IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JIAKTUHET ®-PIXTEP

(LACTINETTE®-RICHTER)

Cknao:
diloya peyoeuHa: ne30recTpe;
1 TabneTka, BKpUTa IUTiIBKOBO 000710HKOI0, MicTuTh 0,075 MT ie30recTpeny;

00ONnoMIidCHI peyosuHU: anbdpa-TOKOPepos, KpeMHiI0 HiOKCHUM KOJIOigHUM 0e3BOIHUM, KUCI0Ta
cTeapuHOBa, MOBinoH K-30, KpoxManb KapTOIJISHUM, TaKTO3W MOHOTIgPAT; CKIam 000IOHKHU:
Omappatii I1 85F28751 6inuii: Tanek, makporoin 3000, tutany giokcup, E 171, cnupt
TIOJIiBiHIIOBUH.

Jlikapcbka ¢popMma. TabieTKH, BKPHUTI MTIBKOBOIO 000I0HKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: KpPyTJii OBOOMYKJIi TabIeTKH, BKPUTI IIiBKOBOIO 000JIOHKOIO,
6imoro abo Matizke 6iTOTO KOJIBOPY, AiaMeTpoM IpUbIU3HO 5,5 MM, 3 MapKyBaHHAM «D» 3 0gHOTO
60Ky Ta «75» 3 iHIIOTO GOKY.

®dapMakKoTepaneBTHYHA rpyna. [[oOpMoHaibHI KOHTPALENITUBU [JII CACTEMHOI'0 3aCTOCYBaHHS,
nporectarernu. Kog ATX G0O3A C09.

dPapmakono2iuHi e1acmueocmi.
dapmakoOuHamika.

Mexani3M mii

TabneTtku JlakTuHeT ®-PixTep, BKPUTI IIiBKOBOIO 000JIOHKOIO0, € KOHTPALIEIITUBOM, 1110 MiCTUTD JIUIIIE
IporectareH Ae3orectper. fK i iHII KOHTpalenTHUBH, [0 MICTATh TUTbKY IIpOrecTareH, rpemnapar
JlakTuHeT ®-PixTEp MOKHA 3aCTOCYBATH XiHKaM, AKi He MOXYTb a00 He X0UyTh IPUIMaTH
ecTporeHu. Ha BigMiHy Biff 3BUUallHUX KOHTPALIENITUBIB, III0 MiCTATH TiJIbKU IIPOTeCTareH,
KOHTpalleNTHBHA Ais mpenapaty JlakTuHeT ®-PixTep, TabIeTOK, BKPUTHUX IIiBKOBOIO 000JIOHKOIO,
[OCATAaEThCS B OCHOBHOMY 3a pPaxyHOK NPUTHiIYeHHS OBY/IsALil. [HIIi eeKTH BKII0YAIOTh MigBUIEHHS
B’SI3KOCTI I[ePBIKaJILHOIO CJIU3Y.



KrigiyHa eeKTUBHICTE Ta Oe3meka

Y xomi mocmifKeHHSs, 0 MPOBOOUIN IPOTATOM 2 LKKJIIB, KON NiATBEPAKEHHSIM OBYJIALil BBaXkKaBCs
PiBEeHb IPOTeCTEPOHY MOHAaA 16 HMOJIB/MI IPOTATOM 5 [HIB MOCIiJb, OBYJIALiSA Oysa BusiBneHa B 1 %
(1/103), mpu ubomy 95 % moBipuuii iHTepBan — 0,02 % — 5,29 % y rpyrmi, 110 novana NpuiMaTu
npenapaT (KOpUCTYBadi Ta Ti, AJI KOO METOH BUSIBUBCS HeBAanuM). [I[pUrHideHHS OBYIIALIl
CIIOCTepiranu 3 MeplIoro UUKILY 3aCTOCYBaHHS IIpenapaTry. Y 4aHOMY OOCIIiAXKeHHi Hicisa BigMiHUA
tTabneTok ge3orectpeny no 0,075 Mr, SKi 3aCTOCOBYBaiM MIPOTATOM 2 IIUKIIIB (56 [HIB MMOCIIINE),
OBYJIALiA CIIOoCTepiranacs B cepegHboMy icisg 17-ro gHs (y miana3oHi 3 7-ro mo 30-ui geHb).

3a JaHMMU [IOPIBHSAIBHOIO JOCHIIIXKEeHHs e(PeKTUBHOCTI (OOMYCKAETHCS 3aCTOCYBAHHS IPONYILIEHUX
Ta0JIeTOK MaKCUMyM depe3 3 TOOUHY IicJig HaJleXKHOT0 Yacy IPUNoMYy) y TPy, fKa modaa
IpUiMaTH Ipenapar, 3HaueHHs ingekcy Ilepna ans trabnetok gesorectpeny mo 0,075 MI CTaHOBHIIO
0,4 (95 % OI 0,09 - 1,2) mopiBusiHo 3 1,6 ons 30 Mkr neBoHOprecTpeny (95 % 110,42 — 3,96).

TakuMm yunOM, inmekc Ileprna s tabneTok me3orectpeny no 0,075 Mr criBcTaBHUM 3 TUM, SKUN
BcTaHoBneHo gnsi KIIK y 3aranbHiy nomynaiil, sika 3actocoBye KIIK.

3acTocyBaHHs TaOneTok ge3orectpeny mo 0,075 Mr mpu3BOAUTH [0 3HUKEHHS PiBHS eCTPamiony o
3HaueHb, 1110 BiATIOBINAIOTh paHHiN GONIKyNapHiu ¢a3i. KiiHivHO 3HA4yIIoro BIJIUBY Ha BYTJIEBOTHUU
00MiH, nimigHui 00MiH Ta reMoCTa3 He BUSBIICHO.

it
Hani kniHiYHUX gocTifKeHb eheKTUBHOCTI Ta 6€3MeKy y mimiTKiB BikoM 10 18 pokiB BifgcyTHi.

dapmakokiHemuxka.

BcMOKTYBaHHS

[Ticnsa npuiioMy BHYTpilHbO JIakTHHET ®-PixTep, TabeTKu fe30reCTpeny, BKPUTI ITiBKOBOIO
000JIOHKOIO, IITBUOKO BCMOKTYETHCS i MeTab0Ii3y€eThCS 10 €TOHOTeCTPeNy. Y piBHOBaXKHOMY CTaHi
MaKCHMabHa KOHILIEHTpallis y IIJIa3Mi KPOBi AocATaEThCS Yepes 1,8 roguHu micias 3aCTOCYBaHHS
tTabneTku; abcomoTHa 6i0M0CTYIHICTE €TOHOTECTPENy CTaHOBUTD MpuOnmu3Ho 70 %.

Po3mopin

EToHorectpen Ha 95,5 - 99 % 3B’s13yeThcs 3 OinkaMu IIJ1a3MU KPOBi, B OCHOBHOMY 3 a/IbOyMiHOM i
MEHIIIO Mipoio 3 Ty100yIiHOM, 1110 3B’s13y€e cTaTeBi ropmonu (I'3CT).

BiorpaHcdopmatiis

e3orecTpen MeTab0mi3y€eThCS MIITXOM TiIPOKCUIIIOBAaHHS i leTigporexi3ailiil 10 aKTUBHOTO
MeTabotiTy eToHOrecTpeny. EToHOTeCTpes roJIOBHUM YMHOM MeTaboIi3yeThCs i30epMEHTOM
muroxpoMomy P450 3A (CYP3A) 3 HacTylIHUM yTBOPEHHS Cy/b(aTHUX i TIIOKYPOHITHUX KOH TOTaTiB.

BuBemeHHdA

CepenHilt mepios HalliBBUBEIEHHST €TOHOTECTPENY CTaHOBUThL NpuOnu3H0 30 ToguH He3anexKHOo Bif
TOT'0, YX 3aCTOCOBYBABCA BiH Oaratopa3oBo ab6o omHOPa30Bo. PiBHOBaXKHi piBHi ¥ mna3Mmi KpoBi
[oCAralThes uepes 4 - 5 nHiB. [Ipu BHYTPIIHEOBEHHOMY BBE[€HHI €TOHOIeCTPeIly IIa3MOBUU
KJTipeHC cTaHOBUTH mpubnu3Ho 10 n/rox. EToHorecTpern i #1oro MeTabomiTi BUBOASTHCS Y opMi
BimbHUX CcTepoifiB abo KOH'1oraTiB i3 ceyero i kanoM (y cniBBigHomeHHi 1,5:1). Y XKiHOK, sIKi TOAyIOTh



TPYAOI0, €ETOHOTeCTPell IPOHUKAE Y TPyAHE MOJIOKO y criBBigHOWeHHi 0,37 - 0,55 Monnoko/nna3ma
KpOBi. 3 ypaxyBaHHSAM LIUX JaHUX, & TaKOXK TOTO, II0 AUTHHA CroXKBae 150 MJI MOJIOKa Ha KT Macu
Tina 3a moby, BoHa Moxe ofmepxKyBaTu 61113bk0 0,01 - 0,05 MikporpaMm eTOHOTeCTpeny Ha J00y.

Oco6uBi rpynyu marieHTiB
IMopyweHHA pYHKUII HUPOK

HocnigxkeHHs GapMaKOKiHETUKY Ie30TeCTPENY Y MallieHTOK i3 3aXBOPIOBAHHSIMU HUPOK HE
TIPOBOIYIIH.

ITopyweHHA pYyHKUII neviHKu

HocnigxeHHS papMaKOKIHETUKY 1e30TeCTpely y NallieHTOK i3 3aXBOPIOBAHHSIMU II€YiHKU He
npoBoaunu. OgHaK CJIii BpaX0ByBaTH, 110 IIPY IOPYIIeHH] (PYHKII] MediHKKA MeTa0oJIi3M CTepOigHNX
TOPMOHIB MOXK€ MOTIPIIUTUCS.

EmmniuHi epynu

[TopiBHSHHSA (papMaKOKIHETUKHU [e30TeCTPely y Pi3HUX eTHIUHUX Ipynax He POBOAUIIA.

KniniyHi XxapaKTepHCTHKH.
Iloka3aHnHs.

KonTpanemntis.

IIpomunoka3aHHs.
- TpomO6oeMO0TiuHi 3aXBOPIOBAHHS BeH B aKTHBHIM ¢asi.

- [Tepeneceni abo HasiBHI cepi03Hi 3aXBOPIOBAHHS MTEYiHKY 10 HOpMasIi3allil TOKa3HUKiB
MEeYiHKOBHUX IIPO0.

- HiarHoctoBaHi abo mimo3proBaHi 37105KiCHI TOPMOHO3aTeXKHi HOBOYTBOPEHHS.
- BarinanbHa KpoBOTe4a He3'sSICOBaHOlL €TiOJIOril.

- limep4yyTnuBICTh 0 aKTUBHOI PEYOBUHU a00 10 OyOb-IKOI 3 MOIOMIXKHUX PEYOBHUH IIpenapary
JlakTuHET ®-PixTep.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

B3aemomii

[TpumMmiTKa: ciif 03HaMOMUTHCS 3 iHGOPMaLIi€lo OO0 JTiKapChKOro 3aco0y, II1o
3aCTOCOBYETHCS OOHOYACHO, OJIS BUSBIEHHS MOTEHUIMHUX B3aEMOIIN.



BnnuB iHmux mikapchbKux 3aco0iB Ha JIakTuHET ®-PixTep.

MoxX7rBa B3a€MOZis 3 JIiKapChbKUMH 3aco0aMu, 110 iHOYKYI0Th MiKpOCOMalbHi (pepMeHTH, B
pe3yibTaTi 40T0 MoXKe 30iMbIIyBaTHCS KJTipeHC CTaTEBUX TOPMOHIB, 110, Y CBOIO Yepry, Npu3Befe Ao
«IIPOPUBHOI» KpOBOTEeUi Ta/abo BTpaTH eeKTUBHOCTI KOHTPALIENITUBA.

Tepania

[upykuis hbepMeHTIB MOXKe CIIOCTepiraTucs BxKe Yepes KibKa OHIB npuiioMy. MakcuMasbHa iHOYKIiS
(hepMeHTIB 3arajoM CIIOCTepiraeThCsa 4epes geKinbka TUXKHiB. [licnsa BigMiHU Ipenaparty iHOYKLisS
(dhepMeHTiB MOXKe TpUBATH [0 4 THXKHIB.

Kopomkocmpokose niKyeaHHs

2Kinkawm, SIKi IpuKMalOTh JTiKapChKi Ta POCIUHHI 3aco0u, 110 iHAYKYIOTh Ie4iHKOBI (epMEHTH, CJIif
IIOBiIOMUTH, IO e(PeKTUBHICTH NpenapaTy JlakTuHeT ®-PixTep MOXKe IPH IIbOMY 3MEHIIUTUCS, TOMY
BOHU MalOTh THMYaCOBO BUKOPHCTOBYBaTU 0ap’ €pHUII MeTON KOHTpalleMNIlii 4oAaTKOBO [0 IIpenapaTy
JlakTuHeT®-PixTep. bap’epHuil MeTon KOHTPALENIIil CJIifi 3aCTOCOBYBaTH MIPOTATOM YChOT'0 IIEPiOAy
JIIKyBaHHS IIpelapaToM, 10 iHAYKY€E IeYiHKOBi (pepMeHTH, i Iie IPoTATroM 28 OHIB MiCsA NPUIUHEHHS
M0T0 3aCTOCYBaHHS.

Lloseocmpokoge niKy8aHHA

2KiHKaM IIpu IOBrOCTPOKOBiM Teparrii JikapchbKuMU 3acob6aMu, 110 iHAYKYIOTh GepMEeHTH MeYiHKH,
PEKOMEHIYEThCS 3aCTOCOBYBATH iHIIMY MeTO[ KOHTpAIleIlil, Ha SKui He BIJINBAIOTh JIiKapChKi
3acobu, 110 IHAYKYIOTh (PepMEHTH IeUiHKHU.

PeyosuHu, wo nidguw,ytomos KjAipeHc cmamesux 20pPMOHI8 (3HUMCeHHA KOHmpauenmueHoi
epekmusHocmi yepe3 iHOYKYi pepmenmis), Hanpukaao, bapbitypatu, 603eHTaH, KapbaMa3eriH,
dbeHiToiH, mpuMinoH, pudamminuH, edhaBipeHs Ta, MOXIUBO, henbbamMaT, rpu3eodyIIbBiH,
okckapOaserin, Tomipamar, pudabyTHH Ta MpenapaTH, M0 MiCTATh POCTUHHUM KOMIIOHEHT 3Bip006ii
(Hypericum perforatum).

PeyosuHu 3 HENOCMIillHUM 8NAUBOM HA KAIPEHC KOHMpPAuenmueHuUx 20PMOHI8

[Tpu cynyTHBROMY 3aCTOCYBaHHi 3 TOpPMOHATLHUMU KOHTpalenTuBaMu GaraTo KoMOiHartii iHribitopis
npotea3u BIJI (Hanmpukiam, puToHaBip, HendiHaBip) i HeHYKIE€03UAH] iHTiGiTOPKM 3BOPOTHOI
TPaHCKPHUIITa3u (HallpuKal, HeBipamin) Ta/abo koMmbiHalii 3 mikapcbKuMHU 3acobaMu MPOTH Bipycy
rernatuty C (BI'C) (Hanpukmap, 6o1enpesip, Tenanpesip) MoXyTh 30inbiIyBaT abo 3MeHIITyBaTH
I71a3MOBi KOHIIEHTPallil TporecTuHiB. YucTuii eeKT KX 3MiH y IesSKHAX BUIagKaxX MoxXe OyTH
KJIIHIYHO 3HAYYIIUM.

Tomy n1sl BUSIBIIEHHS OTEHIINHUX B3a€EMOiN Ta Oyab-IKUX iHIINX peKOMeHallil ciif
03HANOMUTHUCS 3 iHPOPMAIIEI III0I0 METUYHOI0 3aCTOCYBAHHS JTIKAPCHKOTO 3ac0o0y [y JTiKyBaHHS
BIJI/BI'C. Ilpu HasiBHOCTi OyOb-SIKUX CYMHIBiB JKiHKaM IOMATKOBO CJIil BAKOPUCTOBYBaTH Oap’epHUM
MeTO[ KOHTpallemnlii mpu Teparii inribiTopamu npoTteas3u abo iHribiTopamMu HEHYKIIEO03UTHOI
3BOPOTHOI TPAHCKPUIITA3H.

PeyvosuHu, W0 3HUCYIOMb KAIPeHC cmamesux 20pMoHi8 (iHzibimopu ¢pepmeHmia)

OpHOYacCHe 3aCTOCYBaHHS 3 MOTYKHUMHU (HaIIpHKJIIa[, KeTOKOHA30JI, iTpaKOHA30J1I, KJIapUTPOMILINH)
abo moMmipHuUMY (Hanpukiag, GIyKoHa3011, guiTiaseM, eputpominuH) inribitropamu CYP3A4 moxe
IIPU3BECTH [0 MiJBUILIEHHS CUPOBAaTKOBUX KOHI[EHTPAllil IPOTECTUHIB, Y TOMY YHUCIIi €TOHOTECTPEIY,



aKTMBHOTO MeTabOoJIiTy Ie30recTpenty.

Brnnus npenapary JlaktruHeT ®-PixTep Ha iHIIi TiKapchKi 3aco0u.

['opMoHasbHiI KOHTPAIETITUBY MOXKYTh BIJIMBATHA Ha MeTab0/Ii3M iHIIKX JTiKapChbKUX IIperaparis.
BigmosigHO, iX KOHIIEHTpALlid Y IIJla3Mi KPOBi i TKaHMHAX MOXKe K 3pOCTaTH (HalpHuKIIaf,
LIMKJIOCTIOPUH), TaK i 3HUKYBaTUCS (HallpUKIaf, TaMOTPUAXKWH).

Oco06.1ueocmi 3acmocyeaHHsi.

MenuyHUHN Orasan

[Tepen mpr3HaYeHHSM IperapaTy HeoOXiIHO peTeNbHO 3i0paTy aHaMHe3 Ta IPOBECTH TiHEKOJIOTigHe
00CTeKeHHS M1 BUKJTIOUEHHS BipoTrigHol BariTHocTi. [Tepen npu3HayeHHSIM CIIif 3'sCyBaTu MPUUYNHU
MOPYIIEHh MEHCTPYaIbHOTO LIUKIY (0JliroMeHopel Ta aMeHopel). HacTOTy ITOBTOPHUX OTJISAAIiB
BM3Hayvae JIiKap iHAWBIAyaNnbHO 0719 KOXKHOL MalieHTKY. fKIIO0 mif Yac IpuioMy Ipenaparty €
BiporigHicTh BIIUBY Ha Iepebir maTeHTHOTo abo SIBHOTO 3aXBOPIOBaHHS (OuB. po3min «Oco6auBOCTI
3aCTOCyBaHHS»), CJIif] 3allJlaHyBaTH BiATIOBiOHI PeryIsapHi KOHTPOJIbHI 06CTEXKEeHHS.

He3Baxkarouu Ha peryisipHuM NpuiioM npenapaty JlakTuHeT ®-PixTep, MOXYTh BUHUKATH
IUC(YHKI[IOHAIbHI KPOBOTEUi. fAKII0 KPOBOTEYA BUHUKAE AyKe 4acTO i HepeTyasapHO, CIif
PO3TAIIHYTH iHIIUY METOJ KOHTpalenIil. K0 CUMITOMYU He MIPOXOAATh, CHIifl BUKITIOYUTH
GyHKUiOHATBHI TOPYIIEHHS.

KonTpons ameHopel y mepiop miKyBaHHS 3a7€XUTh Bifl JOTPUMAaHHS iHCTPYKIIi# 11010 3aCTOCYBaHHS
TabJIeTOK 1 MOXKe BKJIIOUATU TECT Ha BariTHICTS.

Y pasi HacTaHHS BariTHOCTI IPUKOM IIpenaparTy CJifi IPUIUHUTH.

KiHKy cnig nmonepenuty, 1o JlaktuHeT ®-Pixtep He 3axumae Big BlJI-indekmil (CHIy) Ta iHmux
3aXBOpIOBaHb, SKi MepefarThCs CTaTEBUM IIISIXOM.

ITonepenxKeHHs.

[Tpu HasIBHOCTI Oyb-SKOTO i3 3a3HaYeHUX HUKYe 3aXBOPIOBaHb/PaKTOPiB pU3UKy HEOOXioHO OI[iHUTH
KOPHCTH BiJ] 3aCTOCYBaHHS IIPOTECTEPOHY i MOXKJIMBI PU3UKY [AJIST KOXKHOI KOHKPETHOI XKiHKH Ta
00TOBOPUTH iX i3 HEI0 10 TOTO, SIK BOHA BUPIIIUTH PO3MOYATH IPUioM npenapaty JlaktuueT ®-PixTep.
Y BuUmapKy 3arocTpeHHs, peluauBy ab0 IePBUHHOTO IIPOSIBY LIUX 3aXBOPIOBaHb XKiHIN HeoOXigHO
IIPOKOHCYJIbTYBATUCA 3 JlikapeM. JliKap IIOBUHEH NPUMHSATYU PIlIeHHS, YU CJIif IIPOAOBXKYBaTU
3aCTOCyBaHH4 npenapaty JlakTuHeT ®-PixTep.

Y minomy 3 BiKOM pH3UK PO3BUTKY PakKy MOJIOYHOI 327103 3pOCTaE. Y Mepiof 3aCTOCyBaHHSI
KoMOiHOBaHUX IepopanbHuX KoHTpauenTusiB (KI1K) pu3uK po3BUTKY PaKy MOJIOYHOI 3aJI031 [EIll0
306inbIinyeThes. Leil migBUIleHNI PU3UK MTOCTYTIOBO 3HUKYETHCS IPoTsaroM 10 pokiB micnis
npunuHenHd npuioMy KIIK, ane Bi# noB’s3anuit He 3 TpuBaiicTio 3actocyBanHd KIIK, a 3 BikoM
XiHkH, ska npuriMae KIIK. OuikyBaHa KilbKiCTh AiarHOoCcTOBaHUX BUNafkKiB Ha 10 000 xkiHOK, AKi
3actocoByBanu KIIK (mo 10 pokiB micnis NpUNIXHEHHS 3aCTOCYBaHHS), BITHOCHO THX, XTO HIiKOJIA He
3actocoByBaB KIIK 3a Toi camuii nepiopn, 6ysa po3paxoBaHa AJIs BiATIOBiTHUX BIKOBUX I'PYII i
IpefcTaBieHa B TaONMUIll HUXKYe.



BikoBa rpymna OuikyBaHa KiJIbKIiCTb OuikyBaHa KiJIbKiCTh BUIIAJKIB
BUIIAIKiB OiarHOCTYBaHHS NiarHOCTYBaHHS Paky cepeq
[PaKy cepefp XiHOK, AKi PKIHOK, SIKi HE BUKOPUCTOBYIOTH
BUKOPUCTOBYIOTH KIIK KIIK

16-19 poxkiB 4,5 4

20-24 poku 17,5 16

25-29 poKiB 48,7 44

30-34 poku 110 100

35-39 pokis 180 160

40-44 poku 260 230

Pusuk cepen XkiHOK, SIKi IpUUMalOTh IPOTeCTOTEHOBI mepopainbHi KouTpatentusu (I1T1K), Taki gk
JlakTuHeT®-PixTep, iMOBiIpHO, BiflIOBigae TakOMYy, 1110 CIIOCTepiraBcs y XkiHOK, sKi npuiiMaiTsh KIIK.
Opnaxk mopo ITTTK naxi He ocTaTouHi. [TOPiBHSAHO 3 PU3UKOM BUHUKHEHHS PaKy MOJIOYHOI 3271031
IPOTATOM KUTTS pu3uK npu 3actocyBanHi KIIK € Hu3pkuM. YV kiHOK, AKi npuiiMatoTh KIIK, pak
3a3BUYal OiarHOCTYEThCS Ha OiybIl paHHIN cTafii, HiXK y THX, XTO He BuKopucTtoBye KIIK.
[TinBuieHUH PU3MUK Y KIiHOK, siKi mpuiiMaioTh KIIK, MoxKHa MOSCHUTH OiNbII PaHHBOIO iarHOCTUKOIO,
Oiomoriynoio mieio TabmeTok abo kombiHalie0 000X GhaKTOPiB.

OcCKinbKYM He MOKHa BUK/TIOUUTH 6i0N0TiYHUY BIIJIUB IIPOTecTareHy Ha PO3BUTOK PaKy MEeYiHKH, CITif
IHOVBIAyaIbHO OLIHIOBATHU CIIIBBIOHOIIEHHS «KOPUCTH/PU3UK» Y XKIHOK, AKi CTPaXXOal0Th Ha pakK
IIeYiHKH.

[Tpu roctpomy ab0 XpOHIYHOMY TOPYIIEeHHI QYHKIII TeYiHKu KiHKY CJIifi HallpaBUTH Ha 00CTEXKEHHS
Ta KOHCYJIbTAIIil0 [0 BigmoBigHOTO (PaxiBIIs.

3rifHO 3 JAHUMU eNifeMioIOTiYHUX JOCIiAXKeHb, 3acTocyBaHHA KIIK 10oB’s13aH0 3 MiABUIIEHO0
YaCTOTOI PO3BUTKY BeHO3HOI TpoMboembomii (BTE, TpoM003 rmubOKUX BEH Ta JereHeBa
TpoMboeMOoist). Xoda KiTiHiuHe 3HaYEHHS IIUX BiOMOCTEM IIOMI0 1e30TEeCTPeNy, KU
BUKOPHUCTOBYIOTh Y KOHTpAlleNITUBaX 63 eCTPOreHHOr0 KOMIIOHEHTA, HEBiJOMe, y pa3i pO3BUTKY
TpoMO03y 3aCTOCyBaHHS Ipemnapary JlakTuHeT ®-PixTep HeoOxinHO mpunuHUTH. CIlif PO3TISHYTH
BiIMOBY Bifi 3acTOoCyBaHHS npemnaparty JlakTuHeT ®-PixTep y Bulaiky TpuBajol iMmmo0binisarii
BHACJIIJIOK XipypridHoi omnepatii abo XBOpoOH.

2KiHOK, siKi MaioTh TpoMO0eMOO0ITiuHi 3aXBOPIOBaHHS B aHaMHe3i, Heo0XigHO moiHdOopMyBaTH IIPO
MOXKJTUBI PEIIUOUBH.

Xoya nmporecrareHy MOXYTh BIJIUBATU Ha PEe3UCTEHTHICTh TKAHUH [0 IHCYIIIHY 1 TOJIEPaHTHICTh 10
TJIIOKO3H, Y JaHUM Yac BiiCyTHi Oyab-sKi JoKa3u 100 HeoOXiqHOCTI 3MiHM CXeMU JTiKyBaHHS
NaLiEHTOK, SKi CTPaXKOaloTh Ha IIyKPOBUH fiabeT, AKi mpuiMaloTh KOHTPAIENTUBY, 1110 MiCTSTh
TifIbKY Iporectared. OgHaK IPOTArOM MEPIIOTOo MICALS 3aCTOCYBaHHS IIpenapaTy CIIifl peTeabHO
CIIOCTEpiraTu 3a NalliEeHTKaMHu, SIKi CTpaXkaaloTh Ha IYKPOBUi miaber.

SAKI10 IpY BUKOPUCTaHHI npenapaTy JIakTuHeT ®-PixTep pO3BUBA€ETHCS CTiMKa apTepiaibHa
rinepreHsis abo SKIO 3HAYHO MMiBUIIIEHUH apTepialbHUM TUCK HE 3HUKYETHCS Y BiMIOBiAb Ha
TiOTEeH3UBHY Tepallilo, CMif pO3rISHYTH MOXKJIUBICTh IPUNIMHEHHS [IpUoMY IIpenapaty JIakTuHeT ®-
PixTep.

[Tputiom npenapaty JlakTuHeT ®-PixTep mpu3BOOUTDL 00 3HUXKEHHS KOHIIEHTpallii ecTpagiony y
CHpOBAaTIi KPOBi 10 piBHS, IO BiANOBigae paHHil ¢onmikynsapHii ¢asi. [1o 1boro Yacy HeBiioMo, Uu

POOUTH 1ie 3HUKEHHS KITiHIYHO 3HAYYIIHH edeKT Ha MiHEPAJIbHY IIiJIbHICTh KiCTKOBOI TKAHUHH.

KOHTpaHeHTI/IBI/I, 1110 MICTSITh TiJIbKU IIporecCTtareH, He Tak e(l)eKTI/IBHO 3axXUINaTh Bif I103aMaTKOBOI



BariTHOCTI, AK KOMOiHOBaHi epopabHi KOHTPaALeNTUBH. Lle MOSCHIOETECS TUM, II0 IIPU
3aCTOCYBaHHI KOHTPAIIETITUBIB, 110 MICTSTh TiTbKK MPOTeCTareH, OBYIALis BifOyBa€ThCsT JOCUTH
yacTo. He3Baxkawouu Ha To# ¢akrt, 1o npenapatT JIakTuHeT ®-PixTep CTiKO NMPUTHIYYE OBYIIAILLIO,
IIpY NIPOBefieHHI Au(epeHLIiMHOl JiarHOCTUKY CJIii BpaXxOByBaTH MOKJIMBICTh HACTAHHS BariTHOCTIL
SKIIO XKiHKa CKapXKUThLCI Ha aMeHopelo abo 0inb y KUBOTI.

Y pigkicHuX BUIlafKaX MOXKJIMBA I10SBa XJI0a3MU, 0COOIUBO V XKIiHOK, SIKi MalOTh B aHaMHEe3i XJ10a3My
BariTHux. 2KiHKaM, CXUJIbHUM [I0 XJI0a3MH, BAPTO YHHUKATU 1epe0yBaHHS Ha COHIli, @ TaKOXK BILJIUBY
ynbTpadioieTOBOro BUMPOMIHIOBaHHS IIifl Yac IpuiioMy npemnapaty JlakTuaeT ®-PixTep.

4K y nepion BariTHOCTI, Tak i Imif 4ac 3aCTOCyBaHHS CTaTEBUX CTEPOINHUX TOPMOHIB Oynn
3apeeCcTpPOoBaHi HACTYIIHI 3aXBOPIOBaHHS, 3B 130K IKUX i3 3aCTOCYBaHHSAM IIpOreCTareHiB He
BCTAHOBJIEHUH: XKOBTSIHHUIIS Ta/abo cBepOixK, OB I3aHUM 3 X0JI€CTa30M; YTBOPEHHS KaMeHiB y
JKOBYHOMY Mixypi; nopdipis; CHCTeMHUY YePBOHUU BOBUAK, T€MOJIITUKO-YPEMIUHUYM CUHAPOM; XOpes
CupgeHraMa; reprec BariTHUX; BTpaTa CJIyXYy, IIOB’si3aHa 3 OTOCKJIEPO30M; (CIIagKOBUI)
AQHTiIOHEBPOTUYHUHN HaAOPSK.

IenpecuBHUN HACTPIil i gemnpecis € BimomuMy HebaxkaHUMU epeKTaMU 3aCTOCYBaHHS TOPMOHATbHUX
KOHTpalenTuBiB (ouB. po3min «[1obiuHi peaknii»). [lempecist Moxke GyTH TAKKOIO i € BifoMUM
($hakKToOpoM pU3UKY CYIUAaIbHOI MOBENiHKY Ta caMoryocTBa. 2KiHKaM CIIif TOpaguTy 3BEPHYTUCS [0
CBOrO JIiKapsl y pa3i 3MiHUA HACTPOIO i JeIPeCUBHUX CUMIITOMIB, Y TOMY YHKCJIi HEBIOB31 MiCIIS TOYATKY
JIiKyBaHHS.

EdekTuBHICTh Biff 3aCTOCYyBaHHS Ipenapary JIakTuHeT ®-PixTep MoXe 3MEHIIUTHUCh Y BUTIATKY
IIPOIIYCKY 3aCTOCYBaHHS TabmeTok (muB. po3min «Croci0 3aCToCyBaHHS Ta J03U»), BAHUKHEHHS
IIJTYHKOBO-KUIIKOBUX PO371afiB (IuB. po3min «Crocib 3acToCcyBaHHS Ta [03u») ab0 Mpu OMHOYACHOMY
3aCTOCYBaHHI esIKUX JIiKiB, fKi 3MIHIOIOTh KOHIIEHTPALI0 V IIJIa3Mi KPOB1 €ETOHOTECTPEIy, aKTUBHOI'0
MeTaboiTy me3orectpeny (OuB. po3nin «B3aemopmis 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUAH
B3aEMOJIiN»).

JlakTuHeT®-PixTep, TabeTKH, BKPHUTI MJIiBKOBOIO 000JIOHKOI0, MiCTSTh 52,34 MI JTaKTO3H
MOHOTIIpaTy, TOMY iX He CJIifl 3aCTOCOBYBATH IallieHTaM 3 PiAKiCHUMU CIIafKOBUMU IIpo0IeMaMu
HEeINlepeHOCUMOCTi rajlakTo3H, ITOBHOIO JIaKTa3HOI0 HEOCTATHICTIO a00 OPYIIEHHIM BCMOKTYBAaHHS
TJIIOKO3U-TaJIaKTO3H.

JlaGopaTopHi aHami3H.

Bynu orpumatni mani mpo BruB KITK Ha pe3ynbTaTi MeBHUX Ta60PATOPHUX TECTiB, BKITIOYAIOUH
OioxiMiuHi MOKa3HUKYU QYHKIIIN MeYiHKY, IIMTOBUIHOI 3aJ1031, HAGHUPKOBUX 327103, HUPOK, PiBeHb
OinKiB (MepeHOCHUKIB) Y CHPOBATIIi KPOBi, HAPUKJIIa/ rI00yIiHy, 110 3B’s3y€ KOPTUKOCTEPOIAK Ta
minigHy/minonpoTeiHoBY @pakiiii, MOKa3HUKHU BYTJIEBOTHOTO 00MiHY, KOarymsilii Ta ¢GibpuHoIi3y.
3MiHU 3a3BHAYal 3aIUIIAIOTECA Y MexXax HopMu. HeBimoMo, B gKill Mipi Ile CTOCY€EThCSA
KOHTPAIIEIITUBIB, 1110 MiCTSITh TiTbKK IPOTECTareH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHsA 2py00to.
BaritHicTb

3acTocyBaHH npenapaty JlakTuHeT ®-PixTep He moKa3aHe y mepiof BariTHOCTI. [Ipu HacTaHHL
BariTHOCTI y XKIHOK, fIKi 3aCTOCOBYIOTh JIakTUHeT®-PixTep, IpUiioM IIpernapaTy Cif HeraiHo
IPUNUHUTH.



HocrnigXeHHS Ha TBapUHAX [10Ka3aJsiy, 10 AyKe BUCOKI f03U 3'€qHaHb i3 IpOrecTareH0BO0
aKTHBHICTIO MOXKYTb IPU3BONUTH [0 MaCKYyJliHi3allil MOTOMCTBa XKiHOYOl CTaTi.

Y xoni 00MMUPHUX eIifeMiooTiYHUX JOCTiAXKeHb He Oy10 BUSBIEHO Hi MiIBUIIIEHHST PU3UKY
BPOIKEHUX BajJl PO3BUTKY Y [iTel, HAPOAXKEHHUX Bif] XKIiHOK, gKi 0o BaritTHOCTi npuiiManu KIIK, Hi
TepaTOTeHHOI il y BullafiKy HeHaBMUCHOTO BuKopucTaHHS KIIK Ha paHHiX TepMiHax BaritHocTi. JaHi
(dbapmakomoriunoro Harnsagy BigHOCHO pisHuX KIIK, 1110 MiCTSATE Ie30TecTper], TaKOXK He CBiA4aTh
po OyOb-iKe IifBUIIeHHS PU3UKY .

[lepion rogyBaHHSA TPYOOI0

3rigHo 3 KniHiYHMMY DaHuMM TabneTku me3orectpeny 0,075 Mr He BIIMBAIOTh Ha IPOOYKYBaHHS
TPYOHOTO MOJIOKA i #oT0 SIKiCTh (KOHIIEHTpAllisl MPOTeiny, TakTo3u abo xkupy). [IpoTe 3rigHo 3
He4YaCTUMHU ITIOCTMapPKETUHT OBUMHU HOBiJIOMJIeHHHMI/I CHOCTepiI“aJIOCb 3MEHIIIEHHA BI/IpOGHGHHH
TPYOHOTO MOJIOKa IIifi 4ac 3acTocyBaHHS TabmeTok me3orectpeny 0,075 mMr. HeBenuka KinbKicTh
eToHorecTpeny (MeTaboJIiTy He3orecTpeny) IPOHWKAE Y TPYOHE MOJIOKO. Y pe3yabTaTi OUTHHA
moxe orpumyBaTu 0,01-0,05 mMikporpam mpemapaTy Ha KT MacH Tija 3a o0y (3 po3paxyHKy
npuOIU3HOro 06CATY CIIoKMUBaHHS Moyoka 150 mn/kr/go6a). 4K i iHmIi mpemapaTtu, g0 CKIany SIKUX
BXOJUTH TUIBKU IIPOreCcToreH, npemnapart JlakTuHeT ®-PixTep MOXKHa 3aCTOCOBYBATH IIifl 4ac
rOfyBaHHS IPYALIO.

€ obMexkeHi maHi MOBrOCTPOKOBUX MOCIIIXKEHb ION0 JiTel, Yui MaTepi po3modasny mpuioM TabieTok
ne3orectpeny 0,075 Mr y nepiop 3 4 1o 8 TUX[AEHb MiC/IA MOJIOTiB. BOHU 3HAXOOUINUCSA Ha TPYAHOMY
rogyBaHHi 0o 7 MicsiiB i mepebyBamnu mim HariasmoM mo 1,5 poky (n = 32) ab6o o 2,5 poky (n = 14).
OuiHKa pocTy, (pi3UYHOrO i ICUXOMOTOPHOT0 PO3BUTKY He BUSIBIIM BiIMIHHOCTEH IOPIiBHSHO 3
HEMOBJISITAMH, YUi MaTepi BUKOPUCTOBYBAJIA MiiHY BHYTpillTHbOMaTKOBY cuctemy (BMC). Ha mipcrasi
HasBHUX [JaHUX IIpernapaT JlakTuHeT ®-PixTep MOXKHa BUKOPUCTOBYBATH Y I1€Piof rOAYBaHHS IPYOILO.
TruM He MeHIle, HeOOXiIHO PETEIHHO CTEKUTH 3a POCTOM i PO3BUTKOM AUTUHU, MaTH SKOI
BUKOPUCTOBYE Ipenapar JlaktuaeT ®-PixTep.

DepTUNLHICTD

[Tpenapat JlakTuHeT ®-PixTep nmpusHaueHud O 3amobiranHs BaritHOCTi. [HdopMarlrito mo
BiIHOBIIEHHIO (DEePTUILHOCTI (OBYJIAIil) OUB. Y po3nini «®apMaKoguMiKa».

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[Tpenapat JlakTuHET ®-PixTep He mposiBise abo MPOSIBIsSE HE3HAYHUY BIIMB Ha 3MaTHICTh KEPyBaTU
TPAHCIIOPTHUMHU 3aco6aMu Ta poOOTy 3 MeXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.

O3YBAHHA

g mocarHeHHS e(eKTUBHOI KOHTpalenilil npenapatT JlakTuHeT ®-PixTep ci1if 3acTOCOByBaTH
BiTIOBIOHO [0 iHCTPYKIl (OuB. «fK cniifg npuiiMaTty npenapart JlaktuHeT®-PixTep» i «dK cniing
IIOYMHATHU NPUIOM npenapaTty JlakTuHeT ®-PixTep»).



Oco06IuBi TPy MAITIEHTIB

ITopyweHHA pYHKUiI HUPOK
Kniniynux gocrnigKeHb cepef MallieHTOK 3 MOPYIIeHHIM GYHKIIiI HUPOK He ITPOBOAUIIN.
ITopyweHHA PYHKUII neviHKu

KniHiyHMX OOCHiKeHb cepef NalliEHTOK 3 IOPYIIEeHHAM (YHKIII IeYiHKM He mpoBogumu. [Ipu
TSAKKUX [TOPYIIEeHHIX QYHKIIII ediHKY MeTab0I1i3M CTEPOIgHUX TOPMOHIB MOXKe IIOPYIIYBaTHUCS, TOMY
B TaKWX BUNAJKax npenapat JIakTuHeT ®-PixTep ciig mpu3HavaTH TiTbKM Mics HopMaJtisalrii
GbyHKUiOHAMBHUX P00 MeYiHKy (OuB. po3hin «I[IpoTUIOKa3aHHSI»).

Cnocib 3acToCyBaHHS.

[Ipu3HayeHu OJi9 IPUUOMY BCEPENUHY.

dx cmip npuriMaTy openapart JlakTruHeT ® -PixTep.

TabneTku crnig npuiMaTy UOAHS, TPUOIN3HO B OOUH i TOM Ke Yac TaKUM YMHOM, 1100 iHTepBan Mix
IPUHAOMOM IBOX TaOIEeTOK 3aBXKOU CTAaHOBUB 24 roguuu. [lepiry TabneTKy CIil MPUUHSTH y IEPIIUi
IleHb MEHCTPYaibHOI KpoBOTeYi. [T0TiM CIlif mpomoBKyBaTH NMpUMaTH 110 OfgHiN TabeTii 3a o6y, He
3BEPTAOYM yBaru Ha MOXKIHBi KpoBoTedi. HoBy OnicTepHy yIaKOBKY IOUYXHATH BUKOPUCTOBYBaTU Ha
HaCTYIIHUU [JeHb MiC/IS TOTO, K 3aKiH4aThCs TabJIeTKHU 3 MONepefHbO0] YIIaKOBKH.

K chip moYnMHATH IPUHOM Ipenapaty JIakTuHeT ® -PixTep.

AKI110 paHillle TOPMOHAaIbHI KOHTPALIENTABY He MTPUUMAaNU (MUHYIOTO MiCcALs).

[Tpuiiom TabeToK CJIif pO3MoYaTH y MepPIInii leHb IPUPOSHOT0 MEHCTPYaIbHOTO IIUKITY KiHKU
(mepmyM gHEM € TepIINH IeHb MEHCTPYabHOI KpoBOTedi). [103BONSETHCSA PO3MOYATH IPHUIOM
npernapary Ha 2-5-1 IeHb UKy, OOHAK IIPOTSATOM IEPIIOro HUKITy PeKOMEHIYETHCS
BHKOPHUCTOBYBATH 0ap’€pHUM METO[ KOHTPAIEIIii MPOTSATOM IepIIuX 7 OHiB MpuitoMy TabJIeToK.

[Ticnsa a6opty v I TpuMecTpi.

PexoMeHOy€eThCS pO3noYaTH IpHUKoM TabIeTOK Ofpa3y X Iicis npoBefdeHHS abopTy y I TpuMecTpi. ¥
ITbOMY BUIIQ[IKy HeMa€e HeoOXigHOCTi 3aCTOCOBYBATH JOAaTKOBI METOOM KOHTpAIEIIIil.

[Ticng monoris abo abopty v II TpuMecTpi.

BaxaHo moyaTu npuiioM npenaparty Ha 21-28 meHs micns monoriB abo mepeprBaHHS BariTHOCTI B
[T TpumecTpi. 2KiHKaM, 5IKi pO3MOYKWHAIOTh IPUUMaTH TaOlIeTKY Mi3Hillle, CIil OOaTKOBO
BUKOPHUCTOBYBaTHU Oap’epHi METOOM KOHTpPALEIIii MPOTIroM Nepiiux 7 OHIB IPUKOMYy IIpemnapary.
SIKIII0 MO IMOYaTKy NMpUitoMy mpemnapaTy OyB He3axXUIeHUH CTaTeBUN KOHTAKT, Iepef MPUAoOMOM
nepioi TabmeTky npenapaty JlakTuHeT ®-PixTep HE0OXiAHO BUKJTIOYUTH BaTiTHICTL a00 JOYEeKaTHUCS
Iepioi MeHCTPyalibHOI KpoBoTedi. [logaTKoBy iHGopMallito Ipo 3aCTOCYBaHHS IIpenapary y mnepion
royBaHHS I'PYAMI0 OUB. Y PO3Mifi «3acToCyBaHHS y Iepiofl BariTHOCTI abo ToAyBaHHS TPYALIO».

AKX po3moyYaTy 3aCTOCYBaHH4 IpenapaTy JIakTUHEeT ®-PixTep mic/igd BUKOPUACTAHHSA IHINUX METOLIB
KOHTpAIIEeNIIii.

ITepexid 8i0 KOMOIHOBAHUX 20PMOHAAbHUX KOHMPauenmuseie (KoMOiHO8AHUX NEePOPAAbHUX

koHmpauenmusig (KITK), KoHmpauenmugHux 8d2iHA/AbHUX Kiieub db0 mMpaHcOepMdaabHUX




KOHMpauenmuesHux nidcmupis).

XKinmi coifg movyaTtu npuKoM npenapaty JlakTuHeT®-PixTep Ha HACTYNHUYU OEHb IiCIIg IPUUOMY
ocTaHHbO1 akTuBHOI TabneTku KIIK (ocTtanHs TabneTka, 10 MiCTHJIa aKTUBHY pe40BUHY) a00 B IeHb
BUJIYYEHHS KOHTPAIENTUBHOTO BaTriHaIbHOTO KifNbIls, ab0 TpaHCAepMabHOTO KOHTPAlleITUBHOT'0
IIaCTUPY. Y IIUX BUNagKaX 3aCTOCYBaHHS [OJaTKOBUX METOMNIB KOHTpalleNllii He moTpibHe.

KiHKa TaK0XK MOXKe PO3I0oYaTy IPUUOM IIpenapaTy He Mi3Hille HiXK Ha HACTYIIHUY OeHb IiCId
3aBepIIeHHs ePePBH ¥ 3aCTOCYBaHHI KOHTPALENITUBHUX IIIr'yJI0K a00 BUKOPUCTaHHS IJIaCTUPIB YU
Kinb1is, abo micns mepiomy mpuiiomy TabneTox miaie6o ii monepegHEOro KOMOiHOBaHOTO
TOPMOHA/IbHOTO KOHTPAIeNTHBa, OfHAK IPOTATOM IIepIIXX 7 [HiB IpuiioMy TabIeToK
PEKOMEHIYEThCS JOaTKOBO BUKOPUCTOBYBaTH Oap’ €pHUN MeTOM KOHTPALeIlil.

IIepexio 8i0 npenapamis, W0 Micmams MiAbKuU npoeecmaeen («MiHi-niai», in’exkuii, imnianmamu),
abo 8i0 sBHympiwHboMamrosoi cucmemu (BMC), w0 8usiAbHAE Npo2eCcmaeeH.

2KiHKa MOKe IepelTH Bif «MiHi-mini» y Oyab-Kuii geHsb (Big imnnanTata abo BMC - y meHs ix
BUAJIEHHS, Bif iH €KIiHNX (HOPM IIpenapariB — Y AeHb HACTYIIHOI 3allJlTaHOBAaHOI iH €KIIil).

[TopsAOoK {i¥i y pasi IpomyCcKy 4acy 3aCTOCYBaHHS Ipenapary.

KoHTpauenTuBHUM 3aXUCT MOXKe 3MEHIIUTHUCS, SKII0 MiX IPUXOMOM ABOX TaOJIeTOK MUHYJIO IIOHAT
36 roguH. AKIIO Mic/sg MPOMYCKY MpruiioMy TabieTKU MUHYJIO MeHIne 12 ronuH, XKiHKa TOBUHHA
IPUUHATY IPONYyIneHy TabIeTKy ogpasy, K TiIbKYM BOHA IIPO Hel 3rafia€, HACTYIHY TaOIeTKy CIIif
IPUMHATH y 3BUYaMHUM Yac. K0 micas mpomycKy npuitomMy tabneTku mpounuio Ginbire 12 rogus,
JKiHKa MOBUHHA BUKOPUCTOBYBATH [OOATKOBUM METOH KOHTpPALEMIil IPOTIroM HaCTYIIHUX 7 OHIB.
Axmo npuiioMm TabaeTok OyB IPONYIEHUN IPOTATOM IIEPIIOr0 TUXKHSA IiCTsA 0YaTKy IPUIOMY
npemnapaty JlakTuHeT®-PixTep i y xkiHKK OyB cTaTeBUM aKT IPOTSATOM THXKHS, II0 IIEpPeiyE TOMY,
KOJii OyB IIPOMYIIeHUY IPUKXOM TabJIeTOK, CITif PO3TISHYTHA MOXKJIUBICTh BariTHOCTI.

PexomeHpanii Ha BUNAJOK IITYHKOBO-KUITKOBUX PO3JIafIiB.

Y pasi TAKKUX NUTYHKOBO-KUIIKOBUX PO3JIafliB BCMOKTYBaHHS aKTHBHOI PEYOBUHU MOXKe OyTH
HETIOBHUM, TOMY HeOOXigHO MPUUHSATU JOaTKOBI 3aX0OM KOHTpAIeIIlil.

Akmio npoTsiroM 3 - 4 ToguH micnsa npuiioMy TabaeTKU BUHUKIIO 0/1I0BaHHS, BCMOKTYBaHHS
npernapaTy Moxe He Bif0yTHcs moBHiCTI0. OCKIMbKY 111 CUTYallisl CX0Ka Ha MPOIYCK IPUHOMY
npemnapary, y HOgiOHUX CUTYallisIX C/Iifl BAKOHYBaTH BKa3iBKU 3 IPUUOMY IIPONYIIEHUX TabIeToK,
BKa3aHi y po3xini «ITopsAmoK [ii y pasi IpomycKy 4acy 3aCTOCYBaHHS IIpernapaTy».

Himu.

Besneka Ta epekTuBHICTh npenapaty JlakTuHeT ®-PixTep y migmiTKiB 10 18 poKiB He BCTaHOBIIEHI.
[laHi 110710 3aCTOCYBaHHS IIpelapary y Uil BiKOBil I'PYIIi BiICYTHI.

Ilepedo3yeanHsi.

[ToBimoMIIEHD IIPO CEePHO3HiI HeTaTUBHI HACIIAKY ¥ pe3yJibTaTi lepefo3yBaHHs He HaAX0OuIo. Y pasi
nIepeno3yBaHHs CIIOCTEPITalOThCS HACTYIIHI CUMIITOMU: HYHOTa, OJII0BaHHS, @ Y MOJIOAUX OiBYaT —



He3HayHa BariHajlbHa KPoBOTeda. AHTHUMOTIB He iCHY€E, PEKOMEHAYEThCSA IIPOBOOUTH CUMIITOMaTUYHE
JIiKyBaHHS.

ITo6iuni peakuii.

Y xomi KNMiHIYHUX [OCTiXKeHb HallyacTille MOBiqOMIISIIIN IIPO TaKy HeGaxkaHy peaklliio K
HeperynsipHi KpoBoTedi. [Tpubnusno 50 % XKiHOK, SKi 3aCTOCOBYBaJId Ae30TecTpell, TabIeTKU 1o
0,075 Mr, TOBimOMJISIITIY TIPO ALMKITiYHI KPOB'THUCTI BUAineHHs. OCKiIbKY fe30recTpes, TableTKu mo
0,075 Mr, Ha BiAMiHY Bif IHIINX KOHTPALIENITUBIB, III0 MICTATH Ti/IbKU IIpOrecTareH, IpU3BOAUTh [0
IpUrHideHHs OByMALil npakTuyHO y 100 % BuMa[KiB, HeperyaspHi KpOBOTeYi IPHU MOT0 3aCTOCYBaHHI
BUHMKAIOTh YacCTillle, HiXK IPX IPUKOMI iHIINX KOHTPALENTHBIB, IO MICTATh TiIbKK IIPOrecTareH. Y
20-30 % XkiHOK KpPOBOTEYi CTAlOTh YACTIIIUMH, y TOX Yac SK B iHmux 20 % — pigmmmu abo HaBiTh
MOXKYTb IIOBHICTIO IPUNIMHUTHUCA. BarinaipHi KpOBOTEYi MOXKYTh TAKOX CTaTUA TPUBAJIIILIAMU.

[Ticrsa gBOX MicsLiB MPUKXOMY IIpenapaTy IPOCTEeXYEThCS TEHAEHIIiI A0 MEHII YaCTUX MEeHCTPYyallill.
[HdopMarliisi, KOHCybTallil Ta BeAeHHS IMOAeHHNKa MEeHCTpYyallill AOIIOMOXKYTb XKiHIli afanTyBaTHUCS
10 HOBOT'0 rpadiky MeHCTpyalil.

3a maHUMH KITiHIYHUX OOCIigXKeHb fe3orecTpeny, TabaeTok mo 0,075 mr, Hawgacrinre (>2,5 %)
TIOBiHOMIISINIM TIPO TaKi HeGaXkKaHi peakilil IK akHe, 3MiHM HACTPOI0, 0ilb Y MOJIOYHHUX 3aJ103aX, Hy0Ta
i 30inpuIenHs Macu Tina. HebaxaHi peakiil HaBefeHi y Tabnuili HuXYe.

HebaxaHi peakuii kmacudikoBaHi 3a 4aCTOTOI0 PO3BUTKY i KlTacaMU CHCTEM OPTaHiB: dacTi (Bif
=>1/100 go <1/10), Heuacri (Big =1/1000 mo <1/100), moomuuoki (<1/1000) Ta yacToTa HEBigOMa
(HeMOZKJINBO BCTAHOBUTH 3a HAIBHUMU OaHUMU)

Kiacu HacToTa moGiYHUX peakiii
CUCTeM/OpraHiB - - - -
(MedDRA) YacrTi Heuacri [ToomuHOKi JacToTa HeBigoMa
[HdeKIii Ta iHBa3il BarinanbHa
iHpeKIis
3 00Ky iMyHHOI Peakrii
CcHICTEMU CinepuyTIUBOCTI,
BKJTIOYHO 3
QHTIOHEBPOTUYHUM
HaOpPSIKOM Ta
aHadimakcio
[IcuxiyHi po3nagu 3MIHU HACTPOIO,
[IpUTHIYEeHUN
HaCTPii, 3HUXKEHHS
1i6imo
3 00Ky HEPBOBOI [onoBHUM 0inb
CUCTEMU
3 00Ky opraHiB 30py HemnepeHocumicThb
KOHTAKTHUX JIiH3
3 60Ky TPaBHOTO Hynorta broBaHHSA
TPaKTY
3 00Ky LIKip# Ta AKHE Anonenis Bucwur,
MiJIIKIDHUX TKaHUH KPOIIMB'THKA,
BY3/TMKOBa
epuTeMa




3 OOKy Binb y MOJIOYHUX [{ucMeHOpes,
PENpPONYKTUBHOL 3a7103aXx, KiCTH S€YHUKIB
CACTEMHU Ta [IOPYLIECHHS
MOJIOYHHUX 3aJI103 MeHCTpYyallii,

aMeHopes
3arasbHi IOPYLIEHHS BTOMJII0BaHICTH
JTaGopaTopHi aHami3u [36inbIIeHHS Macu

Tina

MoxXyTh BUHUKHYTHU TaKi Mo0iuHi peakilil Ipu 3acToCyBaHHi mpenaparty JlakTuHeT ®-PixTep K
BUIiJIEHHS 3 MOJIOYHHUX 3aJ103 Ta PigKo — Imo3aMaTKOBa BariTHICTH (OuB. po3min «OcobmuBoCTi
3aCTOCYBaHHS»). [Jo0aTKOBO MOXKJIMBE 3aTOCTPEHHS CIIaJIKOBOTO aHTiOHEBPOTUYHOTO HAOPSIKY (OUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

Bigomo nipo psp (cepiio3nux) HebakaHUX peaklliil, 3apeeCTPOBaHMX Y XKIiHOK, SIKi MIPUKUMAaIOTh
(kom0OiHOBaHi) mepopasbHi KOHTpalenTuBu. [10 HUX BiTHOCATHCS BEHO3Hi Ta apTepianbHi
TpoMOGoeMO0Iil, TOpMOH3aIeKHi HOBOYTBOPEHHS (HAIPUKJIIAM, MyX/IMHY IeYiHKH, PaK MOJIOYHOI
3aJ103M) i XJ10a3Ma, fiesiKi 3 HUX HOKJIagHO PO3TISHYTI ¥ po3mini «Oco6IMBOCTI 3aCTOCYBaHHS».

MoxXBe BUHUKHEHHS «IIPOPUBHOI» KpOBOTedi Ta/abo BTpaTtu eeKTUBHOCTI KOHTPAIETITURA
BHACJIIIOK B3a€MO[Iii iHIIMX TiKapchkux 3acobiB (IHAyKTOPiB MiKpocoMasibHUX (GEPMEHTIB) 3
TOPMOHANTLHUMH KOHTPAIENITUBAMU (IUB. PO3[in «B3aemofis 3 iHIIMMY TiKapChbKUMU 3aco0aMu Ta
igmI BuOM B3aEMOMin»).

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6ivHi peakirii

BaxnmuBuM € OTpUMaHHS 3BiTHOCTI IIPO Mifmo3pioBaHi mobiuHi peakiiii micis peecTpallii TiKapChbKOro
3aco0y. Lle mae MOXKJHBICTH 3[iiCHIOBATH KOHTPOJIb 3a CIiBBiJHOIIEHHSM KOPUCTh/PU3UK IS
JikapchKoro 3aco0y. IIpamiBHUKY rady3i OXOPOHU 3[0POB’S TOBUHHI MOBIHOMIATH PO OyAb-AKi
mimo3proBaHi MoOiuHi peakiril 3 1OIIOMOI00 HaIliOHAIBHOI CHCTEMH MOBiIOMIIEHHS PO MO0iuHi
peaxiiii.

Tepmin npudamHocmi. 2 POKH.

YMoBu 30epiranHsi.
Jlikapcekui 3acib He BUMarae CIielliaJIbHUX TeMIIepaTypHUX YMOB 30epiraHHs.
30epiraTu B OpUTiHANIbHIN YIIAaKOBI AJ1s1 3aXUCTY Bif] BIUIMBY CBiT/a i BOJIOTH.

ITpenapam 36epicamu y HedocmynHomy 048 dimet micui!

YnakoBka. ITo 28 TabmeToK, BKpUTHX IIIiBKOBOIO 000JIOHKOI0, ¥ O11icTepi; KoxkeH 61icTep moMiIeHo
B ITAKeT 3 JIJaMiHOBaHOI aToMiHieBOI ¢hobry; mo 1 abo mo 3 mamMiHOBaHUX IMAKETH PA30M 3 KaPpTOHHUM
byTnspom ans 36epiranHs GiicTepa Y KApTOHHIM YIIaKOBIIi 3 iHCTPYKIIEO AJIST MEeIUYHOTO
3aCTOCyBaHHS.



Kareropis Bigmycky. 3a perenTtom.

Bupo6uuk. BAT «I'emeon PixTep».

Micue3HaxokKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.
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