IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

IETPAJIEKC®

(DETRALEX"®)

CKnao:

ditoua pevyosuHa: MiKpoHi30BaHa ounilleHa (1aBoHOIHA ¢pakilisa (OiocMiH ¢praBOHOIOW Y BUTTIAA]
reCruepunugy);

1 tabnetka mictTuth 500 Mr MiKpoHi30BaHOl ounIlleHOi (HIaBOHOINHOI GpaKiiil, iKa MicTuTh 450 Mr
miocminy (90 %) i 50 Mr ¢naBonoiniB y Burnsami recuepupuny (10 %);

0ONnoMmIidICHI peyo8uHU: XKeJlaTUH, MarHilo cTeapart, eJIi0ji03a MiKpOKpUCTalidyHa, HaTPio
KPOXMAaJIbIiKOIAT (TUll A), TalbK, BOJa OYUIIEHa;

IJTiBKOBa 000JI0HKA: TinepuH, Makporon 6000, MarHiio cTeapart, rimpomeso3a, 3aji3a OKCH]I
yepBoHuu (E 172), HaTpito naypuncynbdat, Tutany giokcup (E 171), 3amiza okcup xostuit (E 172).

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.

OcHosHi (hizuko-ximiuHi 81acmugocmi: TabneTKa 0BaIbHOI (OPMHM, BKPUTA IITiIBKOBOI 000TI0HKOO
OpaHKEeBO-POKEBOTO KOIHOPY.

®apMakKoTepaneBTUYHa Irpyna.
AnrionporekTopu. Kamingpocrabinisytoui 3acobu. biohnaBonoinu. [liocMmin, komGiHaIrii.

Kom ATX C05C AS3.

®apmako.102iuHi 8 1acmueocmi.

dapmakoOuHamika.

dapMaKoorisi.

IeTpanekc® YMHUTL BEHOTOHIUHY Ta aHTiOMPOTEKTOPHY fi0, 3MEHIIy€E PO3TSAXKHICTL BeH Ta BEHOCTa3,

TIOKpalllye MiKpOIMPKYJIALi0, 3HUKYE MPOHUKHICTh KaIliIsApiB Ta MiBUILY€E IXHIO PE3UCTEHTHICTB, a
TaKO0XK IoJinirye niMpaTuyHui gpeHax, 30inburyoun niMpaTUYHAN BiTIK.

[TokniHiyHa GapMaKoIIoris.



ExcniepuMeHTabHE JOCTIXKEHHS Ha TBapMHAaX 3 BUKOPUCTaHHAM MOfeli «imemis/penepdy3isa»
TI0Ka3aJio, 110 3aCTOCYBaHHS MiKpOHiI30BaHO1 04uIleHol ¢praBoHOIHOI Ppakiiil Mae 6inmbil BUpaxkeHy
e(eKTUBHICTh Yy 3MEHIIIEHHI TPOHUKHOCTI CyIMHHOI CTiHKK Ta BUXOAY IJIa3MM KPOBi IIOPiBHSIHO 3
IPOCTHUM fiocMiHOM. Lle#t pe3ynbTaT 00yMOBIeHUNM HAsIBHICTIO 3aXUCHOI [Iii Ha MiKpOIIMPKYIALI00 y
(b1aBOHOIMIB, TaKUX SIK TE€CIIEPUANH, TiOCMETHH, JiHapUH Ta i30pordoiH, SKi BXOASTh 0O CKIamy
Gbpaxkiiil y BUTJIAMi TreciepuAnHy. 3MeHIIeHHS MPOHUKHOCTI CYAMHHOI CTIHKY Ta BUXOMY IJIa3MHU
KDOBIi, IKe CIIOCTEePIraaoch Ipu 3aCTOCYBaHHI MiKpPOHi30BaHOI OYUIEeHO] (hJIaBOHOITHOI (pakKiiil, €
OiybII CYTTEBUM, HiXK Te, III0 CIIOCTEPIraaoch Mpu 3aCTOCYBaHHI IPOCTOTO iOCMiHY Ta KOXKHOTO
KOMITOHEHTa (1aBOHOIMHOI (pakKilii OKpeMo.

Kniniyna gapMakonoris.

3a3HaueHi Bulre GapMaKOJIOTiuHi BIacTUBOCTI Oy/IM MiaTBepaXKeHi y MOABIHHO citinux miaiebo-
KOHTPOJIbOBaHUX OOCTIIXKEHHIX 3 BUKOPUCTaHHSAM METOZIB, 3a JOIIOMOI'0I0 SIKMX MOXKHA BU3HAUUTU
BIIJIUB IIpenapaTy Ha BEHO3HY TeMONHaMIKY.

CIHiBBigHOIIIEHHS «003a — ehEeKT».

CTaTUCTUYHO JOCTOBIpHUI N0303anexXHul eeKT miKapchbkoro 3aco0y 6yB BCTaHOBJIEHUY BifTIOBIIHO
[0 TAaKUX BEHO3HUX IJIeTU3MOrpadiuHux mapamMeTpiB: BeHO3HUM 00’'€M, BEHO3HA PO3TSAKHICTh Ta 4ac
BEHO3HOT0 BigTOKy. OnITHMaJsbHe CIiBBIIHOLIEHHS «[03a - e(heKT» OOCATaI0Cs IIPU MPUMoMi

2 TabIeToK.

BeHoTOHIYHA aKTUBHICTb.

Herpanekc® MimBHUINYE BEHO3HUH TOHYC: 3a OIIOMOIOK BEHO3HOI OK/II03iiiHOoI metuamorpadii 6yio
IIPOIEMOHCTPOBAHO 3MEHIIIEHHS YaCcy BEHO3HOTO BiITOKY.

MIiKpOUMPKYIATOPHA aKTUBHICTb.

YV mopBifiHO cinux mnane60-KOHTPOIbOBAHUX HOCTIIKEHHSIX 0YI0 TPOAEMOHCTPOBAHO CTATUCTUYHO
IOCTOBIpPHY Pi3HUII0 MiXK 3aCTOCYBaHHSM IIpelapaTy Ta Inane6o. Y mamieHTiB i3 cuMnToMaMu
JIAMKOCTI KaIlingapiB iKyBaHHS 30i/bIINIIO iXHIO PE3UCTEHTHICTH, 1110 0yJI0 BU3HAUEHO 3a IOMOMOT 00
aHTiocTepeoMeTpii.

[IpenapaT TakO0XK 3MEHIIIy€ B3a€MOLiI0 JIEMKOLIUTIB Ta €HA0TENi0, aAre3ito JIEMKOLUTIB y
IIOCTKAIUIAPHUX BeHyax. lle 3HUXKye MOWKOAXKYBaJIbHY [il0 MeiaTopiB 3arnajleHHs Ha CTiHKY BeH i
CTYJIKM KJIallaHiB BEH.

Y KniHiyHii TPaKTHUIIi.

Y nopgitiHO crinux nnaine60-KOHTPOJILOBAHUX OCTIIXKEHHSIX 0YJI0 IT0Ka3aHOo TepaleBTUYHY
aKTHBHICTH IIpemnapaty y ¢nebonorii npu niKyBaHHI QyHKIIIOHAIBHOI Ta OPraHiYHOI XPOHIYHOI
BEHO3HOI HEOCTATHOCTI HUXKHIX KiHIIIBOK, @ TAKOXK y IIPOKTOJIOTi1 IpH JIiKyBaHHI TeMOPOI0.

dapmakoKiHemuxka.

BuBeneHHS [il04oi peuoBUHU Bii0OYBaETLCS TOJIOBHUM YMHOM 3 (eKasniaMu. Yepes ceuy BUBOIUTHCS B
cepenHboMy 14 % TPUMHATOL HO3U.

[Tepiom HamiBBUBEOEeHHS CTAHOBUTH 11 romuH.

[TpemapaT aKTUBHO MeTa0O0JIi3yeThCs, 110 MigTBEPHAKYETHCS HASIBHICTIO Pi3HUX (GEHOIBHUX KUCTIOT Y



ceui.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

CuMrnToMaTuy4He JIiKyBaHHS BEHOMIM(paTUUYHOI HeIOCTATHOCTI (BaXKKiCTh y Horax, 6inb, HiYHi cymomu,
HaOpsKU, TpodiyHi mOpyIIeHHs, BKJII0Yal0Yy BapUKO3Hi BUPA3KH).

CumnToMaTUyHe JTiKyBaHHS reMOpOI0.

IIpomunoka3aHnus.

[TigBuIleHa YYTIUBICTE A0 Oito4uol abo Oymb-sSKOl OTIOMiXKHOI PEYOBUHM.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

IocnmigKeHHS O[O0 B3a€MOZil He TPOBOTUIHUCS. [IPOTATOM MiC/IsIpeeCTPaIliiHOr0 3aCTOCYBaHHS
IIpernapary foTelnep He MOBiIOMIIAIOCS PO XKOOHI KITiIHIYHO 3HAUYIII B3a€EMO{Iii 3 TiKapChbKUMU
3acobaMu.

Oco6.1ueocmi 3acmocy8aHHs1.

3acTocyBaHHS LILOTO JIIKaPCHKOTO 3aC00y IIPU TOCTPOMY I'eMOpOl He 3aMiHIOe crienudiuHol Teparmii Ta
He IIepellKOXKae JIIKyBaHHIO IHIIINX IPOKTOJIOTIYHUX 3aXBOPIOBaHb. Y pa3i AKII0 YIPOLOBXK
KOPOTKOTO KYpCY JIiKyBaHHSI CUMIITOMU He 3HUKAIOTh IIBUAKO, CJIifi IPOBECTH IIPOKTOJIOTiYHE
00CTeKeHHS Ta IePEeTJISHYTH Tepalliio.

[Tpu nopyIieHHSX BEHO3HOTO KPOBOOOiry Ginbill eeKTUBHUM € TIOETHAHHS Tepallii 3 JOTpUMaHHIM
TaKWX peKOMeHfalliil I[0fI0 CTI0CO0y KUTTS:

VHUKATH 3aHAATO JOBTOTr0 3HAXOKEHHS Ha COHIli, TPHUBAJIOTO epebyBaHHS Ha HOTax,
HaJIMIIIKOBOL MacH Tija;

XOOUTH TIIIKY Ta Y AeSKUX BUIMafKaxX HOCUTH CIIeliajibHi TaHY0XY IJIS TIOKpAIIeHHsS
KPOBOOOITy.

JonomidxcHI peuyosuHu.

PiBeHb HaTPIIO.

Iertpanekc® MiCTUTh MeHIIe 1 MMOJIb HaTpio (23 Mr) Ha TabyIeTKy, TOGTO Maiike BiTbHUH Bif HATPIIO.

3acmocyeanHs y nepiod eazimnocmi abo 200y8aHHs1 2py0dio.



BaeimHicme.

IaHi momo 3acTocyBaHHS MiKPOHiI30BaHOI 0unilleHoi (H1aBOHOIAHOI (pakilil BariTHUMU KiHKaMu
BificyTHi a0 IXHS KibKiCTh 0OMeXkeHa.

HocmifKeHHS Ha TBApWHAX He MIPOAEMOHCTPYBaIl PEMPOTYKTUBHOI TOKCUYHOCTI.

4Kk 3anobixkHuY 3axif 0axkaHO YHUKATH 3aCTOCYBaHHS IIpeliapaTy IIPOTATOM IIepiofy BariTHOCTI.
I'odyeaHHA 2pydoio.

HeBigomo, 41 MpOHUKAE MAifodya pedyoBHHA abo il MeTaboIiTH ¥ rpyaHe MOJIOKO.

Pu3uk o711 HOBOHAPOXKEHUX/HEMOBJIAT BUKJIIOUYATA HE MOXKHA.

PirreHHs 100 TpUIMHEHHS TOOYBAHHS TPyAO0 a00 MPUITMHEHHS/yTPUMaHHS Bif Teparii qanum
JiKapChKUM 3aco00M CJTiff MpuiMaTH, BpPaXOBYIOYH KOPUCTH Bifl TOMyBaHHS IPYOOI0 O TUTUHU Ta
KOPUCTH Bif JIIKyBaHHSA [OJI MaTepi.

depmusbHicMb.

HocmimKeHHS PEMPOAYKTUBHOI TOKCUYHOCTI HAa TBAPUHAX ITOKA3aJIM BiICYTHICTh BIJIUBY Ha
(hepTUNLHICTS.

30amuicmsb eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

HocnimkeHHS BIIUBY (IaBOHOITHOI GpaKIlii Ha 3MaTHICTh KEPyBaTH aBTOTPAHCIIOPTOM abo
IIpAIllOBATH 3 iIHIMMMU MeXaHi3MaMu He IpoBoaunuch. OgHaK, BiIMIOBIAHO IO 3araabHOTr0 mpodino
6e3neku (raBoHOInHOI ppaxmil, leTpanekc® He BIIMBae abo Ma€ He3HAYHUI BIIUB Ha I110
3maTHICTh. Y pa3i BusgBiIeHHS M0o6ivHOI fiii mpenapaty (muB. po3min «I1o6iuHi peakiiii») HeoOXigHO
OyTu 00epeKHUMU.

Cnoci6 3acmocyeaHHss ma do3u.
[l1s1 mepopasibHOTO 3aCTOCYBaHHS.
[Ipu3HavyaeTHCSA HOPOCIUM.
BeHoaimpamuuHa HedocmamHicmeo.

PexomeHfoBaHa [i03a CTaHOBUTH 2 TabeTku Ha fo0y: 1 TabneTka - BoeHb Ta 1 TabmeTKa - BBedepi
mim vac igu. ITicist THXKHS 3aCTOCYBaHHS MOXHA NMpuitMaTy 2 TabneTKy Ha Jo0y OgHOPA30Bo IIifl Yac
inum.

3BHUaiiHa PEKOMEH[0BaHa TPUBAIICTh IiKyBaHHS - 40 3 MicsmiB. [[oBIla TPUBAJIiCTh JTiKyBaHHS, Bif 6
no 12 micsuis, moGpe mepeHocunach y KiIiHiYHUX JOCTiIKEHHSIX.

I'emopoidanvHa xeopoba.



JIikyBaHHS emi30fiB rOCTPOro reMopoo: 1o 6 TabneToK Ha K00y yIpomoBXK 4 AHIB, IOTIM 11O

4 TabneTKu Ha 0OOy MPOTATOM HacTynHuX 3 AHiB. [TpuitMaTu mig yac igu. [1o60BY KinbKicTh TabaeToK
po3nopinuTy Ha 2-3 npuiiomu. [ligTpuMytoda Teparis - 2 TabaeTKy Ha 100y 3 TPUBAJIICTIO JIIKYBaHHS
oo 3 MicsiB.

Himu.

[laHi om0 3aCTOCYBaHHSA IIpenapaTy IeTpanekc® miTaM Bi[ICYTHI.

Ilepedo3yeanHsi.
Cumnmomu

IcHye o6MexkeHa KilmbKiCTh JaHUX IIPO BUTIAAKU ITePeNo3yBaHHS MIPY 3aCTOCYBaHHI IbOT0 JIIKAPCHKOTO
3aco0y. HaluacTimumy no0iYHUMY peakIlisiMu, PO SKi TOBiIOMIIANIOCS P Ilepefo3yBaHHi, Oyau
peaxirii 3 60Ky HITyHKOBO-KHUIIIKOBOTO TPAKTY (Taki sIK miapes, HymoTa, 0inb B abmoMiHanbHIN TinmsHII)
Ta peakilil 3 60Ky ImKipu (Taki K cBepbixK, BUCUTIaHHS).

JIikysaHHA

JIikyBaHHA IIPU IIepef03yBaHHI Ma€e BKJIIOYATU Tepallilo KIiHIYHUX CUMIITOMIB.

ITobiuni peakuii.

[Tig 9ac KMiHIYHUX JOCTiAXKeHb NP 3aCTOCYBaHHI MiKpOHi30BaHOI 04YHXIlleHO1 (p1aBOHOIAHOI ppaKiiil
crocTepiranucs mobiuHi epeKTH MOMipHOi iIHTEHCUBHOCTI, TOJIOBHUM YUHOM, 3 00Ky KHUIITKOBO-
IIJTYHKOBOTO TPAaKTY (miapes, AUCIENCis, HymoTa, OJ1I0BaHHS).

[ToBimoMIsiiocs mpo HUXKYe3a3HadyeHi moOiuHi peaxirii, SKi 3a 4aCTOTOI PO3IMOMAiJIeHI TaKUM YHHOM:
nyxe gacto (= 1/10); gyacto (= 1/100, < 1/10); HewyacTo (= 1/1000, < 1/100); pigko (= 1/10000,

< 1/1000); myxe pigko (< 1/10000); yacTtoTa HEBiTOMa (HEMOXK/IMBO BU3HAYUTH 3a HASIBHOIO
indopmatiiero).

3 60Ky HEpPBOBOiI CHCTEMHU: PiIKO: 3allaMOpPOYeHHS, TOJIOBHUY 0iflb, HE3[yKaHHS.

3 60Ky IIIYHKOBO-KHUIITKOBOTO TPAKTY: YaCTO: fliapesi, JUCIIeNCis, HyooTa, 6I0BaHHS; HEYaCTO: KOJIIT;
JacTOTa HeBigoMa*: 0ifib B aOOOMiHAIbHIN TiNMAHII.

3 OOKY LIKipH Ta HifIIKipHOi KIITKOBUHHU: PigKO: CBepOiXK, BUCUIIAHHS, KPOIIUB'THKA; 4acTOTa
HeBigoMa*: i301poBaHUM HaOpsAK 001M44s, I'y0, OBIK, Yy BUHATKOBUX BUIlafgKax - HaOpsak KBiHKe.

*[TocTMapKETUHTOBI CIIOCTEPEKEHHS.

[ToBimomIeHHS PO Mimo3pioBaHi mo6iuHi peakiii. [ToBimoMIeHHS Mo Mifo3pioBaHi MobiuHi peakirii y
micnspeecTpaliiiHui nepiof mikapcbKoro 3acofy € Baxk/IuBUM. Lle mae 3Mory BecTu 6e3nepepBHUN

MOHITOPUHT CIiBBIAHOIIEHHS KOPUCTI/pU3UKY 3aCTOCYyBaHHS IpenapaTy. CrelianicTy B ramsysi



OXOPOHM 3[I0POB’S 3000B’s13aHi OBIHOMISATA Yepe3 HallilOHa/IbHY CUCTEMY MIOBiIOMJIEHb IPO Oyab-AKi
BUITIQMIKH ITig03PIOBaHUX MOGIYHUX peakirii.

Tepmin npudamuocmi. 4 Poxu.

YMoBu 30epiranssi.

He motpebye ocobnuBux ymMoB 30epiranHs. 36epiratu B HeIOCTYITHOMY [JIs JiTeH MicIri.

VnaxoBka.

I[To 15 TabneTtok y 6iicTepi 3 amominieBoi ponbsru Ta [1BX-mmiBku; mo 2 abo 4 6icTepu B KOpoO1i 3
KapTOHY.

Kareropis Bignmycky. bes peuenra.

BupoOHHK.

Jla6oparopii Ceps’e InmacTpi/Les Laboratoires Servier Industrie.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

905 pyt me Capan, 45520 XKini, ®pan1isa/905 route de Saran, 45520 Gidy, France.

3asIBHHUK.

JIE JIABOPATYAP CEPB’E/Les Laboratoires Servier.

Micue3HaxoaKeHHsI 3asiBHHKA.

50, pio KapHo, 92284 Ciopen Cenekc, ®panirisg/50, rue Carnot, 92284 Suresnes Cedex, France.

Ins orpuMaHHs O6ynb-sAKoI iHpopMarii 1moa0 TiKapChbKOro 3aco0y TPOCUMO 3BEPTATUCS [0
TOB «Cepp’e Ykpaina» 3a ten. (044) 490 3441, dpaxc (044) 490 3440.



