HHCTPYKLUA

[0 IPUMEHEHUIO JIEKAPCTBEHHOT O ITpernapara Jyisl MEAUUHCKOTO IPUMEHEHU S
Pequ)® IIpo

Perucrpaunonnniii Homep: JI[T-Ne(001072)-(PT"-RU)

Topropoe HaMMeHOBaHUE

Pemu® Ipo.

MexayHapoaHoe HelIaTEeHTOBAHHOE WJIM I'PYNIHPOBOYHOe HAUMEHOBAaHH e

JInnokaun + OayoKOPTOJIOH.

JlekapcrBennas gopma

Kpem pexranbHBIi.

Cocras

1 2 kpema cooepocum

JeiicTByromrye BemecTa: (pryoKopToIoHa TUBaiaT | Mr, THI0KanHa THAPOXIIOPH B IEpecueTe
Ha 0e3BO/IHOE BemecTBO 20 MT.

BcmomorarensHbIe BemecTBa: HaTpus ruapodocdara nonexaruapat 0,7 mr, nuHatpus xetar 1 mr,
Hatpus quruapodocdara muruapat 4,5 mr, OeH3WIOBHI ciupT 5 Mr, copOuTana creapat 10 mr,
nonucop6Oar 60 35 mr, nerocreapminoBsiii cnupt 60 mr, napaduH xunkuii 90 mr, BazeauH Oemblit
100 mr, Boga ounteHHas 672,8 mr.

Onucanne

beneiii, HEMpo3pavHbIi KpeM.

dapmakoTepaneBTHYECKAsl TPyNNa

['TIOKOKOPTUKOCTEPOU L AJI1 MECTHOTO MPUMEHEHHUSI KOMOMHUPOBAHHBIN.
Kon ATX: CO5AX03

dapMakoJIoTHYecKne CBoiicTBa

Dapmarkoounamuka

@D1yOoKOPTOJIOH TPY BO3ACUCTBUM Ha KOXKY MPEIyNpEekIaeT KpaeBoe CKOIUICHHE HEHTPOQHIIOB,
OPUBOJUT K YMEHBIICHUIO dYHcla JUM(OKMHOB WM TOPMOXKEHHUIO MHUTpalMM Makpodaros,
CIOCOOCTBYS YMEHBIICHUIO POIIECCOB HHPIIBTPAINH, SKCCY AN U TPAHYJIISIHN.
@DI1yOKOPTOJIOH MOAABISET BOCTIATUTENbHBIC M AIJIEPTHYeCKHe PEaKlMd KOXH W o0Jerdyaer 3y,
MOKEHHE U 00JTb; YMEHBIIAET TUIATANNIO KalUIIPOB, HHTEPCTHIMAIBHBIA OTEK U MHPHIBTPAIHIO
TKaHEH.

JlugokanH — MECTHBIM aHECTETHK;, 00e300JMBAIOIIC W TPOTHUBO3YJHOE JACHCTBHE JOCTUTACTCS
Onmaronmapsi TOJABICHUIO OOpa30BaHUS M MPOBEICHHS HEPBHBIX HMITYJIECOB 1O ad(epeHTHBIM

HECPBHBIM BOJIOKHAM MYTEM ACTIOIAPU3AIIMHA HATPHUECBBIX KaAHAJIOB.



dapmakoKunemuxa

Abcopbrms

MecTHBII TepaneBTHIeCKUuil d3PPEKT TOCTUraeTCsl IPU HI3KOM YPOBHE aKTHBHBIX KOMIIOHEHTOB B
Tu1a3Me KpOBH.

[Tocne omHOKpaTHOM peKTaNbHON ammIuKanuy |1 T kpema adcopOimst GpIryoKOopTOIIOHa MUBasIaTa
COCTaBJIsJIa MAKCUMAIBbHO 5 % OT HAHECEHHOT'0 MJIM BBEJICHHOTO KOJIMYECTBa Ipenapara.
AbcopOmmst 1 OMOJOCTYITHOCTD JIMJIOKAaWHA TTOCIIE PEKTATBHOTO BBEICHHSI KpeMa COCTABIISIET OKOJIO
30 %.

buorpanchopmalius

@®nyokopTOJOHA MNHBAlaT TUAPOIU3YETCS HScTepazaMH, (epMEeHTaMH ouara BOCHAJEHUs, C
o0pa3zoBaHHuEM (IIyOKOpPTOJIOHA, | 1-KeTodryOKOpTOI0HAa U TPUMETHUITYKCYCHON KUCIIOTHI.

B opramm3me dyenmoBeka JIMIOKAaWH METaOONIM3UpyeTcs IIyTeM  OKUCIMTEIBHOro  N-
Je3aJIKWIMPOBAHUS, THIPOJIN3a aMUIHOM CBS3H U THAPOKCUIMPOBAHHS apOMAaTHYECKOT0 KOJIbLIA C
obpazoBanreM 4-THAPOKCHU-2,6-KCHITHANHA.

Pacnpenenenue

[lepronsr moTyBBIBEICHUS U3 TUIA3MBI (IIyOKOPTOJIOHA M €0 METa0OJIMTOB TOCIE PEKTAIHHOTO
BBEJICHUSI COCTaBIsUIM npuMepHO 1,3 1 4 yaca cooTBeTCTBEHHO. DIIyOKOPTOIOH BBIBOAMUTCS W3
OpraHu3sma B BHJIe METa0OJIUTOB NPEUMYILIECTBEHHO BMECTE C MOUYOH.

[lepuon momyBbIBeieHUS IMAOKAMHA U3 TJIa3MbI KPOBU cocTaBiisieT 1-2 yaca. C MO4O0il BBIBOAUTCS
70 % nunokauHa B BUJE MeTaboauTa — 4-ruJpoKCH-2,6-KCUITH IMHA.

Iloka3zanus K NpUMeHEHN IO

JU1s cUMITTOMaTHYECKOT0 JIedeHus 00U, OTeKa, AOKEHHSI, 3y1a IIpU TeMOoppoe, IPOKTHUTE, IK3EME B
obnactu aHyca.

IIpoTtuBonoka3zanus

. I'unepuyyBCTBUTENBHOCTh K JIMAOKAWHY W/WIM (DIYKOPTOJIOHY HW/WIM K JroOoMy U3

BCIIOMOTATEIbHBIX BEIIECTB.
. Crennguyeckue KoKHbIE 3a00eBaHus (CUUIUTHUECKUH, TYOSpKYJIEe3HbBIN mpoiiecc).

. BupycHsle 3a0oneBanus (HarmpuMep, BETpsiHas Oclia, OMOSCHIBAIOIIMK JMINai) B obiactu

HaHECSHHS Ipenapara.

. Peakiusg Ha BaKIIMHAIIHIO.

. JleTckuil 1 MOJPOCTKOBBINA Bo3pacT muasmie 18 yieT (JaHHbIe KIMHUYECKUX WCCIeIOBaHUN
OTCYTCTBYIOT).

. I tpumectp 6epemeHHOCTH.



Ipumenenne npu 6epeMeHHOCTH M B MEPHO/I TPYAHOT0 BCKAPMJIMBAHHUS

KnuHMYecKUX JaHHBIX 006 Hcmonb3opanuu npenapata Pemud® Ilpo mpu GepeMeHHOCTH U B
NepuoJ] TPYIHOTO BCKapMIIMBAaHUS HEJAOCTaTOYHO. lccrmemoBaHWs Ha JKMBOTHBIX ITOKa3aid
PETPOAYKTUBHYIO TOKCHYHOCTH (PIIyOKOpTOJOHAa mnuBanata. Cremyer wu30erarb Ha3HAYCHUS
npenapaToB, CONEPXKAIINX TIIOKOKOPTUKOCTEpousl, B | Tpumectpe OepemenHoctu. B psme
WCCIIEJIOBAHNI TIOKA3aHO YBEJIMUEHUE PHCKA Pa3BUTHS PACIENMHBI HeOa Y HOBOPOXKJICHHBIX, YbH
MaTepu TPHHAMAIN TIIOKOKOpTHKOcTepou sl B | Tpumectpe OepemenHoctH. Haznauenwe
npenapara Bo Il u Il TpumecTpe 6GepeMEeHHOCTH U B IEPHUOJ TPYIHOTO BCKApMIIUBAHUS BO3MOKHO
TOJILKO B TOM cllydyae, €Clid MOTeHIMaIbHas T0Jb3a JJIsI MaTepu MPEBBIIACT PUCK I IJI0JIa U
mnanenna. CreayeT wu30eraTh JUIMTENLHOTO INpuUMeHeHus npenapata Penud® Ilpo mpu
Ha3HAYCHUH B TIEPUOJ] OCPEMEHHOCTH M I'PYAHOTO BCKAPMITUBAHMUSI.

Cnocod npuMeHeHHs U 103blI

Pemud® IIpo pekomenayeTcst mpuMeHsTH mocie aedekanun. [lepea ncnonp3oBaHueM npenapara
clielyeT IPOBECTH TUTHEHY aHyca (3aJHETO MPOX0/a).

[IponomkuTenbHOCTh JICYCHUSI HE T0JKHA TPEBHIIATE 2 HEAe .

PekranbHbIl KpeM ciieyeT HAaHOCHTh JIBaX/IbI B ICHb: YTPOM U BedepoM. B mepBbie 1HU JTeueHus
KpeM MOXKHO HaHOCHTh 3 pa3a B JAcHb. [lo Mepe oOnerdeHus CHMIITOMOB 4acTo ObIBaeT
JIOCTATOYHO OJIHOH anIIMKaIuK B JICHb.

BreimaBuB Ha maner; HeOOJBIIOE KOJMYECTBO Kpema (pa3MepoM INPUMEPHO C TOPOIINHY),
HEOOXOIUMO cMa3aTh 00JacTh BOKPYT 3aJHEr0 MPOXOJa W BHYTPH aHAJIBHOTO Kojibma. Jlis
MPEOI0ICHUSI COMPOTHBIICHUSI COUHKTEPA HY>KHO HAHOCHTH KPEM KOHUMKOM MalbIla.

Jlis BBeneHWS KpeMa B TIPSAMYIO KHUIIKY HEOOXOIUMO HAKPYTUTh Ha TIOOWK TpHiIaracMbIid
anIuInKaTop M BBECTH €r0 B 3aJIHUH TPOXOJA. 3aTeM, ClieTKa HakaB Ha TIOOWK, BBIJIABUTH
HEOOJIBIIOE KOJTMYECTBO KpeMa B MPSAMYIO KHIIKY. Vcronp30BaHne M OYMCTKA alTUIMKATOPA - CM.
paznen «Ocolble yKa3aHUsD).

BricTymatoniie reMoppouaanibHBIE Y3l CIEAyeT OOMIBHO CMa3biBaTh KPEMOM, aKKypaTHO
BITPABIISisl 0OPATHO MaIbLEM.

IloGouHoe neiicTBUE

Pestome HexenaTeNbHbIX peaKInil

Hwxe nmpuBeeHa yacToTa HeXeIaTeIbHBIX PEaKIfii, 0 KOTOPBIX COOOIIAIOCH B X0/1€ KIMHIYECKUX
WCCIeIOBaHN Tpenapara. B mpegenax kaxmaoil rpynmbl, BbIIEJICHHON B 3aBUCUMOCTH OT 4aCTOTHI
BO3HHUKHOBEHUSI, HEXKENATENIbHbIE PEaKIK MTPEICTaBICHbI B IOPSAKE YMEHBIICHUS UX TshkecTu. [1o
4acTOTe OHU Pa3JIeNIAoTCs Ha OYeHb yacThie (> 1/10), gacteie (> 1/100 u <1/10), meuactsie (> 1/1000

u <1/100), peaxue (> 1/10000 u <1/1000) u ouens penkue (> 1/100000 u <1/10000).



o QObwue paccmpoiicmea U HapyuwieHus 6 mecme 66edenus. 9acTo — AOKCHHE, HEe4acTo —
pasapaxeHue.

e Hapywenus co cmopoHbl UMMYHHOU CUCIEMbl: HEYACTO — AJUIEPTUUECKUE PEaKIUH.

e Hapywenuss co cmopoHvl KOdHCU U NOOKOIICHLIX MKAHel. TIPU TIPOAOIKUTEIILHOM JICYUEHUN
(Oosiee 4 Hezenb) CYIIECTBYET PUCK PAa3BUTHS MECTHBIX W3MCHCHHMHA KOXH, TAKHX Kak
aTpousi, CTpUN WU TEIEaHTHOIKTA3UH.

Ilepeno3upoBka

HccnenoBanus neiicTByromuX BenecTs npenapata Pemnd® Ilpo, moka3siBaroT, 9TO PUCKH OCTPOU
WHTOKCHKAIMK B PE3yJbTaTe CIy4YailHON Nepedo3UpOBKM NPHU OAHOKPATHOM DPEKTAIBHOM WITH
nepuaHaIbHOM NMpUMeHeHHH npenapata Pemnp® I1po oTcyTcTBYIOT.

CumMnromsl

[Ipenmonaraercs, yTo MpH CIy4YatHOM MpUEMe MpenapaTa BHyTpb (Hapumep, Ipy IporaaTbiBaHUN
HECKOJIBKMX TPaMMOB Kpema) HauOojee TsDKENble CUMITOMBI MOTYT BO3HUKHYTh CO CTOPOHBI
CepACYHO-COCYAUCTON cUCTeMbl (YrHeTeHHe (QYHKLUUHM cepiuna, ocraHoBka cepaua) u LIHC
(cynoporu, yrHeTeHHUe JbIXaHUs, OCTAHOBKA JIbIXaHUS) B 3aBUCUMOCTH OT JI03Bl.

JleyeHnue

Jleuenne mepenO03UPOBKH BKIIIOYAET THIATENBHBIA KOHTPOJb KU3HEHHBIX (YHKIWH, TIPUMEHEHHUE
MOJIIEP’KUBAIOIINX MIPoLeyp (oJauu KHCIOpoa), a Takke cuMntomatuyeckoe jnedenue [{HC

U CepACYHO-COCYIUCTOM CHCTeMbI, Hampumep OapOuTypatamm OBICTpOro jaeicTBHsA, Oera-
CUMIIATOMHUMETHYECKMMHU TIpenaparaMd M aTponuHoM. lIpuMeHeHuWe auanu3a He IOKa3bIBaeT
JOCTaTOYHYIO 3P PEKTHBHOCTb.

B3anmopneiicTBUe ¢ IPYrUMU JIEKAPCTBEHHBIMH CPeACTBAMHU

[ManmenTsl, moMyvyaromye NPOTUBOAPUTMUYECKUE MpEnapathl, JOJKHBI NPUMEHATH JUIOKAUH C
OCTOPOXXHOCTBbIO. [Ipy OJHOBpEMEHHOM NPUMEHEHHH JHIOKaWHA C aHTUAPUTMUYECKUMHU
npenapaTaMd BO3MOXHO y/uinHeHHe uHTepBasa QT M, B O4YEHb pEOKUX CiydasX, BO3MOXKHO
pasButne AB OGiokazp! win GuOPMIIIAINN HKETyI09KOB.

CoBMecTHOE TPUMEHEHHE Tperapara i HHrHOUTOpoB nutoxpoma P450 3A4 MoxeT MOBBICHT PUCK
pa3sBUTHUS CHCTEMHBIX NOOOYHBIX peakuMid Ha MNPUMEHEHHE KOPTUKOCTEPOMOB, BKIIIOYAs
CYNIPECCHI0 THIOTAIaMO-TUIIO(QHU3apHO-aIpeHAIoBoi cucTeMbl. Crenyer n30berath KOMOWHAIUH
3THUX IPENapaToB, 32 UCKIIOUEHHEM TeX CIy4yaeB, KOI'/a 0JIb3a Tepanuy MPEBbIIIACT PUCK Pa3BUTHS
CHCTEMHBIX MOOOYHBIX peakluil Ha KOpTHKOCTepouabl. B ciaydyae HEOOXOOUMOCTH NMPUMEHEHUS
npenapata Pemud® I[Ipo B komOuHamuu c wHruOutopamu mutoxpoma P450 3A4 cremyer
OCYIIECTBIIATH TIIATEIbHOE HAOIIOACHUE 3a MALMEHTOM B CBSI3M C PHUCKOM Pa3BUTHUS CHUCTEMHBIX

peakyii Ha KOPTUKOCTEPOUIBI.



Oco0ble ykazanus

Cnenyer uzberath nonajganus npenapara Penud® IIpo BHyTps U KOHTaKTa Mpenapara ¢ ria3aMu.
Heo6xo1uMo TIATENbHO BBIMBITH PYKH IIOCJIE IPUMEHEHUS Mpernapara.

IleTocTeapuioBblii CIUPT MOKET BBI3BATh MECTHYIO KOXKHYIO PEaKLUI0 (HalpuMep, KOHTAKTHBIN
JIEpMaTHT).

Crnenyer n30eraTh KOHTAaKTa Mpemnapara ¢ U3JIeUsIMH U3 JIaTeKca (KOHTpaIeITUBHBIC THaparMbl 1
Mpe3epBaTHBbI) BO N30eKaHUE CHIKEHUS NX 3P HEKTUBHOCTH.

Hcnonvzosanue anniuxkamopa. He mcnonb3oBaTh allUIMKaTOp, €CJIM OH MOBpexaeH. HaBuHTHTE
aNIIINKATOp MOJHOCTRIO Ha TyOy. [locie kakaoro MpuMEHEHHsS OYHCTHTE allUIUKaTOp CHApPYKU
OyMa XKHBIM ITOJIOTEHIIEM, 3aTeM yIAJIUTE OCTABIIMICS IperapaT BaTHBIM TAMIIOHOM M OUYUCTHUTE €ro
CHOBa OyMaKHBIM IosioTeHLeM. [IpomoiiTe anmimmukaTop noj Terion BoAoH B TeueHUue 1| MUHYTHI U
BBICYIIHTE OyMakHOU cayeTKoH.

Biausinme JekapcTBEHHOIO Ipenapara Ha CIHOCOOHOCTL YNPAaBJIATH TPAHCIHOPTHBIMH
cpeacTBaMH, MeXaHH3MaMH

[Ipenapatr He BIMAET Ha CIOCOOHOCTH YHPABIATH TPAHCHOPTOM WM 3aHUMATbCA APYTUMH
MOTEHIMAJIbHO OINACHBIMM BHJAMH JIE€ATEIBHOCTH, TPEOYIOUIMMHU IOBBIIIEHHONH KOHLIEHTpAIH
BHUMAaHHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIUi.

dopma BBINyCKa

Kpewm pekranbusiii 20 mr/r + 1 mr/r. ITo 10, 15, 30 unu 50 r B anmtoMuHMEBY0 TyOy, 3alie4aTaHHYIO
MeMOpaHO#, ¢ 3aBHHYHMBAIOMICHCA KpBIIKOW. TyO0y ¢ amuMKaTopoM W WHCTPYKOHEH 1O
MPUMEHEHHUIO IOMEIAIOT B KAPTOHHYIO MAYKYy.

YcnoBus xpaHeHust

[Tpu Temnepartype He Boite 30 °C.

XpaHUTb B HEIOCTYTTHOM JJIS IeTel MecTe.

Cpok rogHocTu

3 roza.

He npuMeHsATh 10 UCTEUEHUH CPOKa TOIHOCTH.

YcnoBus ormycka

OTnyckaroT 1o peuenty.

JepxaTesib perucTPAaMOHHOIO YI0CTOBEPEHUs

baitep Konceromep Kap AT, Iletrep Mepuan ITpacce, 84, 4052 bazens, llBeiiapus

Bayer Consumer Care AG, Peter Merian Strasse 84, 4052 Basel, Switzerland

IIpousBoauTean

JIEO ®apma Manydoakuypunr Utanus C.p.r., yn. . Hlepunra 21, 20054, Cerpare,

Munan, Utanms
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HNHCTPYKIMUA
10 MEJUIIMHCKOMY IIPUMEHEHUIO JIEKapCTBEHHOTO IIperapara

Peand® Ipo

PerncrpauuonHbliii HOMep
Toprosoe HauMeHOBaHUE
®
Pemud™ Ipo
MexayHapoaHOe HeATEeHTOBAHHOE WJIM T'PYNNIMPOBOYHOE HAMMEHOBAHHE

JInnokann + O1yOKOPTOIIOH.
JlekapcTBenHnas popma
Cynmo3utTopuu peKTaibHbIC.
Cocras

1 cynnozumopuii cooepaicum

JeiictByromue BemiecTa: (IyoKOpTOJIOHA MUBAJIAT — | MT, JIMJJOKauHa TUAPOXIOPU MOHOTHAPAT
MHUKPOHH3UPOBAHHBIN (B IIepecueTe Ha 0e3BOIHOE BemecTBO) — 40 MT.

BcnomoratenbHOe BeecTBo: )up TBep bl (Butencon W 35).
Onucanne

OT mouTtu Oeyoro M0 KEJNTOBATO-0EI0r0 IBETa CYMMO3UTOPUU TOPHEA000pa3sHO (OpMBI C
rIaJKOW MOBEPXHOCTBIO.

dapmakoTepaneBTHYECKas IPynna

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

DapMaKoJIOrH4ecKue CBOiCTBA

DapmakoOuHamuxa

@I1yOKOPTOJIOH TPH BO3ACUCTBUM Ha KOXY IMPEIyNpPEkAAeT KpaeBOe€ CKOIIEHUE HEUTPOQUIIOB,
NPUBOJUT K YMEHBIICHUIO YHCIa JUM(OKHHOB U TOPMOXKEHUIO MUIPAallMd Makpogaros,
CIOCOOCTBYSl YMEHBIIEHUIO MTPOLECCOB NHMUIBTPALIUH, SKCCYJAIIUN U TPAHYIISIIHH.

@DI1yOKOPTOJIOH TOJIABISET BOCHAIUTENbHBIE U AIEPIHUECKUe PeaKIMu KOXXH U o0JierdaeT 3y,
M¥OKEHHE U 00JTb; YMEHBIIAET TUJIATAlUI0 KAMIIIPOB, MHTEPCTUIIHAIBHBIN OTEK U UHOUIBTPAIIUIO
TKaHEN.

JluokaH — MECTHBIH aHecTeTHK; 00e30oymBaroliee U MPOTUBO3YAHOE AECHCTBHE JOCTHraeTcs
Onarojapsi MOJABJICHHUIO OOpa30BaHMSI M MPOBEACHUS HEPBHBIX HUMITYJIbCOB MO ad(epeHTHHIM
HEPBHBIM BOJIOKHAM IYTEM JENOJISIPU3ALMU HATPUEBBIX KAHAIIOB.



@apmaKOKuHemuKa

AOGcopbrms

MectHblii TepaneBTHUECKUH 3 PeKT qocTUraeTcs Mpu HU3KOM YPOBHE aKTUBHBIX KOMIIOHEHTOB B
J1a3M€ KPOBH.

[Tocne ogHOKPAaTHOrO BBEIEHHUS OJHOTO CYMIO3UTOpUsS abcopOuus ¢IyoKOpTOJIOHA MUBaiara
COCTaBJIsJIa MAKCHUMAaIIbHO 5 % OT BBEJIEHHOIO KOJIMYECTBa Mpemnapara. B mepuoj exerHeBHOTO
BBEJICHUS 110 2 CYNIO3UTOpUS 3 pasza B JIcHb B TeueHUe 4 HeAeNlb coAepxkaHue (IyoOKOPTOJIIOHA B
IJ1a3Me KPOBU HE JIOCTUTajIO0 YPOBHS, OKAa3bIBAIOIIETO CUCTEMHOE BO3/ICIICTBHE.

AOcopOnmst W OHMOJOCTYIHOCTh JIMJOKAMHA I1OCJIE PEKTAJBLHOTO BBEJCHUS CYIITO3HTOPHS
cocTaBirsieT 0koio 24 %.

BI/IOTDaHCd)ODMaHI/IH

®dayoKOpTOJOHA MUBAJAT THIPOJU3YETCS JcTepa3amu, (epMEHTaMH ouara BOCIAJICHHUS, C
obpazoBanueM (GiryokopTosoHa, 11-keTodIyoKOopTOIOHa U TPUMETIITYKCYCHON KHUCTOTHI.

B opranusme uenoBeka JIMIOKAaMH  METAOOJM3MPYETCS IYyTEM  OKHCIMTEIbHOrO  N-
J€3aKHIMPOBAHUS, THAPOIN3a AMUIHON CBSI3U M THIPOKCUINPOBAHUS apOMATHUECKOTO KOJIbIIA C
o0Opa3oBaHueM 4-TUIPOKCH-2,6-KCHIIATUHA.

Pacnopenenenne

ITeproas! mosTyBBIBEICHHUS U3 ILUTa3Mbl (DIyOKOPTOJIOHA M €ro METabOJIUTOB IOCIE PEKTaIbHOTO
BBEJICHUS COCTaBIUIM mpumepHO 1,3 u 4 yaca cooTBeTCTBEHHO. (DIIyOKOPTOJIOH BBIBOAMUTCS U3
OpraHusma B BH/I€ METaOOJIMTOB IPEUMYIIIECTBEHHO BMECTE C MOUOM.

[lepuon monyBBIBEICHUS JIHI0KAMHA U3 TUIa3Mbl KPOBH cocTaBiigeT 1-2 yaca. C MOYOI BBIBOJIUTCSA
70 % nuaokawHa B BUJIe META00JIUTA — 4-THAPOKCH-2,6-KCHIIHIUHA.

IToka3zanus k NMPUMEHCHUIO

[IpemapaT mokazaH K MPUMEHEHHIO Yy B3POCIbBIX AJII CUMIITOMATHYECKOTO JieUeHUs O0JH, OTeKa,
YKKEHUS, 3yJ1a IPU TEMOPPOE, TPOKTHTE.

IIpornBonoka3anus

° FI/IHep‘IYB CTBUTCIBHOCTD K HeﬁCTBYIOHlHM BCIICCTBAM nin K J'IIO6OMy nu3
BCIIOMOT'aTCJIbHBIX BCIICCTB.

. TyOGepkyne3Hblil 1 cuuIMTHYECKHE TPOLECCH B 001aCTH HAHECEHM s ITpernapara.

. Bupychsle 3a0oneBanus (Hanpumep, BETpsiHas OCIa, OMOSACHIBAIOIIMK JHIIail) B 0061acTi
HaHECEHUs Mpenapara.

. Peaknysa Ha BakIMHALHKO.
. JleTckuii ¥ OJIPOCTKOBBIM Bo3pacT miuaamie 18 neT (HaHHble KIMHUYECKUX HCCIIeAOBAHUM
OTCYTCTBYIOT).

. I TpumecTp GepeMeHHOCTH.

IIpumenenne npu 6epeMEHHOCTH U B IEPHOJ IPYAHOI0 BCKAPMJIMBAHMA

bepemenHOCTD

Knunndecknx maHHbIX 00 HCHOJB30BaHUM IMIpernapaTa IMpd OEpPeMEHHOCTH W B IEpPUOJ
IPYAHOTO BCKapMIIMBAHUs HENOCTATOYHO. MccienoBanys Ha )KUBOTHBIX ITOKa3alu pENPOAYKTUBHYIO
TOKCHUYHOCTh  (pryokopTonoHa mnuBanata. Crenyer wu30erarb Ha3HA4YeHHs IpenapaTos,
COJIepXKALMX TJIIOKOKOPTUKOCTEPOUAbI B TEPBOM TpUMecTpe OepemeHHocTH. B psne
UCCIICIOBAaHMN MOKAa3aHO YBEIMUYCHHE PUCKA Pa3BUTHS pacUieNUHbl He0a Y HOBOPOXKICHHBIX, YbH
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MaTepu MPUHUMATH TIIOKOKOPTHKOCTEPOUIBI B MEPBOM TpUMeECTpe OepeMeHHOcTH. Ha3HaueHue
npenapara Bo Il m III Tpumectpe OepeMEHHOCTH BO3MOXXHO TOJIBKO B TOM Cjydae, €cliu
MOTEHLIMaIbHAas MOJb3a JIJISl MaTepH MPEBBIIIACT PUCK UId Mioga u MiaaeHua. Cuenyer uzberarb
JUIUTENBHOrO NpuMeHeHus npenapata Penud® Ipo npu HazHAYEHHH B HEpHOJ OEPEMEHHOCTH H
TPYAHOTO BCKAPMIIMBAHHUSL.

Jlakranust

Crnenyer wu3beraTh JIMTENHHOTO NpuMeHeHuss npemapata Pemud® Ilpo npu HasHaueHuu B
nepuoj IrpyAHOro BckapmiuBaHus. HasHaueHnue npemapata B IEpUOA I'PYIHOTO BCKapMJIMBAaHUS
BO3MO>KHO TOJIBKO B TOM CIIy4ae, €CJIM NOTCHUUAIbHAs MOJIb3a UIsl MaTEPU MPEBBILIACT PUCK IS
MIIaJICHLA.

Cnoco0 npumMeHeHUs ¥ J103bl
PexrtansHo.

Pemud® Ipo pekoMeHyeTcs IpUMeHATh Hocie aedexanun. Ilepes nCIonp30BaHHEM Mpenapara
CJIeIyeT IPOBECTH TUTUEHY aHyca (3aIHEero MpoXoa).

HpOIIOJDKI/ITeJ'IBHOCTI) JICYCHUA HC OOJIDKHA IIPEBBIIIATH 2 HCICIIN.

[To 1 cynno3uTopuio BBOAAT B 3aJHUM NMPOXOJ 2 pa3a B JIeHb, YTPOM M BEUEPOM, OJHAKO IMPHU
TsDKENoN ¢opme 3aboseBaHus MepBble 3 AHS BBOIAT Mo 1 cymmosutopuio 3 pasza B JeHb. [lpu
CTaOUIIPHOM YJYYIIEHHH BO MHOTMX Cily4asX ObIBa€T JOCTaTOYHO BBOAUTH IO OJHOMY
CYHIO3UTOPHUIO B CYTKH WJIM Y€pE3 JEHb.

Cynnos3utopuil cieayeT BBOAWTH TaK, YTOObI OH OCTajcs B aHAJIbHOM KaHaie (Ha ypOBHE
3aIHETIPOXOJTHOTO OTBEPCTHS), HE TOTPY’KasACh TMOJHOCTHIO B MpsIMyr0 KuilKy. OCHOBaHHE
CYIITO3UTOPHUS CIECIYeT MPHUACPKUBATh MapiieBOH cal(heTKOH B TCUECHHUE HECKOJIBKUX MHHYT JIO
IIOJIHOTO €T0 PaCTBOPEHUSI.

HpI/I CHJIBHO BOCIIAJICHHBIX U, CJICA0BATCIIbHO, 00JIE3HEHHBIX TeMOpPpPOUJAIBHBIX  y3J1aX,
PCKOMCHAYCTCA HAYUHATD JICHCHHUEC C KpEMaA.

ITo0ouyHOE neiicTBHE

Hwxe mnpuBeneHa wyacToTa HEXENATENbHBIX peakluil, O KOTOPbIX COOOIIAJOCh B XOJ€
KIMHMYECKUX Hccnenopanuii npenapata Penud® Ipo. B npenenax kaxmoi Ipymibl, BblieJIeHHOM
B 3aBUCHMOCTH OT YaCTOThl BOSHUKHOBEHMS, HEXKEJIATEIbHbIE PEAKI[UU IIPEICTABIICHBI B MOPSAKE
YMEHBIIIEHUs UX TshKecTH. [1o yactoTe Bce peakumu pa3fessitoTcs Ha odeHb dacteie (> 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. 9acCTOTa HCU3BECTHA — AJUICPTUICCKHUC PCAKIIUH.

Hapywenusa co cmoporbl Kodcu u NOOKONCHbIX MKAHEIL. pu NpoAOJIKUTCIIBHOM JICUCHUU (60.]166
YCTBIPCX HC,Z[CJ'IB) CYHICCTBYCT PUCK Pa3BUTUSA MCECTHBIX U3MEHEHMH KOXH, TaKHUX KakK anO(I)I/I}I,

CTPUH WIN TE€JIECAHTMOIKTA3UU.
Ilepeno3upoBka

CHUMIITOMBI

[Ipenmonaraercd, 4YTO TMpH CIy4alHOM TIpUeMe I[pernapaTa BHYTpb (Hampumep, Mpu
nporjaTbiBAaHUKM 0OoOJiee 4eM OJHOrO CYIIO3UTOpUs) Haubojee TSKeIble CHUMITOMBI MOTYT

3



BO3HUKHYTBH CO CTOPOHBI CEpACUHO-COCYTUCTON CUCTEMBI (YyTHETeHHE (PYHKIIMU Cep/illa, OCTAHOBKA
cepaua) u LITHC (cynoporu, yrueTeHue qpIXaHus, OCTAHOBKA JIbIXaHUS) B 3aBUCUMOCTH OT JIO3bI.

JleueHue

JleyeHnue nepeno3UpPOBKU BKIHOYAET TIIATEIbHBIN KOHTPOJIb XU3HEHHBIX (DYHKUUN, IPUMEHEHHE
MOJICPKUBAIOIINX TpoLEeAyp (MOJauu KUCIOpOoaa), a Takke cuMmrromatuyeckoe jiedenue [IHC u
CepACYHO-COCYTUCTON CHCTEMBI, Hampumep OapOuTyparamu ObIcTporo jAeWcTBus, OeTa-
CHUMITATOMUMETHUYECKUMH TperapataMi ¥ aTponuHoM. llpuMeHeHue nuanu3a HE IOKa3bIBaeT
JOCTaTO4YHYI0 A(PQPEKTUBHOCTh. [IpM BO3HUKHOBEHHMH CHMIITOMOB MEPEIO3UPOBKH CIIEAyeT
MPEKPAaTUTh IPUMEHEHHUE Mpernapara u NPOKOHCYIbTHPOBATHCS C BPAYOM.

B3aumopneiicTBHe ¢ APYTUMU JIEKAPCTBEHHBIMH CPeACTBAMU
HccnenoBanus B3auMOIEUCTBUS HE TIPOBOAUIIHCH.

[Ipn omHOBpEeMEHHOM NPUMEHEHHMH JIMIOKaWHA C AaHTHAPUTMHYECKUMH IpernaparaMd BO3MOKHO
ynnuaenue uaTepBaia QT W, B OUeHb pPEeIKUX Clydasx, BO3MOXKHO pa3BuTHe AB Omokanel win
GUOPHILISIIIAYN JKETYI0YKOB.

CoBMecTHOE MpUMEHEHHUE Ipernapara U MHruOMTOpoB mHuTOoxpoma P450 3A4 MOXKET MOBBICUTH
PUCK DPa3BUTHS CHCTEMHBIX IMOOOYHBIX PEAKIUH Ha TMPUMEHEHUE KOPTHKOCTEPOUIOB, BKIIIOUAs
CYNpPECCUI0 TUIOTaIaMO-TUTIO(U3aPHO-AAPEHATIOBON cucTembl. Crenyer u3beratb KOMOWHAIIMU
9TUX IMpernapaToB, 3a HUCKIIOYEHHEM TeX CIIy4yaeB, KOIJia I0Jib3a TEpamluH MPEBBIIIACT PHUCK
pa3BUTHS CUCTEMHBIX IMOOOYHBIX peaKIUid Ha KOPTUKOCTEpouabl. B ciiydae HeoOxomumocTu
npuMeHeHns npenapata Pemud® Ilpo B koMOMHAIMM ¢ MHTHOMTOpaMH IMTOXpoMma P450 3A4
ClelyeT OCYIIECTBISATh TIIATENbHOE HAONIOACHHE 3a MAIlMEHTOM B CBA3U C PHUCKOM pa3BUTHS
CHUCTEMHBIX PEaKIMil Ha KOPTUKOCTEPOUIBI.

Oco0ble ykazanus
. [Tpu HamuYuK TPUOKOBBIX MH(EKIH B fononHenue k Pemud® ITpo TpebyeTcs mpoBeieHKe

COOTBETCTBYIOIIEH MPOTUBOTPUOKOBOM Tepanuu.

. Crnenyet u3berats nomnajgaHus nmpenapara BHyTPb M KOHTAKTa Mpernapara ¢ riia3amH.
. Heo6xoauMo TiiatensHO BRIMBIT PYKH TTOCIIE IPUMEHEHUS Mperapara.
. Crnenyer u30eratb KOHTaKTa Ipernapara ¢ HW3JACIUAMH M3 JilaTekca (KOHTpaIleNTHBHbBIC

nradparMel U Ipe3epBaTuBb) BO H30€KaHUEe CHUKEHUS UX Y3PPEKTUBHOCTH.

Biansinne J1eKapCTBEHHOr0 TMpenapara Ha CHOCOOHOCTh YNPABJIATH TPAHCNOPTHBIMH
cpeCTBAMH, MEXaHU3MAMH
[Ipenmapatr He BiHsAE€T Ha CHOCOOHOCTH YHPABIATh TPAHCIOPTOM WM 3aHUMATbCA JPYTUMHU

MNOTCHIMAJIBHO OIIACHBIMHW BHIAAMH JICATCIIBHOCTH, Tpe6y10H_II/IMI/I MOBBIIICHHOMN KOHICHTpAaIUH
BHHUMAaHHA U 6BICTp0TBI MCUXOMOTOPHBIX peaKHI/II‘;I.

®DopMa BBIIYCKA

Cynnosutopun pextanbabie 40 mr + 1 mr. I[To 5 nam 6 cynno3utopueB B CTpHUIIE U3 aTFOMHUHUEBOM
¢Gonbry, JaMUHUPOBAHHOM MOJIMATUICHOM HU3KOM IJIOTHOCTH (BHYTpeHHUH cioi). 1 wm 2
CTpHUIIa BMECTE C MHCTPYKIMEN IO MEAULIMHCKOMY ITPUMEHEHHUIO ITIOMEINAIOT B KAPTOHHYIO MAYKYy.



YcaoBusi Xxpanenust

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

Cpox rogHocTu

4 rona.
He npumeHsTh 10 UCTEYEHUH CPOKA TOTHOCTH.

YcaoBus ornycka

OTITyCKaIOT 10 perenTy.
Jlep:kaTeib perucTPallMOHHOIO YA0CTOBEPEeHUs!

baitep Koncbromep Kap AT, [lerep Mepuan Lltpacce 84, 4052 bazens, [lIBelinapusi.
Bayer Consumer Care AG, Peter Merian-Strasse 84, 4052 Basel, Switzerland.
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