IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OETPAJIEKC® 1000 mr
(DETRALEX® 1000 mg)
CKnao:

ditoya pevosuHa: MiKpOHi30BaHa ouMileHa ¢aBoHOIgHA ¢pakLisd (miocMmiH (h1aBOHOIAU y BUTTIAAL
reCIepunnuy);

1 Tabnetka mictuth 1000 Mr MiKpoHi30BaHOI ouMINeHO1 (hIaBOHOITHOI dpakii, ika MicTuTh 900 Mr
miocMminy (90 %) i 100 Mr dbaBoHOIfiB y Burnsagi recriepununy (10 %);

0ONoOMIdCHI peuoBUHU: TIEJTI0II03a MiKPOKPUCTaiyHa, KelaTuH, MarHilo cTeapaT, HaTpPiio
KPOXMAaJbIIKOIAT (TUll A), TalnbK, BOJa OYUIIEHA;

IJTiBKOBa 000JIOHKA: TIIIEePHH, rimpoMeno3a, Makporon 6000, MarHiio cTeapat, 3ajli3a OKCH]I
yepBouuu (E 172), HaTpito naypuncynbdat, TuTany giokcup (E 171), 3anisza okcup xkoBtuii (E 172).

JIikapcbka ¢opma. TabrmeTKy, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.

OcHogHi (pi3uko-ximiuHi 81acmusocmi: TabneTka JoBracToi ¢opMu, BKPUTA IITiBKOBOIO 000JIOHKOIO
OPaHXKeBO-POKEBOTO KOJIHOPY, 3 HACIUKOI0 3 000X OOKIB.

®dapMakoTepaneBTHUYHA I'pyna.

Anrionporekropu. KaminspocTabinisytoui 3acobu. biodpnaBonoigu. [liocMin, kombiHarii.
Kom ATX C0O5C A53.

®apmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

®apMakonorisa

Tetpanekc® 1000 MI YHHHATH BEHOTOHIYHY Ta aHTiONPOTEKTOPHY MIif0, 3MEHILYE PO3TAKHICTh BEH Ta
BEHOCTa3, MOKpaIIy€e MiKpOLUPKYISIilo, 3HUKY€E ITPOHUKHICTh Kalli/IsIpiB Ta MiBUIIYE IXHIO
PE3UCTEHTHICTh, @ TAKOXK IOJINIIye NiMpaTUYHUM ApeHax, 30inbiryoun niMpaTUYHNN BiATIK.

[TokniniyHa apmMarosorisa

ExcnepumeHTanbHe OOCHiIKEeHHS Ha TBapUHaX 3 BUKOPUCTAHHSAM MOfei «imemis/penepdy3isa»
II0Ka3aJIo, 1[0 3aCTOCYBaHHS MiKpOHi30BaHOI ouuIeHoi GpraBoHOigHOI ppakilii Mae GisbII BUPaKeHY



e(peKTUBHICTh y 3MeHIIIeHHI IPOHUKHOCTI CYIUHHOIL CTiHKY Ta BUXOAY IJIa3MHU KPOBi MTOPiBHAHO 3
pocTuM miocminoM. Lle#t pe3ynbTaT 00yMOBIIEHNH HasBHICTIO 3aXUCHOI [Iil Ha MIiKPOIMPKYJIALI0 ¥
(b1aBOHOIIB, TaKUX SIK FeCIEePUANH, JIOCMETHH, TiHapuH Ta i30podoJIiH, SKi BXOOATL A0 CKIIamy
(bpaxiil y BUTTISOi TeCIepuarnHy. 3MeHIIeHHS IPOHUKHOCTI CYAUHHOL CTIHKY Ta BUXOAY I1JIa3MHU
KPOBIi, SIKe CIIOCTepiraaoch Ipu 3aCTOCYBaHHI MiKpOHi30BaHOI 0UYHUIEeHO] (1aBOHOINHOI ppakKiiil, €
OiNBII CYTTEBUM, HiXK Te, L0 CIIOCTePirajoch Mpu 3aCTOCYBaHHI IPOCTOTO AiOCMiHY Ta KOXKHOTO
KOMIIOHEHTa (pr1aBOHOImHOI Ppakilii oKpeMo.

Kniniyna dapmakorsoris

3a3HaueHi Bulle (hapMaKoJIOTiuHi BIacTUBOCTI OyIu MiATBepAXKeHi y MOABINHO cinux mnaiebo-
KOHTPOJbOBAaHUX OOCTIIXKEHHIX 3 BUKOPUCTAHHSIM METO/IB, 3a JOIIOMOI0l0 SIKUX MOXKHa BU3HAUYUTH
BIL/IUB IIpenapaTy Ha BEHO3HY reMOOUHaMIKYy.

CriBBigHOMEHHS «H03a - eheKT»

CraTUCTUYHO [OCTOBIpHUM 10303a/ekHNUM e(eKT JTiKapChKoro 3acoby O6yB BCTaHOBJIEHHH BifTIOBIgHO
[0 TAaKWX BEHO3HUX IJIeTU3MOrpadiuHux mapamMeTpiB: BeHO3HUM 00’'eM, BEHO3HA PO3TSAKHICTh Ta 4ac
BEHO3HOTO BiATOKYy. OnTUMabHe CIiBBITHOIIEHHS «[03a - epeKT» gocsaranocsd npu mpuiiomi 1000 mr
Ha 100y.

BeHoToHiUYHA aKTUBHICTD

Hetpanekc® 1000 Mr mifBHIy€e BEHO3HHI TOHYC: 3a JOIOMOI0I0 BeHO3HOI OKITI03iiHO]
nnetusMorpadii Oymo mpomeMOHCTPOBAaHO 3MEHIIIEHHS Yacy BeHO3HOTO BiITOKY.

MiKpOoUMpKyIATOPHA aKTUBHICTh

Y nopgitiHO crinux nnaie60-KOHTPOJIbOBAHUX [OCTiAKEHHSAX 0YJI0 TPOAEMOHCTPOBAHO CTATUCTUYHO
IOOCTOBIpPHY Pi3HMINIO MiK 3aCTOCYBaHHSIM IIpPerapaTy Ta Ijane0o. Y mallieHTiB i3 cuMIIToMaMu
JTaMKOCTi KaminsapiB mikyBaHHS 30iMbIINIIO IXHIO PE3UCTEHTHICTD, 1110 0710 BU3HAUYEHO 3@ HOIIOMOTI0I0
aHriocTepeoMeTpil.

[IpemapaT TaKOXK 3MEHIIIY€E B3a€MOIiI0 TEUKOLUTIB Ta €HA0TEIi0, aAre3ito JIEUKOILUTIB y
IIOCTKAIIAPHUX BeHynax. Lle 3HUXKye NOIKOAXKYBaJIbHY [il0 MeiaTopiB 3anajleHHs Ha CTiHKY BeH i
CTYJIKY KJIallaHiB BEH.

Y KniHiuyHIA OpaKTHIl

Y nopBiitHO cninux mane6o-KOHTPOJIbOBAHUX AOCTIIXKEHHSAX 0y/I0 T0Ka3aHO TEPANeBTUYHY
aKTHBHICTh pemnapaty y ¢nebonorii npu nikKyBaHHI QyHKITIOHANIBHOI Ta OPraHiYHOI XPOHIYHOI
BEHO3HOI HE[JOCTATHOCTI HUKHIiX KiHIIIBOK, @ TAKOXK Y ITPOKTOJIOTII IIPY JTiKyBaHHI reMopoIo.

dapmMaxkoKiHemuxka.

BuBeneHHS [it04oi pe4oBUHM BiIOYBAETHCS TOJIOBHUM YMHOM 3 ¢ekarnismu. Yepes ceuy BUBOTUTHCS B
cepegHboMy 14 % NPUMHSATOI HO3H.

[lepion HamiBBUBENEHHS CTAHOBUTE 11 romuH.

[TpemapaT aKTUBHO MeTa0O0JIi3yEeThCS, 110 MigTBEPAKYETHCSI HASIBHICTIO Pi3HUX (GEHOIBHUX KUCTIOT Y
ceui.



Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

CuMrnrToMaTuyHe JIiKyBaHHS BEHOMIM(paTUUYHOI HeJOCTATHOCTI (BaXKKiCTh y HOTax, 6inb, HiYHI cymomu,
HaOpsKY, TPodiuHi MOPYIIEHHS, BKIIIOYal0OUy BapUKO3Hi BUPA3KH).

CuMrntomaTuyHe JIiKyBaHHS T'eMOPOI0.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTH [0 Ait04oi abo OyOb-IKOI MOMOMIXKHOI peYOBUHH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

HocnimKeHHS 000 B3aEMOIii He TpoBOAuUKCs. [IpoTsAroM micisipeecTpalifHOro 3aCTOCYBaHHS
Ipernapary foTelep He MOBiIOMIIANIOCS PO XKOOHI KITiHIYHO 3HAUYIIi B3aEMO[Iii 3 JTiKapChbKUMU
3acobaMu.

Oco06.1ueocmi 3acmocyeaHHsi.

3acTocyBaHHS IHOT0 JIIKAPCHKOTO 3ac00y TP TOCTPOMY TeMOPOi He 3aMiHIOe crienudiyHol Teparii Ta
He NepelKoaXKae JIiKyBaHHIO iHIINX IPOKTOJIOTiYHUX 3aXBOPIOBaHb. Y pasi SKII0 YIPOLOBXK
KOPOTKOTI'0 KypCy JIiKyBaHHS CHMIITOMU He 3HUKAIOTh IMIBUIKO, CIIiJ IPOBECTU IIPOKTOJIOTIYHE
00CTeKeHHS Ta NeperyISHYTH Tepalliio.

[Tpu nopyIIeHHSX BEHO3HOTO KPOBOOOiry Ginbi e(eKTUBHUM € TIOETHAHHS Tepallii 3 JOTpUMaHHIM
TAKWX PeKOMeHalliil 10/I0 ClIoco0y KUTTS:

VHUKATH 3aHAATO JOBTOI0 3HAXOMKEHHS Ha COHIIi, TPHUBAJIOTO ITepeOyBaHHS Ha HOTax,
HAJIUIIIKOBOI MaCH Tia;

XOMIUTH MIIKY Ta Y OeAKUX BUMIafIKaX HOCUTHU CIiellia/bHi TaH4Y0XY 7 IIOKpalleHHS
KPOBOOOiry.

JlonomidcHI pevo8uHu.

PiBeHb HaTpIlO.

Ietpanekc® 1000 Mr MicTuTh MeHIe 1 MMomb HaTpito (23 Mr) Ha TabneTKy, TOOTO MaiiXKe BiTbHUU
Bifl HaTpilo.



3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BazimHicmb

IlaHi 110[10 3aCTOCYBaHHS MiKPOHi30BaHOI OUMINEHO] (h1aBOHOIOHOI (pakKilil BaTiTHUMU XKiHKaMHu
BifmcyTHi abo IxHS KimbKicTh 0OMeXeHa.

HocmimkKeHHS Ha TBApPUHAX He MMPONEeMOHCTPYBaIN TEPATOT€HHOT'0 eQEeKTY.

Ak 3amobixkHui 3axim 0axkaHO YHUKATH 3aCTOCYBaHHS IIperapaTy MPOTSIroM Iepiofy BariTHOCTI.
I'ooysaHHA 2pydoro

Hesigomo, yu IpoHUKAE Aifoda pedyoBHHa abo il MeTabomiTH ¥ rpyaHe MOJIOKO.

Pu3uK {17151 HOBOHAPOIXKEHUX/HEMOBJISAT BUKITIOYATH HE MOXKHA.

PimmenHs 1momo TpunrHeHHS TOAYBaHHS TPyanoio abo MpUIUHEHHS/yTPUMaHHS Bifl Teparii qanum
JiKapChbKUM 3aco00M CJliff MpuiiMaTH, BpaX0OBYIOYX KOPUCTH Bifl TOMyBaHHS I'PYOAI0 O TUTUHU Ta
KOPUCTH Bif JIIKyBaHHA [JIA MaTepi.

depmuabHiCMb

HocmigXeHHS peIpOAYKTHBHOI TOKCHYHOCTI Ha TBApPUHAX II0Ka3a/li BiICYTHICTh BILUIMBY Ha
(hepTUNLHICTS.

30amnuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaxHcnopmom a6o
iHwumu mexaHizmamu.

HocnimKeHHS BIIKMBY (1aBOHOITHOI (paKilil Ha 3MaTHICTh KEpyBaTU aBTOTPaHCIIOPTOM abo
IpallfoBaTy 3 IHIMMMHU MeXaHi3MaMu He IpoBoaunuch. OgHaK, BiAMOBIAHO A0 3araabHOT0 Ipodinio
6e3neku ¢raBoHOInHOI ppaxmil, JeTpanekc® 1000 MTr He BIKMBaEe abo Mae He3HAUHUI BIUIUB Ha 110
3OaTHICTD. Y pasi BUsABIeHHs M006iuHOI Iil mpenapaTty (auB. po3min «I1obiuHi peakiii») He0OXimHO
OyTu 06epexHUMMU.

Cnocid 3acmocyeaHHsi ma do3u.
[7151 mepopanbHOTr0 3aCTOCYBaHHS.

Haciuka Ha TabeTi mpr3HaYeHa AJIs MOiny TabmeTKy BUKITIOUHO [JIS MOJIETTIeHHsT KOBTAHHS, aje
He [1J1 IIOAiIYy Ha PiBHI JO3U.

[Ipr3HAYaETHCS TOPOCIUM.
BeHoaimpamuyHa HeQocmamHicmb
PekoMeH[i0BaHa [03a MpenapaTy CTaHOBUTHL 1 TabneTKy Ha moOy BpaHIi Iif vac igu.

3BHUaiiHa PEKOMEHJ0BaHa TPUBAIICTh IiKyBaHHS - 40 3 MicsmiB. [[oBIla TPUBAJiCTh JTiKyBaHHS, Bif 6
mo 12 micsuiB, moGpe mepeHoCcunach y KiIiHiYHUX JOCTiIXKEHHIX.



I'emopoidanvHa xeopoba

JIikyBaHHS emi30fiB roCTPOro reMopoio: 1o 3 TabneTku Ha go0y yIPoOoBXK 4 [IHiB, OTIM II0

2 TabneTku Ha fOOy IPOTATroM HacTynHux 3 AHiB. [Ipuiimatu mif dac igu. [1o00BY KinbKiCTh TabIeTOK
po3moninuTu Ha 2-3 mpuiiomu. [linTpuMyioda Tepanis - 1 TabneTka Ha [00y 3 TPUBAJICTIO JTIKyBaHHS
[0 3 MicALiB.

Himu.

Hani mopo 3acTocyBadHs npenapaty Jetpanekc® 1000 Mr giTaM BigCyTH.

Ilepedo3yeanHsi.
Cumnmomu

Icuye oOMexXeHa KiNbKiCTh JaHUX IIPO BUIIQAKK IIEPEN03yBaHHS IIPH 3aCTOCYBaHHI I[bOTO JIiIKAPCHKOTO
3aco0y. HaltyacTimmmy nob6iyHUMY peakLisMu, PO SKi MOBiIOMIISITIOCS IPU Iepefo3yBaHHi, 6ynu
peaxtii 3 60Ky IUIYHKOBO-KUIIKOBOTO TPAKTY (Taki K miapesi, HymoTa, 0ib B abmoMiHambHIN HiNsSHII)
Ta peaxilii 3 00Ky WIKipu (Taki K cBepOixkK, BUCUIIAHHS).

JIiky8aHHA

JIikyBaHHS NIpU Ilepefo3yBaHHI Ma€ BKJIIOUATH Teparil KIIHIYHUX CUMIITOMIB.

ITo6iuni peakuii.
[Tig yac KMiHIYHUX HOCTiAXKEHb IIPU 3aCTOCYBaHHI MiKpOHi30BaHOI OYHXIIEHO] (IaBOHOITHOI PpaKIlii
crocTepiranucs mobiuHi epeKTH MOMIpHOI iIHTEHCUBHOCTI, TOJIOBHUM YMHOM, 3 00Ky KHIITKOBO-

IIJTyHKOBOTO TPaKTYy (miapes, OUCIENCisa, HymoTa, O/1I0BaHHS).

[ToBimomusiniocs: PO HUXK4Ye3a3HayeHi Mo0iuHi peakilil, SKi 3a 4aCTOTOI0 PO3MOLiNeHi TAKUM YMHOM:
nyxe 4acto (= 1/10); vacto (= 1/100, < 1/10); HewacTo (= 1/1000, < 1/100); pimko (= 1/10000,

< 1/1000); myxe pigko (< 1/10000); yacToTa HEBimoOMa (HEMOXK/IMBO BU3HAYUTH 3a HasIBHOIO
indopwmatiiero).

3 60Ky HEPBOBOI CUCTEMHU: PifKO: 3allaMOPOYEHHS, TOJIOBHUY Oiflb, HE3MYKaHHS.

3 60Ky IIIYHKOBO-KHUIITKOBOTO TPAKTY: YaCTO: fiapes, MUCIeNCis, HygoTa, 6II0BaHHS; HEYACTO: KOJIT;
YacToTa HeBimoMma*: OiIb B a0QOMiHaIbHIN TigHIN.

3 6OKy IIKipy Ta MigIKipHOI KJIiTKOBUHU: PifKO: CBepOiXK, BUCUIIAHHS, KPOIIMB'THKA; 4aCTOTa
HeBigoMa*: i3o1poBaHMM HaOPAK 001MYYs, I'y0, MOBIK, Y BUHATKOBUX BUIafgKax - Habpsk KBiHke.

*HOCTMapKeTI/IHFOBi CIIOCTEPEKEHHS.

[ToBimoMIeHHS IPO Migo3pioBaHi mo6iuHi peakii. [IoBimoMIeHHS PO Mif03pioBaHi Mo6iuHi peakilil y



micaspeecTpaliiiHui nepiof IiKapchKoro 3acoly € BaxkIuBUM. Lle nae 3Mory BecTu 6e3nepepBHUN
MOHITOPHUHT CIIiBBiTHOIIEHHS KOPUCTI/PU3UKY 3aCTOCYBaHHS NpenapaTy. CnenianicTu B ramnysi
OXOPOHU 3[I0POB’st 3000B’s13aHi MOBIJOMJIATH Yepe3 HalliOHaJIbHY CUCTeMY II0BifoMJIeHb PO OyIb-gKi
BUIIATKH ITig03PI0OBAHUX MOOIYHNX PeaKIli.

Tepmin npudamHocmi. 4 poku.

YMmoBH 30epiraHssi.

He noTpebye ocobnuBux ymMoB 30epiranHs. 36epiraTi y HeIOCTYIIHOMY [JIs [iTel Micii.

YnaxoBka.

[To 9 TabneTok y 6micTepi 3 amtominieBoi pombru Ta [IBX-mniBky; 1mo 2 6iicTepu B KOPOOIIi 3 KAPTOHY.

[To 10 TabneTtoxk y 6iicTepi 3 amominieBoi ponbru Ta [1BX-mmiBky; mo 3 abo 6 GicTepiB B KopooO1i 3
KapTOHY.

Kareropis Bignycky. bes penenra.

BupoOHHK.

JTa6oparopii Ceps’e InmacTpi/Les Laboratoires Servier Industrie.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

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

3asABHHK.

JIE JIABOPATYAP CEPB’E/Les Laboratoires Servier.

Micue3HaxoaKeHHsI 3asiBHHKa.

50, pto Kapno, 92284 Ciopen Cenekc, ®pantris/50, rue Carnot, 92284 Suresnes Cedex, France.

Ins orpuMaHHs 6ynb-sKoI iHpopMarii o0 1iKapchbKoro 3aco6y IPoCUMO 3BePTATUCS [0



TOB «Cepp’e Ykpaina» 3a Ten. (044) 490 3441, daxkc (044) 490 3440.



