naau;

e apTepianibHa rinepTeHsis;

o NMYX/IMHY NEYiHKW;

* PO3BUTOK ab0 3arOCTPEHHs 3axXBOPOBaHb, 418 AKUX 3B’°A30K i3 npuiiomom KOK He 3’dcoBaHuMii 0CTaTOYHO: XBOpo6a KpoHa, HecrieundiuHnin BUPa3KoBMiA
KoniT, eninencis, mioma MaTku, nopdipis, CUCTEMHMWIA YepPBOHMIA BOBYaK, reprnec BaritHux, xopes CigeHxama, reMoniTMKO-ypemMiuHWiA CUHAPOM, X0necTaTuyHa
YKOBTAHMLSA;

e X/10a3Ma;

e FOCTPi abo XPOHiIYHI po3naam (MYHKUIT NeviHKW, WO MOXYTb MNOTpebyBaTh npunuHeHHa 3actocyBaHHs KOK, [OKM MOKa3HWKW (DYHKLIT MeYiHKU He
MOBEPHYTLCA 0 HOPMU;

ey O>KIHOK 3i CMaflkoBOK CXMWJIbHICTIO [0 aHriOHeBPOTUYHOrO HabpsKy eK30reHHi EeCTPOreHM MOXYTb CMPUYMHUTM abo MOCUIKOBATA  CUMMTOMU
aHriOHEBPOTMYHOIO HAOPAKY.

YacToTa fiarHocTyBaHHSA paky MOOYHOT 3a/1031 AeLL0 MigBULLYETLCA Cepes XKIHOK, AKi 3acTocoBYtOTb KOK. OCKIiflbK1 pak MONOYHOT 3a/1031 Y XKIHOK BikoM 0 40
POKIB 3YCTpIYaeTbCA PiAKo, 36iNbLUEHHA KifIbKOCTI BUMAAKIB AiarHOCTYBaHHS paky MOJOYHOT 3a/103M Y XKIHOK, SKi 3aCTOCOBYHOTb HWHI ab0 HeLloAaBHO
3actocoByBa KOK, € HE3HAYHWM LLLOAO PiBHSA 3ara/lbHOr0 PU3NKY paky MOMOYHOT 3a/1031. B3aeM03B’A30K i3 3acTocyBaHHAM KOK HeBigomuiA. [JMB. TakoX po3ainm
«[poTmnokasaHHsa» Ta «OCcoBMMBOCTI 3aCTOCYBaHHA.

B3aemopii

MMpopuBHI KpoBOTEYI Ta/abo 3HUXKEHHS KOHTPALENTUBHOI Aii MOXEe BUHWKHYTW BHACNIfOK B3aEMOAIT IHLIMX NiKapCbKMX 3aco6iB (IHAYKTOPIB (PepMeHTiB) 3
OpaNbHUMK KOHTpaLenTBamu (AMB. po3ain «B3aemMogia 3 iHWNMK NiKapCbKMMM 3ac06aMm Ta iHLWI BUAW B3aEMOLIN»).




MoBiZOMEHHSA NPO NiJ03PtoBaHI NOBIYHI peakuit
[MoBiAOMIEHHS NPO MiA03pHOBaHi NOGIYHI peakuii y nepiog NOCTMAaPKETUHIOBOr0 CMOCTEPEXKEHHS € Ay)XKe BaXIMBUMU. Lle fae MOXXMBICTb 34iACHIOBATUA KOHTPO/b
3a CNiBBIAHOLLEHHAM KOPUCTL/PU3NK A4/ NiKapCbKuX 3ac06iB. MeanyHi npawiBHUKM NOBMHHI MOBIAOMAATY MPO NiA03PH0BaHI MOBIYHI peakLil.

TepMiH NPUAATHOCTI. 3 POKMU.

YMoBM 36epiraHHs.
36epiraTi B opuriHanbHiin ynakoBLi npu TemnepaTypi He Bule 25 °C.
36epiraTv B HeAOCTYMHOMY ANs AiTel MicLi.

YnakoBKa.
Mo 28 TabneToK, BKPUTUX MNiBKOBOKO 0O0MOHKOMD, Y 6nicTepi (24 TabneTKpoxXeBoraora 4 TabneTkniaue6o6inorokonbopy) no 1 6nictepy pasom 3i CTUKEPOM 3
HaHEeCEeHUMU AHSAMU TVXKHS Y KapTOHHII nauLi.

Karteropis Bignycky. 3a peLenTom.

3asdBHUK.
3eHTiBa, K.C.

Micue3HaxomkKeHHs 3asiBHMKa Ta agpeca Micusi NpoBafKeHHS Moro Aisi/IbHOCTI.
Mpara-10 donHi Mexonynu, Y kabenosHu 130, nowtosuid iHaekc 10237, Yecbka Pecnyb6rika.

Bupo6HUK.
Na6opaTtopioc SleoH ®apma C.A.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca MicLs NPOBafXKeHHS MOro AisiNbHOCTI.
C/Na BanniHa c/H, MoniroHo IHaacTpian HaBaTemkepa, Binnaksinamoépe, 24008-/1e0H, IcnaHis.

Y pa3i BUHWKHEHHSI HebaxaHMX NposBiB, MOOIYHUX peakuiil abo y pasi BiACYTHOCTI TepaneBTMYHOT AiT HeobXiAHO noBigoMuTK 3a agpecotdo TOB «3EHTIBA
YKPAIHA», 02660, M. Knis, BpoBapcbKuii npocnekT, 5 «/x», Ten./dakc +38 044 517-75-00, enekTpoHHa aapeca PV-Ukraine@zentiva.com
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