HNHCTPYKIMUA
10 MEAULIMHCKOMY IIPUMEHEHUIO JIEKapCTBEHHOTO ITpernapara

Peand® Ipo

Perucrpanmmonnbiii Homep: JITT-Ne(001101)-(PI'-RU)

Toprosoe HauMeHOBaHUeE

Pemud® Ipo

Me:xkayHapoaHOe HeIATEHTOBAHHOE WM IPYNIIIUPOBOYHOE HANMEHOBaHH e
JInnoxaun + QryOKOPTOIIOH.

JlekapcTBenHnas popma

Cynmo3uTopuu peKTaibHbIC.

Cocras

1 cynnozumopuii cooepacum

JleficTByromne BemiecTBa: (IyoKOpToJOoHA NHBaJAT — | Mr, JWAOKaWHa TUApoxgopua (B
nepecyere Ha 6€3B0IHOE BelecTBO) — 40 Mr.
BcrmomorarensHoe BerecTBo: xup TBepabiil (Burencon W 35).

Onucanue

Ot moutu 6enoro a0 KEeNToBaTo-0eJoro IMBETa CYMMO3UTOPHH TOPIen000pa3Hoil (Gopmbl ¢
IJ1aJIKOM TOBEPXHOCTHIO.

dapmakoTepaneBTHYeCKasd rpynna

['TIOKOKOPTUKOCTEPOU T ISl MECTHOTO MTPUMEHEHHSI KOMOMHUPOBAHHBIMH.
Kon ATX: CO5AX03

DapMaKoJIOrHYeCKHe CBOICTBA

Dapmakoounamuka

DIyOKOPTOJIOH TIPH BO3ICHCTBUU HAa KOXY TMPEAYNPEKTACT KPacBOEe CKOIUICHHE HEHTPO(DHIIOB,
NPUBOJUT K YMEHBIICHHUIO YWCIa JTUM(OKMHOB U TOPMOXKEHHIO MHTPAllMd Makpogaros,
CIOoCOOCTBYSI YMEHBIIIEHUIO MTPOIECCOB HH(PUIBTPALIUU, IKCCYJAIIUHN U TPAHYIIAIINH.
@DI1yOKOPTOJIOH TOJABISET BOCHAIUTENbHBIE U ATIEPIHUECKUE PeaKIMu KOXH U o0JierdaeT 3y,
M¥OKEHHE U 00JTb; YMEHBIIAET TUJIATAlUI0 KAaMUIIPOB, MHTEPCTUIIHAIBHBIN OTEK U UHOUIBTPAIIUIO
TKaHEH.

JlumokanH — MECTHBIH aHeCTeTHK; 00e300JMBaroIIee W MPOTUBO3YIHOE JEHCTBHE TOCTHTACTCS
Oyaromapsi MOJaBlIeHWIO OOpa3OBaHHS W TMPOBEJACHUS HEPBHBIX HMITYJIHCOB MO adPepeHTHHIM
HEPBHBIM BOJIOKHAM myTeM JETIOJISIpU3AIIIT HaTPHUEBBIX KaHaJIOB.



@apmaKOKuHemuKa

AOGcopouus

MecTHbIii TepaneBTHYecKuii 3P PeKT JocTuraercsi Mpu HU3KOM YPOBHE aKTHBHBIX KOMIIOHEHTOB B
1a3Me KPOBH.

[Tociie OMHOKPATHOTO BBEACHHS OJHOTO CYIIIO3UTOPHUsS a0bcopOums (IyoKOpPTOJOHA IHBajiaTa
COCTaBJIsIa MaKCUMaJIbHO 5 % OT BBEIEHHOI'O KOJIMYECTBA IpernapaTta. B mepuos exeIHEeBHOTOo
BBEJICHUS 110 2 CYMIIO3UTOpUs 3 pa3a B JIeHb B TCUCHHUE 4 HENENb cojaepkanue (IyoKOpTOJIOHA B
I1a3Me KPOBH HE JIOCTUTa0 YPOBHS, OKa3bIBAIOIIETO CUCTEMHOE BO3/ICHCTBHE.

AOcopOumst W OHOJOCTYITHOCTh JIMJOKaWHa IIOCIE PEKTAIBHOIO BBEACHHS CYIIIO3UTOPHUS
COCTaBJIACT 0KOJIO 24 %.

BI/IOTDaHC(bODMaHI/IH

@dyoKOpTOJIOHA THBAJAT THIPOJIM3YETCS JCTepa3aMu, (QEpMEHTaMH odvara BOCHAJICHHS, C
obpa3oBanueM (QryokopTosIoHa, 1 1-keTodryoKOpTOIOHA M TPUMETHITYKCYCHON KHUCITOTHI.

B opraHm3me dejoBeka JIMJOKAaWH ~ META0OJIM3HpYeTCS IyTEeM  OKUCIWTEIhHOro  N-
NE3TKHIIUPOBAHUS, THIPOJIM3a AMUTHON CBS3HM M TUIPOKCHIIMPOBAHMS apOMAaTHYECKOTO KOJIbIA C
oOpa3oBaHueM 4-TUIPOKCH-2,6-KCUITHINHA.

Pacnpenenenne

[Teproap! MOMYBBIBEICHUS M3 TUIA3Mbl (HIYOKOPTOJIOHA W €r0 METAa0OJUTOB IMOCIEC PEKTAIBHOTO
BBEJICHUSI COCTABJILIM mpuMepHO 1,3 u 4 yaca cooTBeTCTBEHHO. DIyOKOPTOJIOH BBIBOAMTCS M3
OpraHu3Ma B BUJIC METAO0OJIUTOB MIPEHUMYIIICCTBEHHO BMECTE C MOYOMA.

[Tepron moTyBBIBECHHUS JIMJOKAaNHA M3 TUTa3MbI KpOBHU cocTaBisieT 1-2 yaca. C MOYOi BBIBOJUTCS
70 % nunokanHa B BUAE MeTabonuTta — 4-TUapOKCU-2,6-KCHUITUIUHA.

IToka3zanus k MNPUMEHCHUIO

[IpemapaT mokazaH K MPUMEHEHHUIO Yy B3POCIBIX Ui CHUMIITOMAaTHYECKOTO JIeYeHUs OOJH, OTeKa,
YKKEHUS, 3yJa IPU TEMOPPOE, TTPOKTHTE.

IIpornBonoka3anus

° FI/IHep‘IYB CTBUTCIBHOCTD K HeﬁCTBYIOHlHM BCIICCTBAM nin K J'IIO6OMy n3
BCIIOMOTaTCIbHBIX BCIICCTB.

. TyOGepkyne3Hblil 1 cupuIMTHYECKHUE IPOLECCH B 001aCTH HAaHECEHU s ITpernapara.

. Bupychsbie 3a0oneBanus (HampuMep, BETpsiHas OCIMa, OMOSCHIBAIOLINM JnIIai) B obmacTu
HAHECEHMsI Ipenapara.

. Peakuyst Ha BakIIMHALIKIO.
. JleTckuii 1 OJIPOCTKOBBIM Bo3pacT miuaamie 18 neT (AaHHble KIMHUYECKUX HCCIIECAOBAaHUMI
OTCYTCTBYIOT).

. I TpumecTp 6epemeHHOCTH.

IIpumeHeHne pu GepeMEHHOCTH U B MIEPUOJA IPYIHOI0 BCKAPMJIUBAHUS

bepemenHOCTD

Knunnuecknx maHHbIX 00 HCHOJB30BaHUM IMIpermapaTa Ipd OEpeMEHHOCTH W B IEpUOJ
TPyAHOI'O0 BCKapMJIMBaHUSI HCAOCTATOYHO. I/ICCHCILOBaHI/ISI Ha JKUBOTHBIX MOKa3aJIn pCIIPOAYKTHBHYIO
TOKCHYHOCTh  (piyokopTonoHa mnuBanata. Crenyer wu30erarb Ha3Ha4YeHHS IIpenapaTos,
CONlepKalINX TIIOKOKOPTUKOCTEPOUABl B TEPBOM TpuUMecTpe OepemeHHocTH. B psne
UCCIICIOBAaHMN MOKAa3aHO YBEIMUYCHHE PUCKA Pa3BUTHS paclleNuHbl He0a Y HOBOPOKICHHBIX, YbH
MaTepy MPUHUMAIH TIIOKOKOPTHUKOCTEPOUIBI B MEPBOM TpUMecTpe OepeMeHHocTH. Ha3HaueHue
npenapara Bo Il u III Tpumectpe OepeMEHHOCTH BO3MOKHO TOJBKO B TOM Ciy4ae, €CJIHu
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MOTEHIIMATbHAS MOJIb3a [Tl MaTepPH MPEBBIIACT PUCK AU Tuiofa u muaneHna. Cremnyer uzberarsb
JUTUTENBHOrO0 NpuMeHeHus npenapata Penud® Ipo npu HazHAYeHHH B HEpHOJ GEPEMEHHOCTH H
TPYAHOTO BCKAPMIIMBAHHUS.

JlakTamus

Crnenyer wus3beraTh IJIMTENHLHOTO NpuMeHeHuss npemapata Pemud® Ilpo npu HasHaueHuum B
IIEpUOJ TPYAHOrO0 BCKapmiMBaHusA. Ha3zHaueHue mpernaparta B IEpUOJ I'PYAHOIO BCKapMIIMBAHUS
BO3MOJKHO TOJIBKO B TOM Cily4dae, €CJIM IIOTEHUHAIbHas 10JIb3a JJI1 MaTepH MPEBBIIIACT PUCK IS
MIIaJICHLA.

Cnoco0 npumMeHeHus ¥ J103bl

PexranbHo.

Pemud® Tlpo pekomeHyeTcs NpUMeHATHh nocie Aedekanuu. Ilepen MCHonb30BaHUEM MpenapaTa
clleflyeT MPOBECTH FMTUeHy aHyca (3aHero npoxona).

[TpomomKUTETLHOCTD JICUYCHHS HE TOJDKHA MPEBBIIAT 2 HEJISIH.

ITo 1 cynno3uTopuio BBOAAT B 3aJHUI MPOXoJ 2 pa3a B JI€Hb, YTPOM M BEUYEPOM, OJAHAKO IPU
TsDKeNon ¢opme 3aboneBaHus nepBbie 3 aHS BBOAAT mo | cymmosutoputo 3 pasa B AeHb. llpu
CTaOMJIBHOM YIIYYIIEHHd BO MHOTHX CIydasX OBIBAaeT JOCTAaTOYHO BBOJHUTH 110 OJHOMY
CYMNIIO3UTOPHIO B CYTKU WIH Yepe3 JEHb.

Cynno3uTtopuil ciegyeT BBOJIUTH TaK, 4TOObI OH OCTAJCS B AaHAlIbHOM KaHaje (Ha YpOBHE
3aJJHETIPOXOJHOIO OTBEPCTHs), HE IMOrPYKasCh IMOJIHOCTbIO B MpsMyr KuIIKy. OcHoBaHue
CYIIIIO3UTOPHUS CIIEAYyeT MPUIEPKHUBATh MapieBOM cal(eTkoil B T€UeHHWE HECKOJIBKUX MUHYT 10
MIOJIHOTO €T0 PACTBOPEHHUSI.

[Ipy cunbHO BOCHANEHHBIX M, CIIEOBATEIbHO, OOJIE3HEHHBIX TI'€MOPPOMJIATBHBIX Y3IaX,
pEKOMEH1yeTCsl HAUMHATh JIEYEHHUE C Kpema.

ITo0ouHoOE aeiicTBHE

Hwxe mnpuBeneHa wyacToTa HEXENATENbHBIX peakluil, O KOTOPbIX COOOIIAJOCh B XOJ€
KIMHMYECKUX Hccnenopanuii npenapata Penud® Ipo. B npenenax kaxmoil Ipymibl, BbleIeHHOM
B 3aBUCHMOCTH OT YaCTOThl BO3SHUKHOBEHHS, HEXKEJIATEIbHBIC PEAKIUU MIPEACTABICHBI B IOPSAIKE
yMEHbLIeHUs UX TsokecTd. Ilo yactoTe Bce peakiuu pasfensioTcss Ha o4eHb yactele (= 1/10),
yacteie (> 1/100 u <1/10), newacteie (= 1/1000 u <1/100), peaxue (= 1/10000 u <1/1000) u oueHs
penkue (> 1/100000 u <1/10000).

06WM€ HAapyuweruAa u peakyuu 6 mecme 66€0eHUs. 4aCTO — AKIKCHUC, HEYACTO — pasapaKCHUC.

Hapywernus co cmoporbl UMMYHHOU cuUCmembl. 9acTOTa HEU3BECTHA — AJUICPrUICCKHUEC PCAKIIUH.

Hapywenus co cmoponvi Kodwcu u NOOKONCHbIX MKAHEIL. Ipu OTpOaAOJIKUTECIIBHOM JICHCHUHN (60)’[66
YCTBIPCX HC,Z[CJ'IB) CYHICCTBYCT PUCK Pa3BUTUSA MCECTHBIX U3MEHEHMI KOXH, TaKHUX KakK anO(I)I/I}I,
CTPUHU UJIA TCICAHTMOIKTA3UH.

Ilepeno3upoBka
CUMIITOMEI

[Ipenmonaraercda, 4YTO TMpH CIy4alHOM TIpUeMe IIpernapaTa BHYTpb (Hampumep, Mpu
nporjaTelBaHUM Oo0Jiee 4YeM OJHOr0 CYNIO3UTOpHs) Hauboyiee TSKeNble CHUMITOMBI MOTYT
BO3HUKHYTb CO CTOPOHBI CEpAEUHO-COCYTUCTON cUCTEMBI (YyTHETeHHE (PYyHKIIMU cep/illa, OCTAHOBKA
cepaua) u [HHC (cynoporu, yrHeTeHUE AbIXaHUs, OCTAHOBKA JIbIXaHUs1) B 3aBUCUMOCTH OT JO3BI.

Jleuenue

JleyeHnue nepeno3UpPOBKU BKIIOYAET TIIATENbHBIN KOHTPOJIb XKU3HEHHBIX (DYHKUUN, PUMEHEHHE
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MOAJICPAKUBAIOIINX TpoLeayp (MoJauu KUCIopoaa), a Takke cumnromatuyeckoe jedenue [IHC u
CEpJICYHO-COCYIUCTON  CHCTeMbI, Hampumep OapOutyparamMu ObICTporo JedcTBus, Oera-
CUMIATOMHUMETHYECKMMH IpenapataMd U aTponuHoM. llpuMeHeHue nuanus3a He IMOKa3bIBAaeT
nocrtatounyro dhdextuBHOCTh. [IpM BO3HUKHOBEHHWH CHMIITOMOB MEPEIO3UPOBKH CIEIyeT
MPEeKPaTUTh IPUMEHEHHUE Mpernapara u NPOKOHCYIbTHPOBATHCS C BPAUOM.

B3aumoaeiicTBue ¢ APYIrUMH JJEKAPCTBEHHBIMHU CPEACTBAMU

HccnenoBaHus B3auMOIEHCTBUS HE TIPOBOINIIUCS.

ITpy 0AHOBPEMEHHOM NPUMEHEHUH JIUAOKAWHA C aHTUAPUTMUUYECKUMU IpenaparaMd BO3MOKHO
ynnuHenue uHTepBaia QT M, B OueHb peIKuX Cilydasx, BO3MOXKHO pa3BuUTHEe AB Onokanbl wim
GUOPHILISINY JKETYI0UYKOB.

CoBMecTHOE MpUMEHEHHE mpenapara U UHruOutopoB nuroxpoma P450 3A4 moxeT MOBBICUTH
PUCK pa3BUTHsI CUCTEMHBIX MOOOYHBIX PEAKIMl HAa MPUMEHEHHE KOPTHKOCTEPOUIOB, BKIIOYAs
CYNpECCHI0 TUIOTalaMo-runodu3apHo-aipeHanoBoii cuctemsl. Crienyer mz0erarb KOMOMHAIIUU
9TUX IMpernapaToB, 3a HUCKIIOYEHHEM TEX CIIy4yaeB, KOI/Ia MOJib3a TEpaluH MPEBBIIIAET PHUCK
pa3BUTHS CHUCTEMHBIX TOOOYHBIX pPEaKUWi Ha KOPTHKOCTEpOHIbL. B ciiydyae HeEoOXOAMMOCTH
npuMenenns npenapara Penud® Ilpo B xombGuHanum ¢ mHTHOMTOpaMu muToxpoma P450 3A4
CJIEyeT OCYIIECTBIATH TIIATEIbHOE HAOIIOACHHE 32 MALMEHTOM B CBA3M C PUCKOM pPa3BUTHUS
CUCTEMHBIX peaKluii Ha KOPTUKOCTEPOUIBI.

Oco0ble ykazaHnus
. I[Ipu Hanuuuy rpuOKoOBLIX HH(eKIM B HononHenue k Pemud® ITpo Tpebyercs nposeaeHue

COOTBETCTBYIOIIEH MPOTUBOTPUOKOBOM Tepanuu.

° CJ'ICI[yeT n3oeraTh nomnagaHus nperapara BHYTpb U KOHTAKTa IIperiapara € rjia3aMu.
° HCO6XO)II/IMO THIATCIIBbHO BEIMBITH PYKH ITOCJIC IPUMEHCHU S IIpCriapaTta.
° CJ'ICI[yeT n30eraTh KOHTAKTa npenapara ¢ HU3ACIUAMU U3 JIATCKCA (KOHTpaHCHTI/IBHHe

nradparMel U Ipe3epBaTUBbI) BO N30€KaHUE CHIKEHUS X 3PPEKTUBHOCTH.

Biansinne JeKkapcTBEeHHOr0 Mpenapara Ha CIHOCOOHOCTH YNPAaBJIATH TPAHCHOPTHBIMH
cpeiCTBAMH, MeXaHU3MAMH

[Ipenmapatr He BiMAET Ha CHOCOOHOCTH YNPABIATh TPAHCIOPTOM WM 3aHUMATbCA JPYTUMHU

NOTCHIMAJIBHO OIIACHBIMHW BHIAAMH HOCATCIIBHOCTH, TpCGYIOH_II/IMI/I MOBBIIIEHHOHN KOHICHTpaluu
BHHMAaHHA U 6BICTp0TBI MCUXOMOTOPHBIX peaKI.IHfI.

dDopMa BBIIYCKA

Cynnosutopun pekranbabie 40 mMr + 1 mr. I1o 5 nnm 6 cynno3utopues B CTpUIE U3 aTIOMUHUEBOU
¢donbru, JaMUHUPOBAHHOW MOJUATUIEHOM HU3KOW IUIOTHOCTH (BHYTpPEHHUH cioil). 1 wam 2
CTpHIa BMECTE C MHCTPYKIUEN IO MEIUIIMHCKOMY IPUMEHEHHIO TOMEIIAIOT B KAPTOHHYIO NAYKYy.

YciaoBus XxpaHeHus

ITpu Temneparype He Boime 25 °C.
XpaHUTh B HETOCTYIIHOM JJISl IETeH MeCTe.

Cpoxk rognocTu

4 rona.
He npuMeHsTh 110 HCTEUEHUH CPOKaA TOTHOCTH.



YcaoBus oTnycka
OTnyckaroT 1o penenTy.
JlepaaTe/ib perucTpalliOHHOIO YA0CTOBEPEeHUs

baitep Koncbromep Kop AT, Ilerep Mepuan Iltpacce 84, 4052 bazens, lIBeitnapus.
Bayer Consumer Care AG, Peter Merian-Strasse 84, 4052 Basel, Switzerland

IIpousBoaurtenb
HNucturyt ne Anrenu C.p.JI1., 50066 Peremno (®nopenmus), Jlok. Ipymmu, 103/C, Utamus

IIpencraBuTe/ib Aep:KaTesisi perucTPalOHHOIO Y10CTOBEPEeHH s

[Iperen3un norpedbuTeNed HAOPABIATE 110 aAPECY:

Poccniickas @enepanus

AO «BAUEPy, Poccust

107113, r Mockga, yi. 3-s Peiounckas, 1. 18, ctp. 2
Ten.: +7 (495) 231-12-00

https://www.bayer.ru

Hannas Bepcus nHctpykiuu aerictsyet ¢ 03.08.2022 r.
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