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3MIHU BHECEHO
Haka3 MinicTepcTBa 0XOpOHU
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IHCTPYKUIA
JJISE MEIUYHOT O 3ACTOCYBAHHS JIKAPCHKOI0 32C00y

JETPAJIEKC®
(DETRALEX®)

Cknao:

diroua pewosuHna. MIKPOHI30BaHa ouuleHa ¢uiaBoHoigHa ¢pakiis (giocmin + (raBoHOIIM Y
BUTJISAJII TECTICPUIUHY ),

1 tabnerka Mmictuth 500 M MiKpOHI30BaHOI OYHINEHOI (JIaBOHOIMHOI (pakilii, sika MICTHTh
450 mr niocminy (90 %) 1 50 mr guaBoHoiiB y Burisai reciuepuauny (10 %);

OONOMIJICHI peyouHU. >KEJATUH, MAarHilo cTeapar, IeNI0JIo3a MIKPOKpUCTaIidyHa, HaTPIo
KPOXMAJIBIIIKONAT (THI A), TAJIbK, BOJIA OYHILECHA;

TUTiIBKOBa 00OJIOHKA: TminepuH, Makporoj 6000, MarHio creapar, Timpomesno3a, 3aji3a OKCHI
yepBonuii (E 172), natpito naypwicyibdar, turany miokcua (E 171), 3amiza okcup KOBTHH
(E 172).

Jlikapcbka gopma. TabieTku, BKPUTI MJIIBKOBOK 000JIOHKOIO.
OcnosHi  @izuxo-ximiuni eracmueocmi: TabIeTKa OBaJbHOI (OpPMH, BKpUTA IUIIBKOBOIO
00O0JIOHKOIO OPaHKEBO-POXKEBOTO KOIIBOPY.

dapmakoTepaneBTUYHA Ipyna.
Amnrionportekropu. Kaminspocrabinizytoui 3acoou. biogmaBonoinu. JliocMin, koMOiHaii.
Kon ATX CO5C AS3.

Dapmakonoziuni enacmueocmi.

Dapmakoounamika.

dapmMakoIoris.

Jetpanekc® YMHHTH BEHOTOHIUHY Ta AHTiONPOTEKTOPHY Mif0, 3MEHIIYE PO3TSKHICTh BEH Ta
BEHOCTA3, MOKpAIIy€ MIKPOIUPKYJIAII0, 3HWKYE MPOHUKHICTh KAIMUJIAPIB Ta MIABHUIIYE IXHIO
PE3UCTEHTHICTh, @ TAKOXK MOJINIIYE JTiM(pAaTUIHUHN TpeHax, 30UTbIIYI0UH JTiM(paTHIHUHA BiATIK.
JokuiniuyHa dapMaKosIoris.

ExcriepuMeHTalibHe TOCTIKEHHS Ha TBapHHAX 3 BUKOPHUCTAHHSIM MO «ieMis/penepdysis»
MOKa3ayio, IO 3aCTOCYBaHHS MIKPOHI30BaHOT O4HINeHOi (iaBoHOITHOT ¢pakilii Mae OLIBII
BUPa)XXE€HY €(DEKTUBHICTbh y 3MEHILEHHI MPOHUKHOCTI CYJIMHHOI CTIHKU Ta BUXOJY IUIa3MHU KpPOBI
MOPIBHAHO 3 MpocTUM niocMiHOM. el pe3ynbrar 0OyMOBIEHHUN HAsSBHICTIO 3aXHMCHOI il Ha
MIKpPOLIUPKYJIALI0 y (hIaBOHOIAIB, TAKUX K T€CIIEPUINH, TIOCMETHH, JTIHAPHH Ta 130pOiQoTiH,
K1 BXOZIATh 0 CKIaay (pakmii y BUIJISAI TeCepUuauHy. 3MEHIIEHHS MPOHUKHOCTI CYAMHHOI
CTIHKM Ta BHXOJY IUIa3MH KpOBI, SIK€ CIIOCTEPIrajioch MpH 3aCTOCYBaHHI MIKpPOHI30BaHOI
ounieHoi (GaaBOHOIMHOI (pakiii, € OLIBII CYTTEBHM, HDK T€, IO CIOCTEpIrajoch Ipu
3aCTOCYBaHHI IMPOCTOTO IOCMiHY Ta KO)KHOTO KOMIOHEHTa (hIaBOHOTAHOI (hpaKIlii OKpeMo.




Kniniyna gapmakonoris.

3a3HayeHi BUIEe (papMaKOJIOTIUHI BIACTUBOCTI OYyJIM MiATBEPKEH] Y MOJABIHHO CIMUX miane0o-
KOHTPOJIbOBAHUX JOCHIPKEHHSX 3 BUKOPHUCTAHHSM METOJIB, 3a JOIMOMOTOI0 SIKUX MOXKHA
BHU3HAYUTH BIUIUB IIpeTapaTy Ha BEHO3HY FeMOJUHAMIKY .

CriBBIAHOUIEHHS «103a — €PEKTY.

CTaTHCTUYHO JOCTOBIPDHMI [10303aJIC)KHUN e(eKT JiKapchKoro 3aco0y OyB BCTAHOBICHHMN
BIJIMOBIJIHO JI0 TaKMX BEHO3HHMX IUICTU3MOTpadiuHUX IMapaMeTpiB: BEHO3HHH 00’€M, BEHO3HA
PO3TSHKHICTh Ta Yac BEHO3HOTO BIATOKY. ONTHManbHE CIIBBITHOUICHHS «H03a — e(eKT»
JOCSTAIIOCS TP MPUioMi 2 TabJIETOK.

BeHOTOHIYHA AKTUBHICT.

Jetpanekc® migBuiIye BeHO3HHI TOHYC: 3a JOMOMOIOK BEHO3HOI OKIIO3iiHOI miueTusmorpadii
OyJI0 TPOJIEMOHCTPOBAHO 3MEHIIICHHS Yacy BEHO3HOTO BiITOKY.

MikpouMpKyISITOPHA AKTUBHICTb.

Y nmnoaBifiHO cCHiMUX IUTaNe00-KOHTPOIBOBAHUX JOCTIKEHHSAX OYJIO0 TMPOJEMOHCTPOBAHO
CTATUCTUYHO JIOCTOBIPHY PI3HMIIO MK 3aCTOCYBaHHSM IperapaTy Ta IJianebo. Y MaiieHTiB 13
CUMIITOMAMH{ JIAMKOCTI KAmiJspiB JIKyBaHHS 30UIBIIWIO iXHIO PE3HCTEHTHICTh, IO OYJIo
BH3HAYEHO 3a JIOTIOMOT'0I0 aHT10CTePEeOMETPli.

[IpemapaT TakoX 3MEHIIY€ B3a€EMOJII0 JICMKOLMWTIB Ta EHAOTENII0, aare3it0 JCHKOIHTIB Y
MOCTKANUIAPHUX BeHylax. Lle 3HmkKye MOUIKoIKyBalbHy /10 MEI1aTOpiB 3amajeHHs Ha CTIHKU
BEH 1 CTYJIKU KJIaNaHiB BEH.

Y KIIHIYHIA OPaKTHUIL.

VY monBiHO CHINUX IM1a1e00-KOHTPOIbOBAHUX JOCTIDKEHHAX OYyJIO MOKAa3aHO TEpaneBTHYHY
aKTHBHICTB Tpemnapaty y (iebosorii mpu JiKyBaHHI (yHKIIOHAIBHOI Ta OpraHigYHOI XPOHIYHOI
BEHO3HOI HEJIOCTATHOCTI HMXKHIX KIHIIIBOK, & TAKOX Y TIPOKTOJIOTII MIPH JIIKyBaHHI T€MOPOIO.
Dapmarokinemuxa.

BuBeneHHs Mif040i pPEUYOBHMHU BiOYBAE€ThCS TOJIOBHUM YWHOM 3 (Qekamismu. Yepes cedy
BUBOAUTHLCS B cepeiHboMy 14 % npuiAHATOT 1031.

[Tepion HamiBBUBEIEHHS CTAHOBUTH 11 TO/IHH.

[Ipenapar akTUBHO METa0OJI3y€EThCS, IO MIATBEPKYETHCS HASBHICTIO PI3HUX (PEHOJBHUX
KHCJIOT y cedi.

KuiniuHi XxapakTepucTHKH.

Iloxazanns.

CuMmnToMaTHYHE JIKyBaHHS BEHOJIIM(ATUYHOI HEJOCTATHOCTI (BaXKKICTh y HOrax, Oijb, HIYHI
CYJIOMH, HaOpsKH, TpOo(iuHi MOPYIIEHHS, BKIIIOYAIOUYN BAPUKO3HI BUPA3KH).

CumnToMaTHYHE JiKyBaHHS T€MOPOIO.

Ilpomunoka3zanns.
[TimBuIeHa 9y TIUBICTH 10 Ait040i 200 OyIb-AKOi JOTOMIXKHOI PEYOBHHH.

B3aemooia 3 inmumu nikapcokumu 3acodoamu ma inuwii 6uOu 63acmooii.

JlocmimkeHHs 010 B3aeMOIii He TPOBOIMIHCS. [IpOoTSIrom micisipeecTpalliiHoro 3acTOCyBaHHs
npenapary AOoTernep He MOBIAOMIISIOCS MPO JKOIHI KITHIYHO 3HAYYII B3aEMOIIT 3 JIIKApChKUMHU
3acobamu.

Ocobueocmi 3acmocy8amnus.

3acTocyBaHHS I[bOI'O JIIKAPCHKOTO 3aco0y MpHU TOCTPOMY IeMOpoi He 3aMiHIoE crenudiuHoi

Teparii Ta HE TEPeIIKo/KAe JTIKYBaHHIO 1HIIUX MPOKTOJIOTIYHUX 3aXBOPIOBaHb. Y pa3i SIKIIO

YIPOJIOBXK KOPOTKOTO Kypcy JIIKyBaHHS CHMIITOMHM HE 3HUKAIOTh IIBUAKO, CIiJ MPOBECTH

MIPOKTOJIOTTYHE OOCTEXKEHHSI Ta MEPETISTHYTH TEPaIiio.

[Ipy mopylIeHHAX BEHO3HOIO KpOBOOOIry Oinmbil e()eKTHMBHHM € TO€JHAHHS Tepamii 3

JOTPUMAHHIM TaKUX PEKOMEHAALIHN 11010 CIIOCO0Y KUTTS:

® YHHMKATH 3aHAJATO JOBrOro 3HAaXOKEHHS Ha COHI, TPUBAJOro mnepedyBaHHS Ha HOrax,
HaUTMILIKOBOI MacH Tia;



¢ XOAWTU MIMIKK Ta Yy JESIKUX BHIAJKaX HOCHTH CHEIiajbHI MaHYOXH JAJS MOKpaIleHHS
KpOBOOOIry.

Jlonomidicui pewosunu.

PiBeHb HaTpilO.

Hetpanekc® micTuth MeHme 1 MMonb HaTpito (23 Mr) Ha TabIeTKy, TOOTO Maiiike BiIbHUH Bif

HaTpIIO.

3acmocyesanns y nepiod eacimuocmi adoo 200y8anHs 2pyoon.

Bacimnicme.

JlaHi mo/10 3acTOCyBaHHS MiKPOHI30BaHOI OYHUIIIEHO1 (hIaBOHOTAHOI (hpaKilii BariTHUMHU XKiHKaMU
B1JICYTH1 200 iXHs KUIBKICTh OOMEKEHA.

JlocmikeHHsl Ha TBapUHaX He NMPOJEMOHCTPYBAJIHM PENPOIYKTUBHOI TOKCHYHOCTI.

Sk 3ano06ixHUM 3axia 0a)kaHO YHUKATH 3aCTOCYBAHHS MIpernapaTy MpOTAroM Mepioy BariTHOCTI.
T'ooysanns epydoio.

HesinomMo, uu mpoHHKae Airoua peuoBUHA a00 11 MeTabOITH y TPyIHE MOJIOKO.

Pu3uk U1 HOBOHAPOKEHUX/HEMOBIISAT BUKJIIOUATH HE MOXKHA.

PimeHHst oo NpUOMHEHHS TOXyBaHHS TIpyJai0 abo NPUNMHEHHS/YTPUMAaHHS BiJl Tepamii
JTAHUM JIIKAPCHKUM 3ac000M CIIiJ MPUMMAaTH, BPAaXOBYIOUH KOPUCTD BiJ TOAYBaHHS IPYUIIO JUIs
JUTHHYU Ta KOPUCTH BiJl JIIKYBaHHS U MaTepi.

DepmunbHicmo.

JlocmiKeHHsT penpoAyKTHBHOI TOKCHYHOCTI Ha TBapHHAX MOKA3aJld BiJCYTHICTh BIUIMBY Ha
(bepTUIBHICTS.

30amuicmb enqueamu Ha WEUOKICMb peaxkuyii npu KepyeaHHi A6mMOMPAHCHOPMOM aho
IHUMUMU MEXAHIBMAMU.

HocmipkenHs BIUTMBY (J1aBOHOIMHOI (pakiii Ha 3aTHICTh KEpPyBaTH aBTOTPAHCIIOPTOM abo
NpalioBaTH 3 IHIIMMU MeXaHi3MaMu He NpoBoAWIHCh. OHAK, BIAMOBIAHO 10 3arajbHOTO
npodimo Ge3zneku dnaBoHoinHOT Bpakiii, Jerpanexc® He BIIMBae a60 Mae HE3HAUHMH BIUIHB
Ha III0 3aTHICTh. Y pasi BUABIEHHs MOOiIYHOI Aii mpenapaty (nuB. po3ain «IlobiuHi peakitiin)
HE0OXiTHO OyTH 00EpEKHUMHU.

Cnocio 3acmocysanns ma 003u.

J11s IepopasibHOTO 3aCTOCYBaHHS.

[Tpu3HavaeThCs JOPOCITHM.

Benonimgpamuuna neoocmammuicmeo.

PekomennoBana no3a craHoBuThH 2 TabneTku Ha 100y: 1 TabneTka — BIeHb Ta | TabnmeTka —
BBeuepi mij vac imu. Ilicims TwKHS 3acTOCyBaHHA MOXHA TpUMaTh 2 TaOJeTKH Ha 100y
OJIHOPA30BO Mij Yyac inu.

3BHUaiiHa peKOMEHI0BaHa TPUBAJICTb JIIKyBaHHA — /10 3 MicsMiB. /loBIIa TpUBaiCTh JIIKyBaHHS,
BiJ 6 10 12 MicsriB, 100pe nmepeHocuIach y KIMHIYHUX JOCITIKEHHSX.

T'emopoioanvha xeopoba.

JlikyBaHHS €mi30/iB TOCTPOr0 reMOpor0: Mo 6 TabJIeTOK Ha M00y YNmpoaoBk 4 NHIB, MOTIM IO
4 tabneTku Ha 0Oy MpOTIroM HacTynmHuX 3 mHiB. [lpuitmMaté mix wac igu. JloOOBY KiTbKiCTh
TabNeToK po3noaimuTu Ha 2-3 mpuitomu. IlinTpumyroua Tepamist — 2 Tabietku Ha 100y 3
TPUBAIICTIO JIKYBaHHS J10 3 MICSIIiB.

Himu.

Jlani 10710 3acTocyBaHHs npenapaTy Jletpanekc® iTAM BiaCyTH.

Ilepeoo3ysanns.

Cumnmomu

IcHye oOMmekeHa KITBKICTh JaHMX MPO BUMAAKUA TEpPEAo3yBaHHS IPH 3aCTOCYBaHHI IIHOTO
Jikapcbkoro 3aco0y. HaifwacTimmmu moOiYHMMM peakUisMH, MPO SKi MOBIIOMIISIIOCS TPH



nepeao3yBaHHi, Oy peakiii 3 OOKy NITYHKOBO-KHIIIKOBOTO TPAaKTy (Taki sIK Jiapesi, HyJI0Ta,
Oib B a0JOMIHABHIN AUISHIN) Ta peakuii 3 00Ky IIKipH (Taki sk cBepOiX, BUCUIIAHHS).
Jlikysanns

JIikyBaHHs TIpU Mepeio3yBaHHI Ma€ BKIIIOYATH TEPariio KIiHIYHUX CUMITOMIB.

Ilo6iuni peaxuii.

[Tin 4ac KIIHIYHUX JOCTIIKEHb MPH 3aCTOCYBaHHI MIKPOHI30BaHOI OYMIIECHOI (hIaBOHOITHOL
¢pakuii crocrepiranucs mo6iuyHi epeKTH MOMIPHOI IHTEHCUBHOCTI, TOJIOBHUM YHMHOM, 3 OOKY
KHIIIKOBO-IIUTYHKOBOTO TPAKTY (Aiapest, TUCIICTICisl, Hy10Ta, OJIFOBaHHS ).

[ToBimomisiocst po HIDKYe3a3HaueHi MOOIYHI peakiiii, SKi 3a 4aCTOTO PO3MOJITICHI TaKUM
yiHOM: ayke dacto (> 1/10); gacro (>1/100, < 1/10); mewacto (>1/1000, < 1/100); piako
(> 1/10000, < 1/1000); mysxe pigko (< 1/10000); yacToTa HeBigoMa (HEMOXKJIMBO BU3HAYHMTH 32
HasBHOIO 1H(pOpMAITIETO).

3 OOKy HEpBOBOI CHCTEMH: PiIKO: 3a1IaMOPOYEHHS, TOJIOBHUH O1J1b, HE3 MY KAHHSI.

3 0OKy IUTYHKOBO-KHUIIIKOBOT'O TPAKTy: YacToO: Jliapesi, TUCIICIICis, Hy10Ta, OJIOBaHHS, HEYACTO:
KOJIIT; 4acTOTa HeBigoMa*: OiJIb B a0OMIHAIBHIM JUISHII.

3 OOKy MIKipW Ta MiIIMKIPHOT KJIITKOBUHH: PIKO: CBEpOIK, BUCHIIAHHS, KPOIIUB’ IHKA; YacTOTa
HeBiZioMa*: 130JIbOBaHM HAOpAK 00JMYYs, TYO, IMOBIK, Yy BHHATKOBUX BHUIIaJKaX — HaOpPsK
Ksinke.

*TIoCTMapKETHHTOBI CITOCTEPEKCHHSL.

[ToBijloMIICHHS MPO MiJI03proBaHi 1Mo6iyHi peakuii. [loBigomiieHHs mpo migo3proBaHi MOOiYHI
peakIii y micisipeecTpaliiiHuid mepioj] JIKapCchbKOTO 3aco0y € BaxxiuBuM. Lle mae 3mory BecTn
Oe3nepepBHUI  MOHITOPUHI CHIBBIJHOIICHHS KOPHUCTI/PU3UKY 3aCTOCYBaHHs Ipernapary.
CrieniaicT B raity31 OXOpOHH 3710pOB’sl 3000B’s13aH1 MOBIJOMJISITH Y€pe3 HalllOHAJIbHY CUCTEMY
HOB1JIOMJICHb PO Oy/1b-5IKi BUIIAJIKU M103PIOBAaHUX MOOIYHUX PEaKLii.

Tepmin npuoamnocmi. 4 poxu.

YmoBHu 30epiranHs.
He moTtpeOye ocobmmBux yMoB 30epiranHs. 30epiratv B HEIOCTYTHOMY JUTSI TITEH MicCIli.

YnakoBka.
ITo 15 tabnerok y Omictepi 3 amrominieBoi ¢onbru Ta IIBX-mmiBku; mo 2 abo 4 Gmicrepu B
KOpoOIIi 3 KapTOHY.

Kareropis Binmycky. be3 penenra.

Bupoonuk.
Jlaboparopii Ceps’e Inmactpi/Les Laboratoires Servier Industrie.

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi MPOBAKEHH TislIbHOCTI.
905 pyt e Capan, 45520 Xini, ®panmiss/905 route de Saran, 45520 Gidy, France.

3asiBHUK.
JIE IABOPATVYAP CEPB’E/Les Laboratoires Servier.

Micue3Haxoa:KeHHsI 3asiBHHKA.
50, pro Kapno, 92284 Cropen Cenexc, @panis/50, rue Carnot, 92284 Suresnes Cedex, France.

Jns otpumanHs Oynb-skoi iH(poOpMalii 010 JIKAPCHKOrO 3aco0y MPOCHUMO 3BEpTaTUCS 0
TOB «Ceps’e Ykpaina» 3a Tein. (044) 490 3441, dakc (044) 490 3440.

JlaTta ocTaHHBOTO Neperasay. 15.12.2022.



