CocrTaB

Oelicmsyruiue sewecmaa: 1 Karcymna cogepKut 'mHKro 6unoba CyXxou 9KCTPaKT
(EGb 761) 14 mr; rentamusuosna rugpoxiopurn 300 mr; TpokcepyTus 300 Mmr;

gcnomMmozamesibHble gewecmasd: KpeMHHUuSA ODTUOKCHU] KOJIJIOUOHBIM, MarHus CcTeapartT

COCTAaB KaIlCyJH: XKefne3a okcup xkKenTeid (E172), ungurotud (E 132), TuTaHa OUOKCHUL,
(E 171), xenaTuH.

JIekapcTBeHHas1 GpopMa

Karmcyszr.

OcHoBHble (pu3UKO-XuMUYeCKue c80UCmMaBda: KalcCyJybl C HEIPO3pa4yHOU 3eJIEeHOU
KPHIIIEYKON 1 HEITPO3PaYHLIM JKEJITHIM KOPIYCOM, comepKallue 0j1eqHO-XKeIThIN
CIIpECCOBaAHHBIU ITOPOIIIOK.

dapMakoTepaneBTHYECKasi IpyInmna

BazompoTekTopsl. KanunnapocTabunusupymolnue cpeacTtBa. bruodmaBoHOUIHL.
KomOuHamuu TpoKCepyTHHA.

Kopm ATX CO5C A54.
®dapMaKOAMHaAMHUKa

JlekapCTBEHHOE CPEACTBO SIBISIETCS BEHOTOHU3UPYIOIIUM U AHTUOIIPOTEKTOPHBIE
CPEenCTBOM, ITOBHIIIAIOIINM BEHO3HBIM TOHYC, PETYIUPYET HAlOJITHEHUE BEHO3HOTO
pyciia u yMeHbIIaeT IPOHUIIaeMOCTh COCYJUCTOU CTEHKMU.

JleKapCTBEHHOE CPeNCcTBO 00JlagaeT CIOCOOHOCThIO JIOKAJIbHO UHTMOMPOBATh
omnpenesieHHble MHTUOUTOPHI 00JIM U BOCIIaJIeHUs (TMcTaMUH, OpaguKUHUH,
CEepPOTOHUH), TN30COMaJIbHbEIe (ePMEHTH M CBOOOOHEIE PaaUKallbl, IIPUBOSINNE K
BOCIIAQJIEHUIO 1 JereHepalluu KOJiJlareHOBEIX BOJIOKOH.

JleKkapCTBEHHOE CPEeACTBO CTUMYJ/IUPYET BEHO3HBIN BO3BpPAT O1arogapsi HAIUYUIO B €T0
coCTaBe TelTaMHHOy T'MAPOXJIOPHa.

dapMaKOKHHETHKA

dapMaKOKMHETUYECKUX UCCIIeIOBAHUM C y4aCTHeM JIIofei He IIPOBOIUIIOCE.



IToxa3zaunus

e CHMIITOMAaTHYECKOE JIeUeHHEe BeHO3HO-TUM(paTUIYECKOH HeJOCTaTOUHOCTH,
IIPOSIBIISIETCS B BUAE OITYIIEHUS TSIKECTH, ITapecTe3uu U 00U B HOTax.

o JleueHne PyHKIIMOHATBHBIX CUMIITOMOB, CBSI3aHHBIX C T€MOPPOUOATEHEIM
KPHU30M.

IIporTuBONIOKAa3aHUA

[MIepuYyBCTBUTEJILHOCTD K NeMCTBYIOIIUM UJIM BCIIOMOTaTEJIbHBIX BEIIIEeCTB, SI3BEHHAs
00J1e3Hb KeJIyoKa U IBeHaAllaTUIIEePCTHON KUIIKKM, XPOHUYECKUM racTpuT (B ¢pa3e
000CTpeHusd).

[TockOnbKYy IIpenapaT COOEePKUT I'eITaMUHOJI, eT0 He CIedyeT IIPUMEHATH IIPU
TUIIEPTUPEO3€; TaK¥Ke He IPUMEHSITh OOHOBPEMEHHO ¢ mHruoutopamu MAO u3-3a
pUCKa apTepualibHOM TUIIePTEH3UN.

Ocobvle mepbl bezonacHocmu

[TockOnbKYy IIpenapaT COOEePKUT I'eITaMUHOJI, V TTAllMEeHTOB C TSIXeNIbIMU (hopMaMu
apTepuasibHOU TUIIEePTEH3UN HeoO0X0UMO KOHTPOIUPOBaTh apTepruabHOE JaBJIeHUE B
HadaJie JIeYeHus.

YuuTtheiBasi Hanuuue ['mHKro 6unoba (EGb 761) B cocTaBe 1eKapCTBEHHOI'O CPEICTBA
peKoMeHOyeTCsI BHUMAaTEeJIbHO HabJIiogaTh 3a MMallieHTaMu, KOTOPble OJTHOBPEMEHHO
IIPUHUMAIOT JIeKapCTBEHHbIE CPEeACTBa, KOTOPhie MEeTAaO0IU3UPYIOTCS IIMTOXPOMOM
P450 3A4. CBegenus o 3noynoTpebnerusx 'uukro 6unoda (EGb 761) oTcyTCTBYyIOT.
YuuThiBasi ¢papMaKoJIOTU4YeCKHe CBOMCTBA JIEKapCTBEHHOTO CpencTBa, [ mHKTro 6umoba
(EGb 761) He uMeeT moTeHIIMAsNa A5 37I0YIIOTPeOIeHUS.

[TareHTH C TeHOEHIMEeH K KPOBOTEUEHHIO (TeMOPParndYeCKuil COCTOSTHUE) U IIPU
OOHOBPEMEHHOM JIEYeHWH C aHTHUKOATYJITHTAaMHU M aHTUTPOMOOIIMTAPHEIX MPernapaToB
HeoO0X0OuMO MPOKOHCYIbTUPOBATLCS C BpauoM IIepe[ IIprueMOoM 3TOT0 Impemapara.

JlekapCTBEHHEIE CPENCTBa, CoOOepxKalllie TUHKI0, MOT'YT YBEJIMUYUBATh TEHOEHIIUIO K
KpPOBOTe4YeHUI0. [103TOMy IIpueM 3TOT0 JIeKapCTBEHHOI'O CPELNCTBa CllenyeT
IpeKpaTuTh 3a 3 - 4 gHS Oo M000U onepaluu.

Y maiueHTOB C 3MMUIENCUEN TOTEHIINAJ JOTIOTHUTEIbHBIX HallaJleHuM, BEI3BaHHBIX
IIPUEMOM MpellapaToB, COAepKaIluX TMHKI0, HEe MOXKeT ObITh UCKJTIOYEH.

He pekoMeHOyeTCsI OOHOBPEMEHHOE ITPUMEHEHME ITperapaToB, COAepKallluX TUHKIO U
a(paBuUpeHs.



I'eMoppoupanbHBIM KPU3: IPHUEM JaHHOTO JIeKapCTBEHHOT'O CPEICTBA HEJb35
IIPUMEHATH KakK crnenuuiecKkoe jjedeHne apyrux 3abogeBaHul IPSIMOM KUIIIKH.
JledyeHue OOIXKHO OBITh KPATKOCPOYHBIM. ECmu CUMITOMEI OBICTPO HE MCYe3aloT,
Heo0X0UMO MIPOBECTH ITPOKTOJIOTUUYECKUM 0030p U IIePECMOTPETDH KYPC JIEUEeHU .

BeHOBHO-HI/IMd)aTI/I‘-IeCKaFI HeOJOCTATOYHOCTL: OJIsd YCHUIIEHU A 3(1)(1)6KTI/IBHOCTI/I
JIEKapPCTBEHHOT'O CpeaCTBa HGOGXO)II/IMO:

e n30eraTh NpeObIBAHUS Ha COJIHIIE U B 2Kapy, IJIUTEJILHOTO CTOSTHUS, HEe OONYCKaTh
IOBLINIIEHMSI MacCChI Tejla

e INTEJIbHAS IIeCTBUE U HOIIEHUE MOAePKUBAIOIINX YYJIOK 00ecneynuBaeT
BEHO3HYIO IUPKYISAIIMIO.

I'emTaMKHOJ, BXOOSIINK B COCTaB JIEKapPCTBEHHOT'O CPeaCTBAd, MO2KET BEI3BATh
IIOJIOZKUTEJIBHYIO PEaKITHUIO ITPU OOIIMHT-KOHTPOJIA Y CIIOPTCMEHOB.

B3auMoOaeHCTBHE C IPYTrHMH JIeKapCTBEHHBLIMH CPEeICTBAMH H IPyrue BHIbI
B3aMMOIEeHUCTBUHA

[TpoTuBOIIOKAa3aHO IPUMEHSATH ITPenapaT OOHOBPEMEHHO ¢ uHrubutopamu MAO,
IIOCKOJIbKY BO3MOXKHO IIOBBIIIIEHNE apTEePUaIbHOTO OaBJIeHUA U3-3a HaJIU4Yus B
COCTaBe JIEKAapPCTBEHHOI'0 CpPeCTBa relITaMUHOIIY.

Pe3ynbTaThl KIMHUYECKUX UCCIeNOBaHNM B3aumonenucTBus ¢ ['mukro 6unoba (EGb
761) mIpoOgeMOHCTPUPOBaIN ITOTEHIIUPOBAHNE UJINM MHTHOMPOBaHUSA U30(hepPMEHTOB
nutoxpoMa P450. YpoBeHb KOHIIEHTpaLMU Muga3ojlaMa MeHSJICS I10CJie
COITyTCTBYIOIIET0 IIpreMa r'uHKro 6unoda (EGb 761), 4uTo mo3BojisieT npennosaraTh
Hanuuue B3auMmopeuctaus yepe3 CYP3A4. [loaToMy jieKapCTBEHHBIE CPENCTBA,
KOTOpBIe B OCHOBHOM MeTabonu3upyiorcsa yepe3d CYP3A4 u umeroT y3Kuu
TepaleBTUYEeCKUM UHOEKC, CIIeAyeT IIPUMEHSATh C OCTOPOXKHOCTHIO.

Ecnu oTOT mpenapaT NpuHUMAIOT OOHOBPEMEHHO C aHTUKOoarynasHTaMu ((eHITPOKyMOH
BapdapruHOM) UJIM aHTUTPOMOOIIUTAPHBIX IIPenapaToB (KJIOMUIOTrPe,
alleTUJICAINIINIIOBAas NN OPYyTr¥e HECTEPOUOHEIE ITPOTHBOBOCHAIUTEIIbHEIE
mmpemnaparsl), ux 3p@PeKT MoxKeT OLITH U3MEHEH.

HccnemoBaHus, IpoBefeHHbIe C BappaprHOM, He TTOKa3allid KaKux-1ubo
B3aMMOOENCTBUM MeXay BaphaprHOM U MpelapaTaMy, COOepKallliuMU TMHKI0, HO
HeoOX0OUMO MPOBOANUTh MOHUTOPUHT MPHU JIEYEHUU IIPenapaToM, CogepKaliuM
THUHKTO, B JTi000e BpeMsi B HauaJjie, B KOHIIe UJIN ITPU U3MEeHEeHUHU 03kl UJIN IIPU 3aMeHe
JIEKapPCTBEHHBIX CPEJICTB.

HccnepgoBaHue B3aUMOOEUCTBUS TaJIMHOJION II0KA3aJI0, YTO THHKI'O MOXKET
MHTUOMPOBATH II-TTUKOIIPOTEUHEI B KUIIEYHUKE. DTO MOXKET YBEIIUUYUTDL BIUSIHUE



JIEKAPCTBEHHEIX CPEJICTB, YyBCTBUTEJIPHLIX K I-TJIMKOIIPOTEHUHOB B KHUIIIEUHUKE, TAKUX
Kak maburaTpaHa sTekcusaT. Heo6XoguMo MPUHSTHL MEPH IPeOOCTOPOXKHOCTH IIPU
OOHOBPEMEHHOM ITPUMEHEeHUU T'MHKI0 U maburaTpaHa.

HccnepmoBaHue B3auUMOOEMCTBUM ITOKa3ano, 4To Cmax ansa HudpegunuHa MOXKET
YBEJIMYMBATHCS IIPU T'MHKI0. Y HEKOTOPHIX JIIOOEN 3TO YBEIUYEHNE MOXKET OBITh [0
100% c BO3HUKHOBEHHEM T'OJIOBOKPYKEHUS U YBEJINUYEHNEM NHTEHCHUBHOCTHU TOPSIYUX
MIPUJINBOB.

He pekoMeHOyeTCs OOHOBPEMEHHOE ITPUMEHEHME ITpelapaToB, COAepKallliX TUHKIO U
apaBupeH3. KonieHTpanusa daBUpPEeH3 B IIJla3Me MOXKET CHUXKATLCS BCIEOCTBUE
uHOyKouu qutoxpoma CYP3A4.

OcobeHHOCTH IIPAMEHECHHA

HeKapCTBeHHOe CPpenacTBO C OCTOPOZKHOCTERIO ClieayeT Ha3Ha4aTh IMallTie€HTaM C
TSIXKEJIEIMU 3a00/IeBaHUSIMU IT€YEeHU 1 XKeJTYHOI'0 IIy3BIPA.

CrnocoOHOCTH BJIMATHh Ha CKOPOCTHh PEaKIIMH IIPH YIIPpaBJIeHUH
ABTOTPAHCIOPTOM MJ/IM PadoTe C MeXxaHHu3MaMH

HccnemoBaHu IO OIleHKE BIUSHUSA Ha CKOPOCTh PeaKIMM IIPU YIIPaBJIeHUN
aBTOTPAHCIIOPTOM UJIM OAPYTUMU MeXaHu3MaMu He ITpoBoaunu. OmHako
TOJIOBOKPYK€EHHE MOXKET YXYOIINUTh CIIOCOOHOCTD YIIPaBISITh aBTOMOOUIIEM UIU
OPYTUMH MeXaHHU3MaMHMU.

IIpuMeHeHHE B NIepHoOJ 0epPeMEeHHOCTH HM/IH KOPMJIEHHSI I'PYyIbIO

9TOo JIeKapCTBEHHOE CPEACTBO HeJb3s IPUMEHSATh BO BpeMsi 6epeMeHHOCTH H3-3a
Ba30aKTUBHBIN 3P (PeKT rernTaMUHOIY U aHTHArperaluoHHas aKTUBHOCTb ' MHKTO
oumnoda (EGb 761).

HemnsBecTHO, MPOHUKAET JI€KAPCTBEHHOE CPENICTBO B TPYAHOE MOJIOKO, TI09TOMY He
PEKOMEHOYeTCs ero IPUHUMATh B IIEPHUOA KOPMIIEHUS I'PyObIO.

Cnoco0 mpuMeHeHHUsI U 1035l

e BeHosHas-muMdaTrudeckas HeJOCTaTOYHOCTh: Ha3Ha4YaTh 0 1 Kamcyse gBa pa3a
B CYTKH, YTPOM U BEUEPOM.

e 'eMoppoumanbHble Kpu3nuca 3-4 KalCyJibkl B CYTKA BO BPEMS €[HL.
I[TpomomXuTENbHOCTD JIEUeHUSI KaK YaCTh KOMITJIEKCHOM Tepaluu COCTaBIseT 7
OHEeH.



JleKapCTBEHHOE CPECTBO XKeJjlaTeIbHO IPUMEHSTH BO BpEMS €Mbl.
HeTu

HeT mocTaTO4YHOT0 KJIIMHUYECKOTO ONBITa MPUMEHEHUS JIEKapCTBEHHOT'O0 CPELCTBA
OeTsM, IO3TOMY JIEKAPCTBEHHOE CPEACTBO HE CJIelyeT IPUMEHSTh B IeOAUaTPUUECKOU
IIPaKTUKE.

ITlepemo3upoBka

Cumnmombl. MOTYT yCUNTUBATLCS IIPOSIBIIEHUS TIOOOYHBIX PeaKIIUu.

JleueHue. HperaTI/ITB IIprueM IIpeliaparTa. PeKOMeHHyeTCﬂ BBEI3BATL PBOTY HUIIN
coellaTb ITPOMEBIBaHHUE 2KeEJIYOKa U IIPOBECTU CUMIITOMATHUYECKOE JIeHEeHHue. B Clly4dae
HeO6XO,'E[I/IMOCTI/I MOZKHO Ha3HA4YUTH HepHTOHeaHBHBIfI OUaJIn3.

ITo6GouHBbIE peaKIuu

B 3aBHCHMOCTHY OT 4aCTOTHI MOOOYHBIX PeaKliii pa3fesieHbl Ha CIIeAyIoIIre
KaTteropuu: o4eHb 4acto (= 1/10), vacto (= 1/100, <1/10), HeuacTo (= 1/1000,
<1/100), peoko (= 1 /10000, <1/1000), ogens pegko (<1/10000), c Hem3BeCTHOM
4aCcTOTOU (MMeIoIIrecs JaHHbIE He IT03BOJISIOT OLIEHUTh YaCTOTY 9TUX PeaKIui).

OueHb pegKo MOTYT HabJIogaThbCSA TaKue IM0O0YHBIE PeaKIIuu:

e JXKENMyOOYHO-KUIIIeUHbIE PACCTPOMCTBA: O0IM B BEPXHEM YaCTH XKUBOTA,
OUCKOMMOPT B 3MUTACTPAIbLHON 00J1aCTH, TOIIIHOTA, OUapes, MUCIeICHs,
MEeTeOopU3M

e CO CTOPOHHBI HEPBHOM CHUCTEMHBI: TOJIOBHAs 00JIb, TOJIOBOKPYKeHue, 0OMOPOKHU (B
TOM YHCJI€e Ba30BarajibHbIM), HapyIIIeHUue CHA;

e CO CTOPOHHI KOXKH U MOOKOXKHHEIX TKAaHEW: TUIIEPYYBCTBUTEIBHOCTD,
aHauIaKTUYECKUE PeaKIIuu, BKITIOYasi aHTMOHEBPOTUYECKUM OTEK,
KPAOUBHUILY, OILIIIKY, 3V, aJlJIePTUYECKUN TepMaTUT (3K3eMaTO3Hasi), ChIIb,
BOCITaJIeHNE KOXKHU, ITOKPACHEeHNe, 9KXUMO3bI; TsIKeJIble aljiepruiyecKrue peakIiiny;

e OOULUE HapYWeHUs: YCTAIOoCTh;

Co cmopoHbl cepdua (wacmoma Heu3eecmHad): TUIIEePTEeH3US.

Coo00111eH1Ee 0 IToH03PeBaeMbIX TOO0OYHLIE PeaKIIun

Coo0lIeHue 0 Mogo3peBaeMbIX IT0OO0YHEIE PEeaKIIUU Ha JIEKapCTBEHHOE CPEICTBO
BazKHBI. DTO IMO3BOJISIET MMPOOJIXKATH KOHTPOJIb 3a COOTHOIIIEHHEM I10/Ib3a / PUCK
JIEKapCTBEHHOT'O CPEICTBA. MeOUIIMHCKUX PAOOTHUKOB IIPOCST COOOIIATDh O JTIOOBIX



ImoJlo3peBaeMble ITOOOYHBIE PeaKIIUK Yepe3 HallMOHAIbHYI0 CUCTEMY COOOIIeHUH].
CpoOK rogHoCTH

3 roma.

YcnoBusi XxpaHeHUsA

XpaHUTh B OPUTUHAJILHOU yIIaKOBKeE IIpU TeMnepartype He Boilie 30 ° C. XpaHUTh B
HEeOOCTYIIHOM [JIs OeTel MecCTe.

YnakoBka

ITo 10 kamcyn B 6uctepe, 1o 3 G/1KUcTEpPa B KAPTOHHOM KOPoOKe.
Kareropus ornycka

be3 penernra.

ITpou3zBoourtenn

Bodyp ITICEH IHOYCTPH.

MecTOHaX0XKIeHHe IIPOMU3BOOHUTEIA A €ro aapec MeCTa OCynmieCTBIICHHAA
oesiTeJIbHOCTH

Pro ete BupTton 28100 Opemy, ®PpaHuus.
N CTOYHUK HHCTPYKIIUHA

NHCTPYKIIUS TeKapCTBEHHOTO CPeACTBa B3siTa U3 0QUIIMaTbHOT0 UCTOYHUKA —
['ocymapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPECTB YKPaUHHI.



http://www.drlz.com.ua/

