HNHCTPYKIMUA
10 MEJUIIMHCKOMY IIPUMEHEHUIO JIEKapCTBEHHOTO IIpernapara

Peand® Ipo

PerncrpauuonHblii HOMep
Toprosoe HauMeHOBaHUE
®
Pemud™ Ipo
MexayHapoaHOe HeNATEeHTOBAHHOE WJIM T'PYNNIMPOBOYHOE HAMMEHOBAHHE

JIunokann + O1yOKOPTOIIOH.
JlekapcTBenHnas popma
Cynmo3uTopuu peKTaibHbIC.
Cocras

1 cynnozumopuii cooepacum

JeiictByromiue BemiecTa: (IyoKOpTOJIIOHA MUBANIAT — | MT, IMJJOKauHa TUAPOXIOPU MOHOTHAPAT
MHKpPOHH3UPOBaHHBIN (B mepecyere Ha 6e3B0HOE BelecTBO) — 40 mr.

BcrmoMorarensHoe BelecTBo: xup TBepabiit (Burencon W 35).
Onucanne

OT mouyTtu O€Noro M0 KEJNTOBATO-0EI0r0 IBETa CYMMO3UTOPUU TOPHEA000pa3HOM (OpMBI C
IaKOW MOBEPXHOCTBIO.

dapmakoTepaneBTHYECKAs IPynna

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

DapMaKoJIOrH4ecKue CBOiCTBA

DapmakoouHamuxa

@I1yOKOPTOJIOH TPH BO3ACHCTBUM Ha KOXY IMPEIyNpPEkAAeT KpaeBOe€ CKOIIEHUE HEUTPOQUIIOB,
NPUBOJUT K YMEHBIICHHIO YHCIa JUM(OKMHOB U TOPMOXKEHHIO MUIPallMd Makpogaros,
CIoCOOCTBYSl YMEHBIIEHUIO MTPOLECCOB NHMUIBTPALIUH, SKCCYJAIIUN U TPAHYIISIINH.

@DI1yOKOPTOJIOH TOJABISET BOCHAIUTENbHBIE U ATIEPIHUECKUE PeaKIMu KOXH U o0JierdaeT 3y,
M¥OKEHHE U 00JTb; YMEHBIIAET TUJIATAlUI0 KAaMUIIPOB, MHTEPCTUIIHAIBHBIN OTEK U UHOUIBTPAIIUIO
TKaHEN.

JluokaH — MECTHBIH aHEecTeTHK; 00e30oymBaroliee M MPOTUBO3YAHOE JAECHCTBHE JOCTHraeTcs
Onarojaps MOJAaBJICHUIO OOpa30BaHMSI M MPOBEACHUS HEPBHBIX HUMITYJIbCOB MO ad(epeHTHHIM
HEPBHBIM BOJIOKHAM IYTEM JENOJISIPU3ALMU HATPUEBBIX KAHAIIOB.



@apmaKOKuHemuKa

AOcopbrms

MecTHbIii TepaneBTHUECKUH 3 (PeKT qocTUraeTcs Mpu HU3KOM YPOBHE aKTUBHBIX KOMIIOHEHTOB B
[J1a3M€ KPOBH.

[Tocre OgHOKPATHOTO BBEIEHHUS OJHOTO CYMMO3UTOpUS abcopOuus ¢IyoKOpTOJSOHA MUBaiara
COCTaBJIsJIa MAKCHUMAaIIbHO 5 % OT BBEJIEHHOTO KOJIMYECTBa Mpemnapara. B mepuoj exenrHEeBHOTO
BBEJICHUS 110 2 CYNIO3UTOpUS 3 pasza B IcHb B TeueHUe 4 HeAelb coAepxkaHue (IyoKOPTOJIIOHA B
1a3Me KPOBU HE JIOCTUTajI0 YPOBHS, OKAa3bIBAIOIIETO CUCTEMHOE BO3/ICIICTBHE.

AOcopOumst W OHMOJOCTYIHOCTh JIMJOKAaMHA IIOCJIE PEKTAJBLHOTO BBEJCHUS CYIMITO3HTOPHS
cocTaBiisieT 0k0io0 24 %.

BI/IOTDaHCd)ODMaHI/IH

®dayoKopTOJOHA MHUBAJIAT THIPOJIU3YETCS JcTepa3amu, (epMeHTaMH ouara BOCIAJICHHUS, C
oOpazoBanueM (GiryokopTosoHa, 11-keTodIyoKOpTOIOHa U TPUMETIIIYKCYCHON KHUCTOTHI.

B opranusme uenoBeka JIMIOKAaMH METAOOJM3HPYETCS IYyTEM  OKHCIMTEIbHOrO  N-
J€3aIKHINPOBAHUS, THAPOIN3a AMUIHON CBSI3U M THIPOKCUINPOBAHUS apOMATHUECKOTO KOJIbLIA C
o0Opa3oBaHeM 4-TUIPOKCHU-2,6-KCHIIMIUHA.

Pacnopenenenne

ITeproas! mosTyBBIBEICHHUS U3 IUTa3Mbl (DIyOKOPTOJIOHA U €ro MEeTabOJIUTOB IOCIE PEKTaIbHOTO
BBEJICHUS COCTaBISUIM mpumepHO 1,3 u 4 yaca cooTBeTCTBEHHO. (DIIyOKOPTOJIOH BBIBOAMTCS U3
OpraHusma B BHJI€ METaOOJIMTOB IPEUMYIIIECTBEHHO BMECTE C MOUOM.

[Tepron moMyBBIBECHHUS JIMJOKAaNHA M3 TUTa3MbI KpOBHU cocTaBisieT 1-2 yaca. C MOYOi BBIBOJUTCS
70 % nuaokawHa B BUJIe METa00IUTa — 4-THAPOKCH-2,6-KCHIIHIUHA.

IToka3zanus k NMPUMEHCHUIO

[IpemapaT mokazaH K MPUMEHEHHUIO Y B3POCIBIX AJII CUMIITOMATHYECKOTO JieUeHUs O0JH, OTeKa,
YKKEHUS, 3yJa IPU TEMOPPOE, TPOKTHTE.

IIpornBonoka3anus

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

. TyOGepkyne3Hblil 1 cuuIMTHYECKHUE IPOLECCH B 001aCTH HAaHECEHM s Ipernapara.

. Bupychble 3a0oneBanus (Harpumep, BETpsiHas OCIa, OMOSACHIBAIOIIMK JHIIai) B 006J1acTi
HaHECEHUs Mpenapara.

. Peaknys Ha BakIMHALHKIO.
. JleTckuii ¥ OJIPOCTKOBBIM Bo3pacT miuaauie 18 neT (HaHHble KIMHUYECKUX HCCIIECAOBAHUM
OTCYTCTBYIOT).

. I TpumecTp GepeMeHHOCTH.

IIpumenenne npu 0epeMEHHOCTH U B IEPHOJ IPYAHOI0 BCKAPMJIMBAHMA

bepemenHOCTD

Knunnuecknx maHHbIX 00 HCHOJB30BaHUM IMpernapaTa Ipd OEpPeMEHHOCTH U B IEpUOJ
IPYAHOTO BCKapMIIMBAHUS HENOCTATOYHO. MccieoBanys Ha )KUBOTHBIX ITOKA3alu pENPOAYKTUBHYIO
TOKCHUYHOCTh  (pryokopTonioHa nuBanata. Crenyer wu30erarb Ha3HAYeHHs IpenapaTos,
COJepXKalIMX TJIIOKOKOPTUKOCTEPOUAbI B TEPBOM TpUMecTpe OepemeHHocTH. B psne
UCCIICIOBAaHM MOKAa3aHO YBEIMYCHHE PUCKA Pa3BUTHS pacUleNUHbl He0a Y HOBOPOXKICHHBIX, YbH
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MaTepy MPUHUMATH TIIOKOKOPTHKOCTEPOU LI B MEPBOM TpUMeECTpe OepeMeHHocTH. HasHaueHue
npenapara Bo Il um III Tpumectpe OepeMEHHOCTH BO3MOXHO TOJIBKO B TOM Cjydae, €cld
MOTEHLIMaIbHAas MOJb3a JIJISl MaTepH MPEBBIIIACT PUCK UIA Mioga u MianeHua. Cuenyer uzberarb
JUTUTENBHOrO0 NpuMeHeHus npenapata Penud® Ipo npu HazHAYEeHHH B HEpHOJ GEPEMEHHOCTH H
TPYAHOTO BCKAPMIIMBAHHUSL.

Jlakrarus

Crnenyer wus3beraTh JIMTENHHOTO NpuMeHeHuss npemapata Pemud® Ilpo npu HasHaueHuu B
nepuoj IrpyAHOro BckapmiuBaHus. HasHaueHnue npemnapata B IEpUOA I'PYIHOTO BCKapMJIMBaHUS
BO3MO>KHO TOJIBKO B TOM CIIy4ae, €CJIM NOTEHUUAIbHAs MOJIb3a UIsl MaTEPH MPEBBIIIACT PUCK IS
MIIaJICHLA.

Cnoco0 npumMeHeHus ¥ 103bl
PexTansHo.

Pemud® Ipo pekoMeHIyeTcs MpUMeHSTh nocie jaedexanun. Ilepes nCHonp30BaHHEM Mpenapara
CJeyeT IPOBECTH TUTUEHY aHyca (3aIHEero MpoXoa).

HpOIIOJDKI/ITeJ'IBHOCTI) JICYCHU HC OOJIKHA IIPEBBIIIATH 2 HCICIIN.

[To 1 cynno3uTopuio BBOAAT B 33aJHUM MPOXOJ 2 pa3a B JI€Hb, YTPOM M BEUEPOM, OJHAKO INPHU
TsDKENoN ¢opme 3abojeBaHus MepBblie 3 AHS BBOIAT Mo 1 cymmosutopuio 3 pasza B JeHb. llpu
CTaOUIIPHOM YJIYYIIEHHH BO MHOTHX Cily4asX ObIBa€T JOCTaTOYHO BBOAUTH IO OJHOMY
CYHIO3UTOPUIO B CYTKH WJIM Y€pE3 JEHb.

Cynnos3uTtopuil cieayeT BBOAWTH TaK, 4yTOObI OH OCTajcs B aHAJIbHOM KaHaie (Ha ypOBHE
3aIHETIPOXOJTHOTO OTBEPCTHS), HE TOTPYKasACh MOJHOCTHIO B MpsIMyr0 KuilKy. OCHOBaHHE
CYIITO3UTOPHUS CICIyeT MPHUACPKUBATh MapJIeBOH cal(peTKOH B TCUECHHUE HECKOJIBKUX MHHYT JIO
IIOJIHOTO €T0 PaCTBOPEHUSI.

HpI/I CHJIBHO BOCIIAJICHHBIX U, CJICA0BATCIIbHO, 00JIE3HEHHBIX TeMOppPOUJAIBHBIX  y3JIaX,
PCKOMEHAYCTCA HAYNHATD JICHCHHUEC C KpEMaA.

ITo0ouyHOE neiicTBHE

Hwxe mnpuBeneHa wyacToTa HEXENATENbHBIX peakluil, O KOTOPbIX COOOIIAJOCh B XOJe
KIMHMYECKUX Hccnenopanuii npenapata Penud® Ipo. B npenenax kaxmoi Ipymibl, BbleJIeHHOM
B 3aBUCHMOCTH OT YaCTOThl BOSHUKHOBEHMS, HEXKEJIATEIbHbIE PEAKI[UU IIPEICTABIICHBI B MOPSAKE
yMEHbIIIEHUs UX TshKecTH. [lo yactoTe Bce peakuuu pa3fessitoTcs Ha oueHb 4dacteie (> 1/10),
yactbie (= 1/100 u <1/10), newacteie (= 1/1000 u <1/100), penkue (= 1/10000 u <1/1000) u oueHp
peaxue (= 1/100000 u <1/10000).

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

Hapywenus co cmoponbt uMMYHHOU cucmemsl. 9aCTOTa HCU3BECTHA — AJUICPTUICCKHUC PCAKIIUH.

Hapywenusa co cmoporbl Kodcu u NOOKONCHbIX MKAHEIL. pu NpoAOJIKUTCIIBHOM JICUCHUU (60.]166
YCTBIPCX HC,Z[CJ'IB) CYHICCTBYCT PUCK Pa3BUTUSA MCECTHBIX U3MEHEHMI KOXH, TaKHUX KakK anO(I)I/I}I,

CTPHUH WIN TE€JIECAHTHOIKTA3UU.
Ilepeno3upoBka

CHUMIITOMBI

[Ipenmonaraerca, 4YTO TMpH CIy4alHOM TIpUeMe IpernapaTa BHYTpb (Hampumep, Mpu
nporjaTbiBAaHUKM 0OOJiee 4eM OJHOrO CYIIO3UTOpUs) Haubojee TSKeIble CHUMITOMBI MOTYT
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BO3HUKHYTBH CO CTOPOHBI CEpACUHO-COCYIUCTON CUCTEMBI (YyTHETeHHE (PYHKIIMU Cep/illa, OCTAHOBKA
cepaua) u LTHC (cynoporu, yrueTeHue qpIXaHus, OCTAHOBKA JIbIXaHUS) B 3aBUCHUMOCTH OT JIO3bI.

Jleuenue

JleyeHnue nepeno3UPOBKU BKIKOYAET TIIATEIbHBIN KOHTPOIb XU3HEHHBIX (DYHKUUN, IPUMEHEHHE
MO/JICPKUBAIOIIUX TpoLeayp (MoJauu KUCIOpOoaa), a Takke cumiromatuyeckoe jiedenue [IHC u
CepACYHO-COCYTUCTON CHCTEMBI, Hampumep OapOuTyparamu ObICTpOro JAeWcTBUs, OeTa-
CHUMITATOMUMETHYECKUMH TperapataMi ¥ aTponuHoM. llpuMeHeHue nuanu3a HE IOKa3bIBaeT
JOCTaTO4YHYI0 A(PQPEKTUBHOCTh. I[IpM BO3HUKHOBEHHMH CHMIITOMOB MEPEIO3UPOBKH CIIEAYeT
MPEeKPaTUTh IPUMEHEHHUE Mpernapara u NPOKOHCYIbTHPOBATHCS C BPAUOM.

B3aumopneiicTBHe ¢ APYTUMU JIeKAPCTBEHHBIMH CPeACTBAMU
HccnenoBanus B3auMOIEUCTBUS HE TIPOBOAUIIHCH.

[Ipn omHOBpEeMEHHOM NPUMEHEHHMH JIMIOKaWHA C aHTHAPUTMHYECKUMH IpernapataMd BO3MOKHO
ynnuaenue uHTepBaia QT u, B OYeHb pPEeaKuX Ciydasx, BOSMOXKHO pa3BuThe AB Omokanel win
GUOPHILISIIIAY JKETYA0UYKOB.

CoBMecTHOE MpUMEHEHHUE Mpenapara U MHruOuTOpoB muToxpoma P450 3A4 MOXKET MOBBICUTH
PUCK DPa3BUTHS CHCTEMHBIX MMOOOYHBIX PEAKIUH Ha TMPUMEHEHUE KOPTHKOCTEPOUIOB, BKIIIOUAs
CYNpPECCHUI0 TUIOTaJIaMO-TUIO(U3aPHO-aAPEHATIOBON cucTembl. Crenyer u3beratb KOMOWHAIIMU
9TUX IMpernapaToB, 3a HUCKIIOYEHHEM TeX CIIy4yaeB, KOTJa I0JIb3a TEpamluH MPEBBIIIACT PHUCK
pa3BUTHS CUCTEMHBIX MOOOYHBIX peaKlIUid Ha KOPTUKOCTEpOHAbl. B ciiydae HeoOxomumocTu
npuMeHeHns npernapata Pemud® IIpo B kKoMOMHAIMM ¢ MHTHOMTOpaMH IMTOXpoMma P450 3A4
ClelyeT OCYIIECTBISATh TIIATEIbHOE HAONIOACHHE 3a MAIlMEHTOM B CBA3U C PHUCKOM pa3BUTHS
CHUCTEMHBIX PEaKINil Ha KOPTUKOCTEPOUIBI.

Oco0ble ykazanus
. [Tpu HanmmYuK TPUOKOBBIX MH(EKIH B fononHenue k Pemud® ITpo Tpebyercs mpoBesieHKe

COOTBETCTBYIOIIEH MPOTUBOTPUOKOBOM Tepanuu.

. Crnenyet u3berath nomnajgaHus mpenapara BHyTPh M KOHTAKTa Mpernapara ¢ riia3amH.
. Heo6xoauMo TimatensHO BRIMBITE PYKH TTOCIIE IPUMEHEHUS Tperapara.
. Cnenyer u30erarb KOHTaKTa Ipernapara ¢ HW3JACIUAMH W3 JilaTekca (KOHTpaIleNTHBHbBIC

nradparMel U pe3epBaTuBbI) BO 30€KaHUEe CHUKEHUS UX Y3PPEKTUBHOCTH.

Biansinne J1eKapCTBEHHOr0 TMpenapara Ha CHOCOOHOCTH YHPABJIATH TPAHCNOPTHBIMH
cpeCTBAMH, MeXaHU3MAMH
[Ipenmapatr He BiIMAET Ha CHOCOOHOCTH YMPABIATh TPAHCIOPTOM WM 3aHUMATbCA JAPYTUMHU

INOTCHIMAJIBHO OIIACHBIMHW BHJAAMH JICATCIBHOCTH, Tpe6y10H_II/IMI/I MOBBIIICHHOMN KOHICHTpAaIUH
BHHUMAaHHA U 6BICTp0TBI MCUXOMOTOPHBIX peaKHI/II‘;I.

dDopMa BBIIYCKA

Cynnosutopun pextanbabie 40 mr + 1 mr. 1o 5 niam 6 cynno3utopueB B CTpHUIE U3 aTFOMHUHUEBOM
(Gonbry, JTaMMHUPOBAHHOM TOJIMATUICHOM HU3KOM IJIOTHOCTH (BHYTpeHHUH cioi). 1 wm 2
CTpHUIIa BMECTE C HHCTPYKIMEN IO MEAULIUHCKOMY ITPUMEHEHHUIO ITIOMEIAIOT B KAPTOHHYIO MAYKYy.



YcaoBusi XxpaHenust

IIpu Temnepatype He Boite 25 °C.
XpaHUTh B HEIOCTYITHOM JJIsI IeTel MecTe.

Cpox rogHocTu

4 rona.
He npumeHsTh 110 UCTEYEHUH CPOKA FOTHOCTH.

YcaoBus ornycka

OTITyCKAaIOT IO pPerenTy.
Jlep:kaTeib perucTPallMOHHOIO YA0CTOBEPEeHUs!

baiiep Konceromep Kap AT, Ilerep Mepuan IlItpacce 84, 4052 basens, llIBelinapus.
Bayer Consumer Care AG, Peter Merian-Strasse 84, 4052 Basel, Switzerland.
IIpounsBoaurtean

Uctutyto ne Auremu C.p.i., 50066 Perremno (Dnopenrwst), Jlok. Ipymmm, 103/c, Utamus.
IIpeacraBuTeb qepKaTelisi pErHCTPANHOHHOTO YI0CTOBEPEHHUsI

[Iperen3un norpedbuTeNed HAOPABIATE 110 aAPECY:

Poccniickas @enepanys

AO «BAUEPy, Poccust

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

https://www.bayer.ru

Jlannas Bepcus HHCTpYKIuHu aerctByeT ¢ 23.06.2023 T.



