IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NETPAIEKC®
(DETRALEX®)

Cknag:

Ait0ya peyoBmHa: MIKPOHI30BaHa ounLLeHa piaBoOHOIAHA PpaKLia (4IOCMIH + (DNaBOHOIAM Y BUTNIAAI FeCepuanHy);

1 Tabnetka mMictuTb 500 MI MiKPOHI30BaHOT OUMLLEHOT P1IaBOHOTAHOT (hpakuiT, aka MicTUTb 450 Mr giocmiHy (90 %) i 50 Mr iaBOHOTAIB Y BUMNAAI recrnepuanHy
(10 %);

[ONOMI>KHI PEYOBUHW: XKeNaTUH, MarHito cteapar, Lie/1to103a MIKPOKpUCTaivyHa, HaTpito KPOXManbrnikonaT (Tun A), TasbK, BO4A OYMLLEHE,;

NNiBKOBa 060/10HKa: rniuepunH, makporon 6000, marHito cteapart, rinpomesnosa, 3aniza okcug YyepBoHuii (E 172), HaTpito naypuncynbgaT, Tutany giokeng (E 171),
3anisa okeng xosTui (E 172).

JlikapcbKa thopma. TabneTku, BKPUTI NIIBKOBOK 060/10HKOHO.
OcHOBHI (pi3MKO-XiMiYHI BNaCTUBOCTI: TabneTka 0Ba/IbHOT (POPMMU, BKPMTA M/1IBKOBOK 0060/IOHKOH OPaHXXEBO-POXKEBOI0 KO/LOPY.

dapmakoTepaneBTMYHa rpyna.
AHrionpoTekTopu. KaninapocTabinidytoui 3acobu. biodpnasoHoign. [iocmiH, KOMGIHaLT.
Kog ATX CO5C A53.

dapmMakosoriyHi BnacTmnBoCTI.

PapmakognHamika.

Papmakonoris.

NeTpanekc® YMHNUTL BEHOTOHIYHY Ta aHriONPOTEKTOPHY Ait0, 3MEHLLYE PO3TSKHICTb BEH Ta BEHOCTa3, MOKpalllye MiKPOLMPKYALLit0, 3HUXKYE NPOHUKHICTbL Kaninspis
Ta NiABULLYE IXHIO PE3UCTEHTHICTb, @ TAKOX NOAINLWYE NiMpaTUUHNIA ApeHaX, 30iNbLUYOUN NiMGaTUYHWIA BIATIK.

JOKniHiYHa (hapMaKonoris.

EKcnepuMeHTaslbHe AOCNIIKEHHSA Ha TBapuMHax 3 BUKOPUCTAHHAM Mopfeni «iwemis/penepdysis» Mokasano, WO 3acToCyBaHHA MIKPOHI30BaHOI O4MLLEHOT
(hN1aBOHOILHOT (hpakLiT Mae BinbLL BUPaXKeHY ePEKTUBHICTb Y 3MEHLLEHHI NPOHWUKHOCTI CYAWHHOI CTIHKM Ta BUXOZAY M1a3mMy KPOBi NMOPIBHAHO 3 MPOCTMM AIOCMIHOM.
Llein pe3ynbTaT 06YMOBNEHWIA HASBHICTIO 3aXMCHOI AT Ha MIKPOLMPKYNALI0 y P1aBOHOIAIB, TaKMX SK recnepuinH, AioCMeTUH, NiHapWH Ta i30poingoniH, SKi BXOAATb
[0 cKnagy (pakuii y Burnagi recnepugnHy. 3MeHLIEHHS MPOHUKHOCTI CYAUHHOI CTIHKW Ta BMXOLY MNa3Mu KPOBI, SIKe CMOCTEpPiraiocb Mpy 3acTOCYBaHHI
MiKPOHI30BaHOT O4YMLLIEHOT (h1aBOHOIAHOT (PpakLyii, € GiNbL CYTTEBUM, HDXK Te, WO CNOCTEPiraiocb Mpu 3acTOCYBaHHI NPOCTOro A4iOCMiHY Ta KOXXHOIO KOMMOHeHTa
(hNaBOHOIAHOT PpaKLii OKpeMO.

KniHivyHa thapmakonoris.

3a3HaueHi BuLe hapmakonoriyHi BNacTMBOCTI Oynn MiATBEPMKEHI Y MOABINHO CAINMX NAaLe60-KOHTPONbOBaHMX AOCNIKEHHAX 3 BUKOPUCTaHHAM METOAIB, 3a
[0NOMOT O SIKMX MOXKHa BU3HAUYUTU BIJIMB MpenapaTy Ha BEHO3HY reMo4uHaMiKy.

CniBBiAHOLUEHHS «/[103a — E(hEKT».




CTaTMCTUYHO AOCTOBIPHWUIA [0303a/1EXHUIA e(heKT NiKapCbKOro 3acoby 6yB BCTAHOB/IEHWIA BiAMOBIAHO A0 TaKMX BEHO3HWX MAeTM3MOrpadivyHMX napameTpis:
BEHO3HWI 06°€M, BEHO3Ha PO3TSXKHICTb Ta Yac BEHO3HOTO BiATOKY. ONTUMa/IbHE CMiBBIAHOLLEHHS «03a — eDEKT» A0CATrasiocs npy Npuinomi 2 TabneTok.
BeHOTOHIYHA aKTUBHICTb.

[NeTpanekc® nifBuLLlye BEHO3HWIA TOHYC: 3a JONOMOTO0 BEHO3HOT OK/IH3iHOT NneTuamorpadii 6yn10 NPOAEMOHCTPOBAHO 3MEHLLIEHHS Yacy BEHO3HOTO BiTOKY.
MIiKPOUMPKYNSTOPHA aKTUBHICTb.

Y NoABiiHO cninux nnaue60-KOHTPOMbOBaHMX AOCNIMKEHHAX 6yn10 NPOAEMOHCTPOBAHO CTAaTUCTUYHO [AOCTOBIPHY PI3HMLIO MK 3aCTOCyBaHHAM npenaparty Ta
nnaue6o. Y nayieHTiB i3 CUMNTOMaMU TaMKOCTI Kaninspis NiKyBaHHS 30i/1bLLWMO TXHIO PE3UCTEHTHICTb, WO 6Y/10 BU3HAYEHO 3a JOMOMOr 0K aHri0CTepeoMETpIl.
MpenapaT TakoX 3MEHLLYE B3aEMOAII0 NEMKOLUMTIB Ta eHAO0TeNito, aAresito NeKouMTIB Yy NOCTKaniNAPHNX BeHynax. Lle 3HMKye MOLWKOMKYBa/bHY Ait0 MejiaTopis
3arnasieHHs Ha CTIHKW BeH i CTY/IKM K/lanaHiB BEH.

Y KNiHIYHI NpakTUL.

Y noggiriHO cninux nnaue60-KoHTPOIbOBaHWX JOCNIMKEHHSAX BY/10 MOKa3aHo TepaneBTUYHY aKTUBHICTb NpenapaTy y (e6oorii npyu nikyBaHHI (yHKLiOHa/IbHOT Ta
OpraHiyHoT XPOHIYHOT BEHO3HOT HELOCTATHOCTI HVXKHIX KiHLIBOK, & TaKOXX Y NPOKTONOTIT NP NiKyBaHHI FemMopolo.

dPapmakoKiHeTuKa.

BuvBesieHHS Ait040T peyoBrHN BifOYBaETLCA FONOBHUM YMHOM 3 (hekanismn. Uepes ceyy BUBOAUTLCA B cepeHbOMY 14 % npuitHATOT J03K.

Mepiog HaniBBMBEAEHHS CTaHOBUTL 11 roauH.

Mpenapat aKTMBHO MeTab0Mi3yETbCA, LU0 MIATBEPIKYETHCA HAABHICTIO PI3HUX (DEHONBHUX KMCNOT Y Ceui.

KniHIYHI XapaKTePUCTUKMN.

lNoka3aHHA.

CumnTOMaTUyHe NliKyBaHHA BEHO/MIM(AaTUYHOI HeOCTAaTHOCTI (BaXKKiCTb Y HoOrax, 6i/ib, HiYHI CyaoMK, HabpsKW, TPOgiUHI MOPYLUEHHS, BK/IKOYalOUM BapUKO3HI
BUPa3KK).

CumnToMaTUUHE NiKyBaHHS reMopoto.

IMpoTnnoKasaHHA.
MigsuLLEeHa YyTAMBICTb 0 Ait0Y0i ab0 6yAb-AKOT 4ONOMIXKHOT PEUYOBUHN.

B3aemogis 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.
JocnifpkeHHs WoA0 B3aEMOZIT He NpoBoamamnca. MNpoTaroM nicaspeecTpaLiiHoro 3acTocyBaHHs npenapary goTenep He NOBIAOMAANOCA NPO XXOAHI KNIHIYHO 3HaYYLL
B3aEMOAiT 3 NiKapCbK1MM 3ac06amu.

Oc06/1MBOC T 3aCTOCYBaHHS.
3acTocyBaHHA LbOro NikapcbKoro 3acoby npu roctpoMy reMopoi He 3aMiHIOE Cneun@ivyHoi Tepanil Ta He MepeLlKoKae MiKYBaHHIO THLUMX MPOKTONOTIYHMX
3aXBOPIOBaHb. Y pasi AKLL0 YNPOA0BX KOPOTKOro Kypcy NiKyBaHHSA CUMMTOMY He 3HWKaKOTb LUBUAKO, C/if, NPOBECTU MPOKTO/OriYHE OOCTEXEHHSA Ta MepernsaHyTH
Tepanito.
Mpwn NOpYyLLEHH:AX BEHO3HOT0 KPOBOOGIry 6ifibLu eeKTUBHUM € NOEAHAHHSA Tepanii 3 LOTPUMaHHAM TaK1X peKoMeHZaLil WoA0 Crnocoby XUTTA:

YHVKATW 3aHaATO JOBrOro 3HaXOXKEHHS Ha COHL, TPMBAIOrO nepebyBaHHA Ha HOrax, Haf/IMLLIKOBOT Macu Tina;

XOAWTU MILLKM Ta Y AesKUX BUNafKax HOCUTKM crieliasibHi NaHYoXy 418 NOKpaLleHHs KpoBOOObiry.



[ONOMI>KHI peyOoBUHMN.

PiBeHb Hatpito.
OeTpanekc® mMicTUTb MeHLLe 1 MMO/b HaTpito (23 Mr) Ha TabneTKy, TO6TO MaiiXe BiflbHWiA Bif HATitO.

3acTocyBaHHSA y nepiof BariTHOCTI abo rofyBaHHS rpyaato.

BariTHiCTb.

[aHi 1040 3acTOCyBaHHA MiKPOHI30BaHOT OUNLLEHOT P1aBOHOTAHOT (hpaKLiT BariTHUMM XXiHKaMK BiACYTHI ab0o TXHA KiflbKiCTb 06MeXeHa.
[ocnifpkeHHs Ha TBapMHAaX He NMPOAEMOHCTPYBaIN PENPOAYKTUBHOT TOKCUYHOCTI.

AK 3an06iXKHWIA 3axig 6aKaHO YHMKATV 3aCTOCYBaHHA NpenapaTy NpoTArom nepiofy BariTHOCTI.

["ofyBaHHA rpyaato.

HeBifoMo, UM NPoHMKae fitoya pevoBrHa abo ii MeTabonitv y rpyfHe MookKo.

PW3WK A/19 HOBOHAPOKEHNX/HEMOBNAT BUKNHOYATU HE MOXKHA.

PilleHHs W00 NPUNUHEHHS TOAYBaHHS rpyaaro abo NpUNMHeHHS/YTpUMaHHS Bif Tepanii faHWM iKapCbKMM 3ac000M Chlif npuiAMaTii, BpaxoBYHOUM KOPUCTb Bif
roAyBaHHS rpyaato Ans AUTUHWU Ta KOPUCTb Bif NiKyBaHHS A1 matepi.

PepTUNbHICT.

[ocnifykeHHs penpoayKTUBHOT TOKCUYHOCTI Ha TBapMHAX NOKasa/in BiACYTHICTb BMINBY Ha (DEPTU/bHICTD.

34aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKW MeXaHi3MaMu.

JocnipkeHHs BNAvBY (1aBOHOIAHOI (hpakuil Ha 34aTHICTb KepyBaTW aBTOTPAHCMOPTOM ab0 npautoBaTy 3 iHWWMK MexaHi3Mamu He npoBoauiucb. OfHak,
BiANOBIAHO [0 3arasbHOro Mpodinto 6e3nekn HnaBoHOIAHOT thpakyii, JeTpanekc® He BNAMBac ab0 Mae He3HAUHWI BNAVB Ha L0 3AaTHICTb. Y pasi BUSBNEHHS
nobiyHoT AiT npenapaTy (AMB. po3ain «MobiyHi peakwyii») HeobXigHO 6y T 06epPEXHUMMU.

Cnocib 3acTocyBaHHS Ta [031.

[ns nepopasibHOro 3aCTOCyBaHHS.

Mpy3HaYaEeTLCA JOPOCNM.

BeHonimphaTU4YHA HEAOCTATHICTb.

PekomeHAOBaHa [103a CTaHOBMTb 2 TabneTkn Ha fo6y: 1 TabneTka — BAeHb Ta 1 Tabnetka — BBeYepi Nig yvac ign. Micns TUXKHA 3aCTOCYBaHHSA MOXKHa MpuiiMaTty
2 TabneTkn Ha fo6Yy 0AHOPA30BO Nif Yac ian.

"eMopoigansHa xsopoba.

JikyBaHHS eni3ofiB rocTporo reMopoto: no 6 TabneTok Ha Jo6y ynpoaoBX 4 AHiB, NOTiM Mo 4 TabneTkn Ha 406y NPOTArom HacTynHux 3 gHis. MpuiiMaTy Nig Yac
ian. [Lo6OBY KiNbKiCTb TabNETOK PO3NOAINMTY Ha 2—3 npuiiomu. MNiaTpumytoya Tepanisi - 2 TabneTku Ha aoby.

TpwuBanicTb Tepanii BU3HAYaE Nikap 3a1eXHO Bif NOKa3aHHA [0 3aCTOCYBaHHS Ta Nepebiry 3axXBOpPHOBaHHS.

aiTn.
[aHi 1070 3acTocyBaHHs npenapaTy Aetpanekc® aitam BifcyTHi.

NepenosyBaHHS.
CumnTOoMHU



IcCHye obMeXeHa KifbKiCTb [aHWX MPO BUNafKu nepefo3yBaHHsA MPU 3aCcTOCYBaHHI LbOro NiKapcbKoro 3acoby. HanuyacTilwmmm nobiyHMMKM peakuisMun, nNpo Aki
NoBIAOMANANOCA NPU Nepeao3yBaHHi, 6ynn peakuii 3 60Ky LITYHKOBO-KULLIKOBOIO TPakTy (Taki K fiapes, HyoTa, 6ib B abfoMiHaNbHIN AiNAHUI) Ta peakuil 3 60Ky
LUKIpY (Taki SIK CBEPOIX, BUCKMNAHHSA).

JiKyBaHHs

JlikyBaHHS Npu nepefo3yBaHHI Mae BK/IKOYATN Tepanito KNIHIYHUX CUMMATOMIB.

Mo6iyHI peakLii.

MMig vac KAiHIYHMX AOCNifKeHb NPW 3aCTOCyBaHHI MiKPOHi30BaHOI OUMLLEHOT (1aBOHOTAHOT (hpaKLil cnocTepirainca nobivyHi eeKkT NOMIPHOT IHTEHCMBHOCTI,
rONOBHUM YMHOM, 3 BOKY KMLLKOBO-LU/TYHKOBOIO TPaKTy (Aiapes, Aucnencis, HyfoTa, 6/1t0BaHHs).

[MoBigoOMAANOCA NPO HYbKYe3a3HayeHi No6iYHI peakLii, AKi 3a YaCTOTOK PO3NOAINEHI TaKMM YMHOM: Ay>ke vacTo (= 1/10); yacto (= 1/100, < 1/10); Hevacto (= 1
/1000, < 1/100); pigko (= /10000, < 1/1000); ay>xe pigko (< 1/10000); yacToTa HeBifoma (HEMOXX/IMBO BU3HAUNTY 3a HAsSBHOO iH(DOpMaLi€to).

3 60Ky HepBOBOT CUCTEMW: PiAKO: 3aNaMOPOYEHHS, FON0BHUI 6iflb, HE3AY>KaHHS.

3 60KY LUNYHKOBO-KMLLIKOBOIO TPAKTY: 4acTo: Aiapes, AUCMENCis, Hya0Ta, 6/1H0BaHHS; HEYacTO: KOJIT; YacToTa HeBigoMa* : 6inb B abA0MiHaNbHIl AiNsHLi.

3 60Ky LLUKipK Ta NiAWKIPHOT KNITKOBUHM: PigKo: CBePBIX, BUCUMAHHSA, KPOMNMB’AHKA; YacToTa HeBiJoMa* : i30/1b0BaHMI HABPAK 06114Ys, ry6, NOBIK, Y BUHATKOBMX

BUMaAKax - Habpsk KBiHKe.
*nOCTMapKeTI/IHFOBi CMNOCTEpPEXKEHHSA.

MoBifOMMIEHHSA NPO Migo3ptoBaHi N06iYHI peakuii. MoBigOMNEHHA NPO Nig03ptoBaHi NOGIYHI peakLii y nicnspeecTpaliiH1in Nepiof NikapCbKOro 3acoby € BaXK/IMBUM.
Lle nae 3mory BecTu 6e3nepepBHMIA MOHITOPUHI CNiBBIAHOLLEHHS KOPUCTI/PU3NKY 3acTOCYyBaHHA npenapaty. Cneuianict B rasysi 0XOpoHW 3[0p0oB’s 3060B’A3aHi
NOBIAOMNATY Yepes HalioHalbHY CUCTeMY MOBIAOMEHb NP0 By Ab-AKi BUNaaKN Migo3poBaHMX NOBIYHMX peakLii.

TepmiH NpUAATHOCTI. 4 POKN.

YMoBW 36epiraHHs.
He noTtpebye 0co6/MBUX YMOB 36epiraHHs. 36epirat B HeAOCTYMHOMY ANA AiTeN MicLi.

YnakoBKa.
Mo 15 Tabnetok y 6nicTepi 3 atoMiHieBoi honbrn Ta MBX-nniBku; no 2 abo 4 6nictepy B KOPOOL,i 3 KAPTOHY.

KaTteropis Bignycky.
bes peuenTa.

BupobHuMK.
Nab6opartopii Ceps’e IHAacTpi/Les Laboratoires Servier Industrie.

Micue3Haxom,kKeHHS1 BUPOOHMKa Ta 1i0ro agpeca Micus NPOBaKeHHS Aisi/IbHOCTI.
905 pyT fe CapaH, 45520 Xiai, ®paHuis/905 route de Saran, 45520 Gidy, France.

3asiBHUK.



JNE NABOPATYAP CEPB’€E/Les Laboratoires Servier.

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

[na oTprmaHHs 6y fb-aKol iHpopmMaLii Wo4o NikapcbKoro 3acoby npocumo 3septatnca 4o TOB «Ceps’e YkpaiHa» 3a Ten. (044) 490 3441, dakc (044) 490 3440.



