IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ONETPANEKC® 1000 mr
(DETRALEX® 1000 mg)
Cknag:
Alitoya peyoBrHa: MiKpOHI30BaHa ouuLLieHa (hiaBoHOTAHA (hpakuis (4IOCMIH + (hnaBOHOIAW Y BUTNALL recnepunny);
1 Tabnetka mictuTb 1000 MI MiKPOHI30BaHOT OUMLLEHOT (P1aBOHOIAHOT (hpakLii, Aka MicTuTe 900 Mr giocMiHy (90 %) i 100 Mr (pnaBoHOIAIB Y BUTNALI recrnepuanHy
(10 %);
[IOMOMI>KHI PEeYOBMHM: LLeNto103a MiKpOKpUCTanivyHa, XenaTuH, MarHito cteapar, HaTpit0 KpOXManbraikonat (tun A), Ta/ibK, BOAa OUNLLEHE;
nNiBKoBa 060/10HKa: FNiLEepVH, rinpomenosa, Makporon 6000, MarHito cTeapart, 3ai3a okcug YepBoHuid (E 172), HaTpito naypuncynbart, TutaHy giokeug (E 171),
3anisa okemg XoBeTuin (E 172).

JlikapcbKa hopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOIO.
OCHOBHI (pi3nKO-XiMiYHi BNacTMBOCTI: TabneTka AoBractoi hopMu, BKpMTa MNiBKOBOK 060/I0HKOK OpaHXeBO-POXEBOI0 KO/bOPY, 3 HACIYKOH 3 060X 6OKIB.

dapmakoTepaneBTUYHa rpyna.
AHrionpoTtekTopu. KaninsapocTtabinizytoui 3acobu. biognaBoHoian. [iocMiH, KOMOIHaLT.
Kog ATX CO5C A53.

dapmMakosoriyHi BNacTmBOCTI.

dapmakogyHamika.

Papmakonoris

Oetpanekc® 1000 Mr YNHUTL BEHOTOHIYHY Ta aHriOMPOTEKTOPHY Ait0, 3MEHLLIYE PO3TSHKHICTb BEH Ta BEHOCTA3, NMOKPALLYE MiKPOLMPKYNSALLIFO, 3HVKYE MPOHUKHICTb
Kaninsapis Ta NigBWLLYE IXHIO PE3UCTEHTHICTb, @ TAKOX NONIMLWYE NiMPaTUYHUIA ApeHaX, 36iMbLUYOUN NiMpaTUYHWIA BIATIK.

JOKniHIYHa (hapMaKonoris

EKcrnepvmMeHTaslbHe  JOCNIAKEHHA Ha TBapvHax 3 BWKOPUCTaHHAM Mogfeni «iwemis/penepdysisi» Mnokasano, WO 3acTOCyBaHHA MIKPOHI30BaHOT OYMLLEHOT
(hNaBOHOIAHOT (hpaKLil Mae 6inbLL BUPaXKEHY e(DEKTUBHICTb Y 3MEHLLEHHI NPOHUKHOCTI CYAMHHOT CTIHKM Ta BUXOAY Nna3Mn KPOBI NOPIBHSAHO 3 MPOCTUM AiOCMIHOM.
Liei pe3ynbTaT 06yMOB/IEHNIA HAABHICTIO 3aXMCHOI Al Ha MiKPOLMPKYNALit0 y (PNaBoOHOIAIB, TaKUX AK recnepuanH, iOCMETUH, NiIHAPUH Ta i30pOndoiH, AKi BXOAATb
[0 cKknagy pakuii y Burnagi recnepuinHy. 3MeHLIEeHHS MPOHWKHOCTI CYAWHHOI CTIHKM Ta BMXOLY Ma3My KPOBI, fIKe CMOCTEepiraiocb Mpv 3acTOCYBaHHI
MiKPOHi30BaHOT OYMLLIEHOT (h1aBOHOIAHOT PpaKLuii, € GiNbLL CYTTEBUM, HXK Te, L0 CNOCTEPirasiocb NPWU 3aCTOCYBaHHI NPOCTOro AioCMiHY Ta KOXHOIO KOMMOHEHTa
(hN1aBOHOTLHOT (PpaKLii OKpemo.

KniHivyHa hapmakonoris

3a3HaueHi BuLe hapmakosorivyHi BNacTMBOCTI Oynn MiATBEPLKEHI Y MOABIMHO CNiNUX Niaue6b0-KOHTPONbOBAHMX LOCNIKEHHAX 3 BUKOPUCTaHHAM MeTOAIB, 3a
[0MOMOT O AKMX MOXHA BU3HAYMTW BMNIMB NpenapaTy Ha BEHO3HY reMoAnHaMiKy.

CniBBiAHOLIEHHS «[03a — ePeKT»

CTaTUCTUYHO AOCTOBIPHWUIA [0303a/IEXHUIA e(heKT NiKapCbKOro 3acoby 6yB BCTAHOB/IEHWMIA BiAMOBIAHO A0 TaKMX BEHO3HWX MAeTU3MOrpadivyHMX napameTpis:
BEHO3HUIA 06’€M, BEHO3HA PO3TSHKHICTb Ta Yac BEHO3HOI 0 BiATOKY. OnNTyManbHe CNiBBigHOLEHHSA «403a — etheKT» gocaranoca npy npuiiomi 1000 Mr Ha fo6y .




BeHOTOHIYHA aKTUBHICTb

Netpanekc® 1000 Mr MifBULLYE BEHO3HWI TOHYC: 3a [JOMOMOIOK BEHO3HOI OK/MI3iiHOT nneTuamorpadii 6yn0 NpojeMOHCTPOBAHO 3MEHLLUEHHS yYacy BEHO3HOro
BIATOKY.

MiKpOLUMPKYNATOPHA aKTUBHICTb

Y nofBiHO cninux nnaueb0-KOHTPONbOBaHWX AOCNILAKEHHAX 6yn10 NPOLEMOHCTPOBAHO CTAaTUCTUYHO [OCTOBIPHY PI3HMLIO MK 3aCTOCyBaHHAM npenaparty Ta
nnaue6o. Y nauieHTIB i3 CUMMNTOMAaMU TAMKOCTI KanifsapiB /liKyBaHHA 36i/bLUWIO TXHIO PE3UCTEHTHICTD, WO OYN0 BU3HAYEHO 3a JOMOMOrOo aHr0CTEPEOMETPIT.
MpenapaT TakoX 3MeHLLYE B3aEMOAII0 NeMKOUUTIB Ta eHAOTeNito, afresito NenKouMTIB Yy NOCTKaMiNAPHUX BeHyNax. Lle 3HWKYE NOLIKOAKYBa/IbHY Ait0 MefiaTopis
3anasieHHs Ha CTIHKW BEH i CTY/IKM K/lanaHiB BEH.

Y KNiHIYHIA NpakTuLi

Y noAgiiHO cninux nnaueb6o-KOHTPONbOBaHMX AOCIIKEHHAX 6YN10 NOKa3aHO TepaneBTUYHY aKTUBHICTbL Npenapaty y ¢ie6onorii npy nikyBaHHi (yHKLiOHaNbHOT Ta
OpraHiyHOT XPOHIYHOT BEHO3HOT HEOCTATHOCTI HVXKHIX KIHLIBOK, @ TAKOXX Y NMPOKTO/IONIT NPW NiKyBaHHI reMopolo.

PapmakokKiHeTuKa.

BvBeaeHHA Aitoyoi peqyoBrHM BigbyBaETbCA FONI0OBHUM YMHOM 3 peKanisamu. Yepes cevy BUBOANUTLCA B CepeaHbOMY 14 % NpUHATOT 403K,

Mepiog HaniBBUBEAEHHA CTaHOBUTL 11 roauH.

Mpenapat aKTUBHO MeTaboNi3yeTbCA, WO MiATBEPIKYETLCA HASBHICTIO PI3HMX (DEHONBHUX KMCMOT Y Ceui.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHA.

CumnTOMaTUYHE NiKyBaHHA BEHOMIM(AaTUYHOI HefoCTaTHOCTI (BaXKKiCTb Y HOrax, 6iflb, HiYHI CyaoMM, HabpsKWM, TPOgiUHI MOPYLLEHHS, BK/IKOYalOUM BapUKO3HI
BMpasKu).

CumnTOMaTUYHE NiKyBaHHSA reMopoto.

MpoTunokasaHHs.
MigBuLLEHa YyTAMBICTb A0 Ait0YOT a60 6y Ab-AKOT 4ONOMIXKHOT PEYOBUHN.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.
JocnimpkeHHs Wo0 B3aEMOAiT He npoBogunncs. MNpoTarom nicnspeecTpawuiiHOro 3acTocyBaHHs npenapary foTenep He NoBiLOMAAN0CA MPO XKOAHI KIHIYHO 3HaYYyLL i
B3aEMOZ|IT 3 NiKapCbKMMU 3acobamu.

Oc06/1MBOCT I 3aCTOCYBaHHS.
3acTocyBaHHA LbOro NikapcbKoro 3acoby npu rocTpomy reMopoi He 3aMiHIOE CneuuivHOi Tepanil Ta He MepellkopKae MiKyBaHHIO THLUMX MPOKTOMOTIYHUX
3aXBOPIOBaHb. Y pasi AKLLO YNPOLOBX KOPOTKOr0 KYpCy /liKyBaHHA CUMMTOMY HE 3HUKAKOTb LUBWAKO, CMif NPOBECTU MPOKTO/MOriYHE 0OCTEXEHHSA Ta NeperiaHy Ty
Tepanito.
Mpw NOpYLUEHHSAX BEHO3HOT O KPOBOOGIry 6iflbLL eDeKTUBHUM € NOEAHAHHSA Tepanii 3 LOTPUMaHHAM TaK1X peKoMeHZaLil Woao Crnocoby XUTTA:

YHVKATW 3aHaATO JOBrOro 3HaXO4PKEHHS Ha COHLI, TPMBAIOro nepebyBaHHA Ha HOrax, Hag/IMLLIKOBOT Macu TiNna;

XOAWTU MILLIKM Ta Y AesKUX BUNafKax HOCUTKM crieliasibHi NaHYoXy Ans NOKpaLleHHs KpoBOOooiry.

[ONOMI>KHI peyOoBUHMN.
PiBeHb HaTpito.



Netpanekc® 1000 Mr MicTUTb MeHLe 1 MMO/Ib HATPIto (23 Mr) Ha TabneTKy, TOGTO MaiiXke BiflbHUIA Bifi HATPItO.

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHA rpyaato.

BariTHicTb

[aHi o040 3acTOCyBaHHA MiKPOHI30BaHOI OUNLLEHOT P1aBOHOTAHOT (hpaKLiT BariTHUMM XiHKaMK BiACYTHI ab0 IXHA KilbKiCTb 06MeXeHa.
[JocnimpkKeHHs Ha TBapuHaX He NPOLEMOHCTPYBa/IN TepaTOreHHOro eqieKTy.

AK 3anobiXHWI 3axig 6aXaHO YHMKaTK 3aCTOCYBaHHA npenapary npoTaroM nepiofy BariTHOCTI.

["ofyBaHHA rpyaato

HeBigomo, uv NpoHMKae fitoya pevoBrHa abo i MeTabonitv y rpyHe MosokKo.

PU3VK A1 HOBOHAPOKEHNX/HEMOBNAT BUKNHOYATU HE MOXKHA.

PilLEHHS LWOA0 NPUNUHEHHS FOAYBaHHA rpyaato abo NpUNUHEHHS/YTPUMAaHHS Bif Tepanii fJaHUM NiKapCbKUM 3acO060M Chif npuiAMaTti, BPaXOBYHOUM KOPUCTL Bif
roAyBaHHSA rpyAato 415 AUTUHN Ta KOPUCTb BIf NiKyBaHHSA 419 MaTepi.

depTUNLHICTDb

[ocnimpkKeHHs penpoyKTUBHOT TOKCUYHOCTI Ha TBapMHax Mokasaiu BiACYTHICTb BNMBY Ha (PepTUNbHICTb.

30aTHICTb BNAMBATM Ha LUBUAKICTb peakLii npy KepyBaHHI aBTOTPaHCNopTOM abo iHLLUMU MexaHi3MaMu.

JocnifpkeHHs BNAMBY (DNaBOHOIAHOT (hpakuil Ha 34aTHICTb KepyBaTW aBTOTPAHCMOPTOM abo npautoBaTh 3 IHLWMMKW MexaHi3Mamy He nposoguiuce. OpfHak,
BiZINOBIZHO A0 3arafbHOro Npodino Ge3nekn (naBoHOIAHOI dpakuii, AeTpanekc® 1000 Mr He BN/AMBAE abo Mae He3HauHMiA BM/MB Ha L0 3[aTHICTb. Y pasi
BUABNEHHS NOGIYHOI AiT npenapaty (4MB. po3ain «MobiuHi peakwyii») He06XigHO 6y TV 06epeXHUMMN.

Cnoci6 3acTocyBaHHS Ta [03MU.

[ns nepopasibHOro 3aCTOCyBaHHS.

Haciuka Ha TabneTtui npnsHayeHa 415 nofiny TabneTkn BUKIKOYHO /19 NOSErLeHHS KOBTaHHSA, ae He A1 MOAiNY Ha pPiBHI 403K,

Mpr3HayaeTbLCA JOPOCNM.

TpuBanicTb Tepanii BU3HAYaE /likap 3a/1eXHO Bif MOKa3aHHA 40 3aCTOCYBaHHSA Ta nepebiry 3aXBOproBaHHS.

BeHonimhaTNYHa HeAOCTATHICTb

PekomMeH[l0BaHa j03a npenapary cTaHoBUTbL 1 TabneTky Ha 406y BpaHLi nig yac ign.

"emopoigansHa xsopoba

JNikyBaHHS eni3ofiB rocTporo reMopoto: no 3 TabneTkn Ha fAoby ynpogoBX 4 AHiB, NOTIM NO 2 TabneTkn Ha Jo6y NPOTArom HacTynHuX 3 gHis. MpuiiMaTy nig yac
ian. [Lo6OBY KifnbKiCTb Ta6NETOK PO3NOAINnTK Ha 2- 3 npuinomu. MigTpumMytoya Tepanisa - 1 Tabnetka Ha 406y .

aiTn.
[aHi wozo 3acTocyBaHHs npenapaty fetpanekc® 1000 Mr AiTsM BigCyTHi.

Nepepo3yBaHHA.

CumnTomu

ICHye o0bMmeXeHa KinbKiCTb AaHUX MPo BUMaAKW nepefo3yBaHHS MpW 3aCTOCYBaHHI LbOro NiKapcbKoro 3acoby. HanuvacTiwmmMm nobGiyHMMK peakuismu, Npo sKi
NoBIAOMAANOCA NPU Nepeao3yBaHHi, 6ynn peakuii 3 60Ky LITYHKOBO-KULLIKOBOIO TPakKTy (Taki SiK fiapes, HyoTa, 6inb B abf0MiHaNbHIN AiNSAHLI) Ta peakuil 3 60Ky



LUKIpY (Taki SiK CBepPOIX, BUCUMNAHHS).
JiKyBaHHs
NikyBaHHA Npy nepefo3yBaHHI Mae BKIHOYATU TEPanito KAiHIYHNX CUMMTOMIB.

Mo6iyuHi peakuil.

Mg yYac KAiHIYHUX LOCNISKEHb MPW 3aCTOCYBaHHI MIKPOHI30BaHOI OYMLLEHOT (D1aBOHOTAHOI (PpaKLii criocTepirannca nobivHi egeKT NMomipHOI IHTEHCUBHOCTI,
rONIOBHMM YMHOM, 3 60KY KMLLIKOBO-LL/TYHKOBOIO TPaKTY (aiapest, AMcnencis, HyaoTa, 6/110BaHHS).

[MoBigoMAAN0OCA NPO HxKYe3a3HaueHi NoGiYHI peakLii, SKi 3a YaCTOTOK PO3NOAiNEHI TakKMM YMHOM: Ayxe 4vacTo (= 1/10); vacto (= 1/100, < 1/10); Hevacto (= 1
/1000, < 1/100); pigko (= /10000, < 1/1000); ay»e pigko (< 1/10000); yactoTa HeBifoma (HEMOXX/IMBO BU3HAUNTY 3a HAABHOO iH(DOPMALi€t0).

3 60Ky HEPBOBOI CUCTEMU: PifIKO: 3arMaMOpPOYeHHs, FO/IOBHUI 6iflb, HE34Y>KaHHS.

3 60KY LLNYHKOBO-KMLLIKOBOIO TPAKTY: YacTo: Aiapes, AUCNENcis, Hy0Ta, 6/110BaHHS; HEYacTO: KOJIIT; YacToTa HeBifoma* : 6inb B abA0MiIHaNbHIN 4iNgHU.

3 6OKy LUKipK Ta MigLWKIpHOT KNITKOBMHW: PiKO: CBEPOIXK, BUCUMAHHS, KPOMNMB’SiHKA; YacToTa HeBifoMa*: i30/1b0BaHUIA HAabpsSK 06114y, ry6, NoBiK, Y BUHATKOBUX

BUMNagKax - Habpsk KBiHke.
*[oCTMapKeTUHIOBi CNOCTEPEXEHHS.

MoBigOMIEHHSA NPO Nif03ptOBaHI NOGiYHI peakuii. MoBigOMIEHHS NPO Nifo3ptoBaHi MNOGIYHI peakLil y nicnapeecTpayiinHWiA Nepiof NikapcbKoro 3acoby € BaX/IMBUM.
Lle nae 3mory Bectu 6e3nepepBHMIA MOHITOPUHI CNIiBBIAHOLLEHHS KOPUCTI/PU3NKY 3acTOCYyBaHHA npenapaty. Cneuianictv B rasysi 0XOpoHW 3[0p0oB’s 3060B’A3aHi
MoBIJOM/IATM Yepe3 HaLiOHa/IbHY CMCTEMY NOBILOMEHb NPO Oy b-AKi BUNaLKX Nif03PHOBaHUX MOBIYHMX peakLiil.

TepMiH NpuAaTHOCTI. 4 POKMU.

YM0BM 36epiraHHs.
He notpebye 0co6MBMX YMOB 36epiraHHs. 36epiratv y HeloCTYMHOMY ANs AiTein Micuj.

YnakoBKa.
Mo 9 TabneToK y 6nicTepi 3 a/ltoMiHieBOI (honbru Ta MBX-niBKK; Mo 2 6/1iCTepyn B KOPOOLLi 3 KAPTOHY.
Mo 10 Tabnetok y 6nictepi 3 antomiHieBol honbri Ta MBX-nnisku; no 3 abo 6 6nicTepis B KOPOOL,i 3 KAPTOHY.

Karteropis Bignycky.
bes peuenTa.

BupobHuK.
Nab6opatopii Ceps’e IHgacTpi/Les Laboratoires Servier Industrie.

Micue3HaxomkeHHs BUPOOHMKa Ta oro agpeca micus NpoBamKeHHs 4isiNIbHOCTI.
905 pyT ae CapaH, 45520 XKiai, ®paHuis/905 route de Saran, 45520 Gidy, France.
3afaBHUK.

NeE NABOPATYAP CEPB’E/Les Laboratoires Servier.



Micue3HaxoLKeHHS 3asBHMKa.
50, pto KapHo, 92284 CtopeH Cepekc, ®paHuis/50, rue Carnot, 92284 Suresnes Cedex, France.

[nsa oTprmMaHHs 6y fb-aKol iHpopmaLii Wo40 Nikapcbkoro 3acoby npocumo 3septatunca 4o TOB «CepB’e YkpaiHax» 3a Ten. (044) 490 3441, dakc (044) 490 3440.



