OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA
1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEITAPATA
Pemud IIpo, 1 mr + 40 Mr, cynmo3uTopun peKTaabHbIE.
2. KAYECTBEHHBIN U KOJTUMYECTBEHHBIN COCTAB
HerictByromue Beniectsa: JIngokanH + @iryoOKOPTOIOH.

Kaxnpiii cynmosutopuii  cogepxut 1 mr ¢uyokopromona mnuBaiara u 40 Mr amgokanHa
THAPOXJIOpUAa (B epecyere Ha Oe3BOHOE BEILECTBO).

[TonHbIH CIIMCOK BCIIOMOTaTENIbHBIX BELIECTB IPUBEEH B pasjeine 6.1.
3. JEKAPCTBEHHAS ®OPMA
CynnosuTtopuu peKTajbHbIE.

Ot moutu 0enoro M0 JKEITOBATO-OEJIOro IBETa CYNIO3UTOPHH TOPIEn000pa3sHoi (Gopmbl ¢
JIaJIKOW TTIOBEPXHOCTHIO.

4. KIMHHUYECKHUE JAHHBIE
4.1. Tloka3aHusi K NPMMEHEHUIO

[IpenapaTt moka3aH K NMPUMEHEHHUIO y B3POCIBIX JIJISI CUMIITOMATUYECKOTO JIeUeHHsI O0JM, OTeKa,
AOKEHUS, 3yJa IPU TeMoppoe, MIPOKTHUTE.

4.2. PexXuM 103MPOBAHMS M CIIOCOO MPUMEHeHMsI

PexxuM 103upoBaHus

ITo 1 cynno3uTopuio BBOAAT B 3aJHUI NPOXOX 2 pa3a B J€Hb, YTPOM M BEUYEPOM, OAHAKO IIPU
TsoKenol ¢dopme 3aboneBaHus nepBble 3 HS BBOAAT mo 1 cynmosutopuio 3 pasa B AeHb. llpu
CTaOWJIBHOM YJIYYIIEHHd BO MHOIMX CIy4yasX OBIBaeT JOCTATOYHO BBOJUTH 110 OJHOMY
CYMNIIO3UTOPHIO B CYTKU WIN YEpPE3 JEHb.

HpOI[OJ'DKI/ITeJ'II)HOCTI) JICYCHUS HC JOJDKHA IMTPEBBIIATH 2 HEACIIN.
CTU

[IpemapaT NPOTHBOIIOKA3aH JETSIM H IMOAPOCTKaM wuammie 18 ner (maHHble KIMHUYECKHX
MCCJIEIOBAHHI OTCYTCTBYIOT).

Cooco0 ImpuMeHeHus

PexranbHo. Pekomennyercss nmpuMmeHsaTh nocie aedekanuu. [lepen ucmonb3oBaHUEM Ipenapara
ClIeZlyeT MPOBECTH FMTMEHy aHyca (3aJHero mpoxoa).

Cynmno3uTtopuii cieayeT BBOAWTH TaK, YTOObI OH OCTajcsi B aHAJIBHOM KaHaie (Ha ypOBHE
3aIHEMPOXOJITHOTO OTBEPCTUSI), HE MOTPYKasiCh NOJHOCTHIO B MpsMyI0 KHUIIKY. OCHOBaHHE
CYNMO3UTOPHUSI CIEAYET MPUIAEPKUBATh MapiieBou caideTKol B T€UEHHWE HECKOJIbKMX MHUHYT JO
IIOJIHOTO PACTBOPEHUSI.

HpI/I CHJIBHO BOCIIAJICHHBIX U, CJICA0BATCIIbHO, 0O0JIC3HEHHBIX TeMOpPPOUIAIBHBIX  y3JIaX,
PEKOMEHAYCTCA HAYMHATD JICUHCHHUE C KpEMaA.



4.3. TlpoTruBomoka3zaHusi

e ['unepuyBCTBUTENBHOCTh K  JCHCTBYIOIIMM  BelIeCTBaM WM K  JIoOOOMy U3
BCIIOMOTATEJIbHBIX BEIIECTB, IEPEYUCICHHBIX B pasjeie 6.1.

e TyOGepKyie3Hbli U CHPUINTUYECKHE TPOIIECCH B 00JIACTH HAHECEHUS Tperapara.

e Bupycusie 3a0oneBanus (HampuMep, BETpsiHAsS OCHA, OMOSCHIBAIOIIMI JIMINAi) B 00JacTH
HaHECeHUs Mpernapara.

e Peaknus Ha BaKI[MHAIHAIO.

e Jlerckuil ¥ MOJPOCTKOBBIM Bo3pacT miuanauie 18 seT (gaHHble KIMHUYECKUX HCCIIEAO0BAaHUI
OTCYTCTBYIOT).

e | TpuMecTp OEPEMEHHOCTH.
4.4. OcoOble ykazaHusi 1 MepPbI MPeI0CTOPOKHOCTH NP NPUMeHEeHUH
[TpuMeHSTH C OCTOPOKHOCTHIO MTPH HAIMYHMHU Y TAIIMEHTA CIETYIONUX COCTOSHHMA:

e [lpu Hanuuuu rpubKoBbIX HH(EKIUN B qononHenue K Penud [Ipo Tpebyercs nmpoBenenue

COOTBETCTBYIOIIEH TPOTUBOTPUOKOBON TEPAIIUH.

o CJ'ICI[yeT n30erarhb nonaaaHuvs Ipernapara BHyTpb U KOHTAKTa IIperiapara € riia3aMu.
L4 HCO6XO[[I/IMO THIATCIIBHO BBIMBITH PYKHU IMOCJIC IPUMCHCHUA ITpECIiapara.

o CnenyeT n30eratb KOHTAKTa npciiapara € HM3ACIUAMU H3 JIATCKCa (KOHTpaI_IGHTI/IBHLIC

nuadparmMel U MPE3epBATUBBI) BO N30€KaHNUE CHUKEHUS UX 3P(HEKTUBHOCTH.

4.5. B3aumoaeiicTBMe ¢ JAPYTHMH JIEKAPCTBEHHBIMH IpenapaTamMH W Jpyrue BHAbI

B3anNMOJeNCcTBUA

WccnenoBanust B3auMo1eWCTBHS HE TIPOBOIMIIHCH.

[lpr oqHOBpEeMEHHOM NPUMEHEHWH JHIOKAaMHA C aHTHAPUTMUYECKHMH TIpErapaTaMi BO3MOXKHO
ynnuaenue uHTepBaia QT u, B OUeHb pPEeIKUX CllydasX, BO3MOXKHO pa3BuUTHE AB Oiokansl Wiu
GUOPHILIALINY JKETYyA0UYKOB.

CoBMmecTHOE NpUMEHEHHE Npernapara U MHIMOMTOpoB nuToxpoma P450 3A4 MoXeT MOBBICUTH
PHCK DPa3BUTHUSA CHCTEMHBIX MOOOYHBIX peakiii Ha NpUMEHEHHE KOPTUKOCTEPOUIOB, BKIIIOYast
CYIIPECCUIO THUIOTaNaMo-THIO(pHU3apHO-apeHanoBoil cuctembl. Cienyer u3berarb KOMOWHAIMU
TUX TMpernapaTroB, 3a HCKIIOYEHHEM TeX CIIydyaeB, KOrja IoJib3a TEepanuy MPEBBIIIAET PUCK
pa3BUTHS CUCTEMHBIX IMOOOYHBIX peaklMid Ha KOPTUKOCTEpouabl. B ciiydae HeoOxomumocTu
npuMmeHenus mnpenapata Pemud Ilpo B xomOunanuu ¢ mHruOutopamu murtoxpoma P450 3A4
ClIeZlyeT OCYILECTBJIATh TIIATEIbHOE HAOJIOJCHHE 3a MAllMEHTOM B CBA3M C PHCKOM pa3BUTHS
CUCTEMHBIX peaKiuii Ha KOPTUKOCTEPOUIBI.

4.6. @epTHIBHOCTH, 0ePEeMEHHOCTb M JIAKTALUS

bepemeHHOCTD

Knuanuecknx maHHBIX 00 WCMOJIB30BAHUM TIpenapara mpu OEpeMEHHOCTM U B TEPHOJ
TPYIHOT0 BCKapMJIMBaHUSI HEIOCTATOYHO. MccienoBanms Ha )KUBOTHBIX MOKa3ajiu PENpOAyKTUBHYIO
2



TOKCHYHOCTh  (iyokopToioHa mnuBanara. Cienyer wu30erarb Ha3HAYCHUS IIPEMapaTos,
collepKalluX TJIIOKOKOPTUKOCTEPOUABl B TIEpBOM TpumecTtpe OepemeHHocTu. B psane
UCCJIEIOBAHUM MOKa3aHO yBEIIMYCHHE PUCKA PA3BUTHUS PACLICIUHBI HE0A Y HOBOPOXKIECHHBIX, YbU
MaTepu MPUHUMAIN TIOKOKOPTUKOCTEPOUIbl B MIEPBOM TpUMecTpe OepeMeHHOcTU. Ha3HaueHue
npenapara Bo Il um III Tpumectpe OepeMEHHOCTH BO3MOXKHO TOJBKO B TOM ClIy4ae, €CJIu
MOTEHIIMAIbHAS MMOJIh3a JIJISI MaTepPH MPEBBIMIAST PUCK I Tuiofa u muaneHna. Cienyer uzberarb
JUTMTETILHOTO TIpuMeHeHus mnpemapata Pemud Ilpo mpu HazHadeHnu B mepuoj OSpPEeMEHHOCTH U
TPYJHOTO BCKapMJIMBAHMUSL.

Jlakrarus

Cnenyer wusberarb AJIUTENBbHOTO NpuMeHeHus mnpenapara Penud IIpo npu HasHaueHuu B
nepuoj TpyAHOrO BCKapmiuBaHus. HasHaueHue mpemnaparta B MEpHUOJ I'PYJHOTO BCKapMIIUBaHUS
BO3MOXXHO TOJIBKO B TOM CiIy4ae, €CJId MOTEHLUAIbHAsl M0JIb3a JUIsl MaTEepU MPEBBILIACT PUCK IS
MJIaJIeHLA.

4.7. BausHue HA CIMOCOOHOCThH YIPaABJIATh TPAHCIIOPTHBIMHU CPEACTBAMHU M paﬁoTaTb C
MEXaHU3IMaMu
HpenapaT HE BIUSIET Ha CIIOCOOHOCTH YHOpaBJIATH TPAHCIIOPTOM WM 3aHHUMATBCA APYIUMHU

NOTCHOHUAJIBHO OIIACHBIMKM BHAAMHU ACATCIIBHOCTH, Tpe6YIOH_II/IMI/I MMOBBIIIEHHOM KOHIOCHTpalun
BHHMMAaHHA U 6BICTpOTbI MICUXOMOTOPHBIX pCaKHHﬁ.

4.8. HexenarejibHble peakIHu

PesroMe HexxenaTeabHbIX PEAKIINT

Huke mpuBeqeHa YacTOTa HEXKENATEIbHBIX PEAKIHil, O KOTOPHIX COOOMIATOCh B X0
KIMHUYECKUX HCCICJOBaHUI Tpemapara. B mpeaenax KakaoW Tpymnibl, BBIACICHHOW B
3aBUCHMOCTH OT YacCTOThI BOSHHUKHOBCHUSI, HEXKENATEIbHbIC PEAKIMU MPEICTABICHBI B MOPSIIKE
YMEHBIICHHST UX TOKEeCTH. [0 4acToTe BCe peakiiu pa3feisioTcs Ha o4yeHb uacthie (> 1/10),
gacteie (> 1/100 u <1/10), newactsie (> 1/1000 u <1/100), penkue (> 1/10000 u <1/1000) u ouecHb
peakue (> 1/100000 u <1/10000).

05114146 HAapyuweruAa u peaKkyuu 6 mecme 66€0€HUs. 4aCTO — KIKCHUC, HCYACTO — pasapaKCHUC.

Hapywernus co cmoporbl UMMYHHOU CUCMEMbL. 9aCTOTa HEU3BECTHA — AJUICPIrUICCKHUEC PCAKIIUH.

Hapywenus co cmoponsl Kodcu 1 nOOKOICHbIX mKaHeu: TPU TPOJOJDKUTEIILHOM JieueHuu (Oonee
YeThIpeX HEJElNb) CYIIECTBYET PUCK pa3BUTHS MECTHBIX M3MEHEHHUH KOXKH, TaKUX Kak aTpodus,
CTPUH WIH TEICAHTMOIKTA3UU.

COO6H.ICHI/IC O MOJO03PEBACMBIX HEXKEIATCIIbHBIX PCAKIIMAX

BaxHo coobmare O TOAO03pPEBAEMBIX  HEKENATEIbHBIX pEaKkIMAX TIOCJe  PEerHCTpaliu
JIEKapCTBEHHOI'0 MpernapaTa ¢ Lelblo 00ecreyeHus] HEeMPEephIBHOIO MOHUTOPUHIA COOTHOIIEHHMS
«I0JIB3a — PHCK» JIEKAPCTBEHHOro Impenapara. MeAUIUHCKUM pabOTHHKAM pPEKOMEHIyeTCs
coo0mare 0 JIIOOBIX IOA03PEBAEMBIX HEKENATENbHBIX PEAKIMAX JIEKAPCTBEHHOrO IIpernapara
4Cpe3 HAIlMOHAJIBHBIC CHUCTEMBI COO6HICHI/I$[ 0 HEXCIATCIBHBIX PCAKIUAX TOCYAApCTB — YJIICHOB
EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.

Poccuiickas ®enepanus:



109012, MockBa, CnaBsiHCKas II0aab, a. 4, ctp. 1

®denepanbHas ciryk0a o Haa3opy B chepe 3apaBooxpaneHus (Poc3apaBHamzop)
Ten: +7 (495) 698 45 38, +7 (499) 578 02 30

daxc: +7 (495) 698 15 73

DrexkTpoHHas mouTa: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9. Tlepeno3mpoBka
CuMITOMBI

[Ipeanonaraercsi, 4YTO mNpHU CIy4alHOM TIpHEMe IIpenapara BHYTpPh (Hampumep, NpH
MporjaThlBAaHUU 0o0Jiee 4YeM OIHOTO CYMIO3UTOpUs) Haubosee TSKEIbIe CUMITOMBI MOTYT
BO3HUKHYTh CO CTOPOHBI CEpACUHO-COCYIUCTON CUCTEMBI (YTHETeHHE (PYHKIIMU Cep/illa, OCTAHOBKA
cepaua) u LTHC (cymoporu, yrueTeHue qpIXxaHus, OCTAHOBKA JIbIXaHHUs) B 3aBUCUMOCTH OT JIO3BI.

JleueHune

JledeHnue mepeo3upOBKY BKITIOYACT TIIATEIBHBI KOHTPOJIb XU3HEHHBIX (DYHKIUN, MPUMCHCHHE
MOICPKUBAIOIINX TPOLEAYyp (MOJa4u KUCIOpOoaa), a Takke cumiromatuyeckoe jedenue [IHC u
CEpJICYHO-COCYIUCTON  CHUCTEMBI, Hampumep OapOutyparamMu OBICTpOTO JeWCTBUA, Oera-
CUMIATOMHUMETHYECKMMH TMpernapaTaMu U arponuHoM. [IpuMmeHeHue nuanu3a HE IMOKa3bIBaeT
nocratounyro dhdextuBHOCTh. [IpM BO3HUKHOBEHHWH CHMIITOMOB TMEPEIO3UPOBKH CIEIyeT
MPEeKPaTUTh IPUMEHEHHUE Mpernapara u NPOKOHCYIbTHPOBATHCS C BPAYOM.

5. ®APMAKOJIOTMYECKUE CBOVCTBA

5.1. ®apmakoauHAMIYeCKHE CBOICTBA

®apMakoTepaneBTUYeCKas TIpylna: [IIOKOKOPTUKOCTEPOU I s MECTHOrO IPUMEHEHUs
KOMOMHHPOBaHHBIN

Koxg ATX: C05SAXO03

Mexanusm aelictBus U hapMakoauHaMudeckre dhGheEKThI

@I1yOKOPTOJIOH MPHU BO3JCHCTBUM Ha KOXKY HpPEIyNpexkaaeT KpaeBoe CKOIUIEHHE HEUTPO(HIIOB,
OPUBOAUT K YMEHBIICHUIO YHCIAa JUM(OKMHOB M TOPMOXKEHHIO MUTpalud Makpogaros,
CHOCOOCTBYSl YMEHBIIEHUIO MPOLIECCOB MHPMIBTPALIUH, SIKCCYAALNN U TPAHYJIISALHH.

@DI1yOKOPTOJIOH TOJABISET BOCHANUTENbHBIE U AIJIEPTUUYECKHE PEaKIMH KOXKU U o0Jerdaer 3y,
M¥OKEHHE U 00JTb; YMEHBIIAET TUJIATAlUI0 KaMIIIPOB, MHTEPCTUIIHAIBHBIN OTEK U UHOUIBTPAIIUIO
TKaHEN.

JlunokanH — MECTHBI aHeCTeTHK; 00e300JMBaloIIee W MPOTUBO3YIHOE EHCTBHE TOCTHTACTCS
Oyaromapsi MoOJaBlIeHWIO OOpa3OBaHHS W TPOBEACHUS HEPBHBIX HMITYJILCOB MO ad@epeHTHBIM
HEPBHBIM BOJIOKHAM MYTEM JEMOJIIPU3AIIMN HATPUEBBIX KAHAJIOB.

5.2. PapmakoKHHeTHYECKHE CBOHCTBA

AOGcopbuus

MecTHbIl TepaneBTHYEeCKHi 3((HEKT JOCTUTAaeTCs MPU HU3KOM YPOBHE aKTHBHBIX KOMIIOHEHTOB B
1a3Me KpOBH.


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

[Tocne oAHOKpAaTHOrO BBEIEHUS OJHOTO CYMIO3UTOpHUs abcopOius (IyOKOPTOJIIOHA MUBaiara
COCTaBJIsIa MaKCUMaJIbHO 5 % OT BBEIEHHOTO KOJIMYECTBA Ipenapara. B mepmos exeTHeBHOTO
BBE/ICHHS 1O 2 Cymmo3uTopust 3 paza B JICHb B TeueHHE 4 Hesenb coaepkaHue (hIyoKOpTOIOHA
B IUIa3M€ KPOBH HE JOCTUTAIO YPOBHSI, OKa3bIBAIOIIET0 CHCTEMHOE BO3/ICHCTBHE.

AOcopOIss W OHMOJOCTYHNHOCTh JIMJOKAWHA IIOCJIE€ PEKTAJLHOTO BBEACHUS  CYMITIO3HTOPHS
cocTaBisieT 0koJIo 24 %.

Buorpancdhopmarius

®nyokopTosioHa THMBANAT THUAPOIM3YETCS JcTepa3amMH, (epMeHTaMH ouara BOCIAICHHSA, C
oOpa3zoBanueM (hIyoKopTonoHa, | 1-keTogryoKOpTOIOHa U TPUMETHUITYKCYCHOM KUCIOTHI.

B opranusme uyenoBeka JIMJOKAaWH ~ METaOOIM3UPYETCS  MyTEM  OKHCIUTEIbHOrOo  N-
JE3aTKUIMPOBAHUS, THIPOIN3a aMHUTHOW CBSA3HM M TMIPOKCHIIMPOBAHUS apOMAaTHYECKOTO KOJIbIIA C
o0OpazoBaHueM 4-THAPOKCH-2,6-KCHITHINHA.

Pacupenenenue

[Tepuonpl mOMYBBIBEIEHUS U3 IUIa3Mbl (PIIyOKOPTOJIOHA M €ro MeTabOJIMTOB HOCJIE PEKTAIbHOIO
BBEJICHUS COCTaB/sUIM npuMepHo 1,3 u 4 yaca cooTBeTCTBEHHO. PDIIyOKOPTOJIOH BBIBOAUTCS M3
OopraHu3Ma B BHJI€ METa0OJUTOB NPEUMYIIECTBEHHO BMECTE C MOYOM.

[Tepuon nomyBbIBeIeHHS TMAOKanHA U3 TIa3MbI KpOBH cocTaBisieT 1—2 gaca. C MOYOI BBIBOAUTCS
70 % numoxkanHa B BUAE MeTaboInuTa — 4-THIPOKCU-2,6-KCHITMANHA.

6. ®PAPMAIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BcrOMOraTe/IbHBIX BellleCTB

XKup tBepasiit (Burencon W 35)

6.2. HecoBmecTMMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs1)

4 rona.

6.4. OcoOble Mepbl NPeIOCTOPOKHOCTH TNPH XPAHEHUH

XpaHuTh NpH Temneparype He Boiie 25 °C.
6.5. XapakTep u coaep:kaHue YNIaKOBKH

Cynnosutopun pextanbibie 40 mr + 1 mr. 1o 5 niam 6 cynno3utopueB B CTpHUIE U3 aTFOMHUHUEBOM
¢donbpru, JaMUHUPOBAHHOM MOJMATUICHOM HU3KOH IUIOTHOCTH (BHYTpeHHMH cioif). 1 umm 2

CTpuIia BMECTE C HHCTPYKHI/Ieﬁ 10 MEAUILTMHCKOMY IMPUMCHCHHUIO ITOMCIIAIOT B KAPTOHHYIO ITAYKYy.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TNPH  YHUYTOKEHHH  WCHOJb30BAHHOTO
JIEKAPCTBEHHOr0  mpemapara WJIH  OTXO0JA0B, TOJYYEHHbIX TOCJde NPUMEHEHUs

JIEKAPCTBEHHOI0 Npenapara, u pyrue MaHUNyJIsiUM C NpernapaToM

Het 0co0bix TpeOOBaHM K yTHIN3AIINN.



Becp ocraBmmiics JIEKapCTBEHHBIN MpenapaT U OTXOABI CIECAYET YHUYTOXUTH B YCTaHOBIEHHOM
MOPsIIKE.

7. JEPXKATEJIb PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

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

7.1. TlpeacraBuTeib AepKaTesisi PpericTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un HOTDC6I/IT€JICI71 HaIpaBJIATH 110 aApECy:

Poccuiickas @enepanus

AO «BAUEP»

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

https://www.bayer.ru/

8. HOMEP PETUCTPALHMUOHHOI'O YJOCTOBEPEHUS

9. JIATA MIEPBUYHOW PETUCTPALIMM (IOATBEPKIEHUS PETUCTPALIMH,
MEPEPETMCTPALIMN)

03.08.2022
10. JATA NEPECMOTPA TEKCTA

OO6mas xapakTepHucTUKa JekapcTBeHHOro npenapara Penud [Ipo noctynHa Ha nHbOpMalmoHHOM
noprane EBpa3uiicKoro 3KOHOMHMYECKOTO CO03a B HH(POPMAIMOHHO-KOMMYHUKALIMOHHON CETH
«Uutepuer» https://eec.eaeunion.org/


https://www.bayer.ru/

