MUHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUMCKOU OEJIEPALIMA

WHCTPYKIUA
10 IPUMEHEHHIO JIEKAPCTBEHHOTO Ipernapara Jijisi MeIMIUHCKOrO IIPUMEHEHHUS
COJIAHTPA®
MHH3IPAB POCCHH
y NMN-0036931~1106121
PerncrpanmoHHblil HOMep:
Toprosoe nHazBanue npenapara: Conanrpa® COTJACOBAHO

MexayHapoaHOe HelIaTeHTOBAHHOE Ha3BaHue: BepmekTuH

JlexapcTBeHHast popma: KpeM Il HApYIKHOTO IIPUMEHEHHS

Cocras:

1 T Kpema COAEpPKUT:

Jleticmeylowee sewyecmeo:

uBepMekTHH 10,0 mr.

Bcnomozamenvrvie sewecmea: rauuepon 40,0 mr, uzonpommwmanemurtar 40,0 Mr, kapdomep
conmomumep Tun B 2,0 mr, aumernkon 20 Cst 5,0 mr, auHarpus sxpetatr 0,5 mr, JUMOHHOM
KucnoTel MoHoruapar 0,5 mr, merwnoBbri cnupt 35,0 mr, creapuioBsiif cnupt 25,0 M,
Makporona uHerocreanupoBeii  3dup 30,0 wmr, copburana creapat 20,0  wr,
MeTHInaparuapokcubdensoar 2,0 mr, nponuinaparuapokcuoensoar 1,0 mr, penokcusranon 10,0
mr, nporuieHrMKob 20,0 Mr, onennoseii cnupt 20,0 Mr, HaTpus ruapokcuaa pactsop 10 %
1o pH 6,3+0,3, Boga ounmennast 1o 1000 mr.

Onucanue:

Kpem ot 6enoro 10 cBeTI0-XKENTOro IBETA.

dapmakoTepaneBTHYECKasi FPYNINA: JIPYrHe JIepMaTOIOIMUECKUE TPenaparsl.

Kon ATX: D11AX22.

Papmako/10rH4ecKue cBoicTBA

DapmakoouHamuka

VBepMEKTHH OTHOCUTCS K TPYIIE aBEPMEKTHHA, KOTOPBIA OKa3bIBa€T MPOTHUBOBOCIAIUTEIBHOE
JeWCTBUE IIyTeM IIOJABJICHUS BBIPAOOTKM BOCHATMTEIbHBIX LUTOKMHOB, HHJYLHUPOBAHHOH
nunonosnMcaxapuaMu. [IpoTuBoBOCHANUTENIbHBIE CBOMCTBA HMBEPMEKTHHA JUId HApy)KHOTO
IPUMEHEHHUs] HaONIOJATMCh HAa MOJEISX BOCHATIUTENBHBIX IPOLECCOB KOXH Y JKHBOTHBIX.
VBepMeKTHH TaK)e BBI3BIBACT THUOENb Mapa3uTOB, TIJaBHBIM 00pa3oM, MOCPEICTBOM
CEJIEKTHBHOTO CBSI3BIBAHUSI M BBICOKOTO  CPOJICTBA K IJIyTaMaT-peryHpyeMbIM XJIOPHBIM

KaHajlaM, HaxXOJAIIUMCs B HEPBHBIX W MBIIIECYHBIX KJIETKaX 0€eCI03BOHOYHBIX. MeXaHu3M
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nevictBus npernapata CoslaHTpa® mpH JeYeHUH BOCHATUTEIBHBIX IIOPAXEHUI KOXHU IPH po3ariea
He M3BECTEH, HO MOXET OBITh CBS3aH Kak ¢ IPOTHBOBOCHATUTEIBHBIMU d(deKxramu
MBEPMEKTHMHA, TaK U CO CIIOCOOHOCTHIO MBEPMEKTHHA BBI3bIBaTh rubenb kiemeid Demodex,
KOTOpBIE, B CBOIO O4Yepe/Ib, SBISIOTCS (HAaKTOPOM, BBI3BIBAIOIIUM BOCIIAJIEHHE KOXKH.
DapmaKkoKuHemuKxa

Bcacvieanue

BcackiBaHne uBepMeKTHHa, cojepkamierocs B mpenapate Cosantpa®, OLEHHMBalId B
KJIMHAYECKOM HCCIIEJIOBAHUHU C YYACTHEM B3POCIIbIX MAllMEHTOB C TSKEJION CTENEHBIO IaIryJio-
IycTyJIe3H0M (OpPMBI po3alea, MPUMEHSBIINX MaKCHMAJIbHO JOIyCTUMYIO 103y Ipenapara. B
PaBHOBECHOM COCTOSIHHH (TIOCI]ie 2 HEJeNb JICUSHHsI) caMble BBICOKHE CpeJHME (+ CTaHJapTHOE
OTKJIOHEHHE) KOHIIEHTPAI[MK HBEPMEKTHHA B TJIa3Me KPOBH OTMeYaIuch B TeueHue 10 + 8 yacos
nocie npumeneHus: npernapara (Cmax: 2,1 + 1,0 vr/mn, auanaszon: 0,7-4,0 wr/mi), a camas
BbICOKas cpenHss (+ cranmaptHoe otkioHeHne) AUCo.4y cocTaBuima 36 + 16 Hr-u/mi,
muana3oH: 14-75 ur-u/mi). CucreMHas 9KCHO3UIMS MBEPMEKTHHA JOCTHraja IUIaTO K KOHILY
BTOPOM HEJEIH JICYCHHMs] B YCJIOBHUSX PABHOBECHOTO cocTosiHus. [Ipu Oonee jumMTenbHOM
JICYCHHUHU B UCCIIEIOBaHUX 3 (a3bl moKa3areb CUCTEMHON SKCIIO3MIIMH UBEPMEKTHHA OCTABAJIC
TeM e, 4TO M IIOCJIe JBYXHEJEJIBHOTO JieueHHUs. B ycllOBHSX paBHOBECHOW KOHIIEHTPALMH
ypoBHU cucTeMHOH 3kcro3unuu uBepMekTHHA (AUCo.244: 36 = 16 Hr-u/mut) ObUIM HHKE, YEM
1ocje OJHOKPATHOTO IpHeMa BHYTPb 6 MI' UBEpMEKTHHA Yy 310pOBBIX J100poBoibLEeB (AUC)-244:
134 + 66 Hr-u/mn).

Pacnpeoenenue

HUccnenoBanue in vitro mokasajio, YTO CBS3bIBAHHE WBEPMEKTHHA C OEJIKaMM IJ1a3Mbl KPOBH
(mpeuMyIIeCTBEHHO ¢ anbOyMuUHOM) coctaBiser Oosiee 99 %. 3HauMMoro  CBsA3bIBAHHUS
MBEPMEKTHHA C SPUTPOLUTAMHU HE HAOJTIOJAJIOCh.

Memabonusm

B uccnenoBaHusix in vitro ¢ UCIoJb30BaHUEM MHKPOCOM TI€YEHHU YeJIOBeKa M PEKOMOMHAHTHBIX
dbepmertoB CYP450 Obut0 OTMEUEHO, YTO UBEPMEKTHH METa0OJU3UPYETCs, INIaBHBIM 00pa3zoMm,
3a cyet uHruouropos CYP3A4.

HccnenoBanus in vitro nokasaiu, 4T0 HBEpMEKTHH He HHTHOUpyeT uzodepmentsl CYP450 1A2,
2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 3A4, 4A11 umu 2E1. VBepMEeKTHH HE HHAYLUHUDPYET
skcnpeccuto pepmentoB CYP450 (1A2, 2B6, 2C9 unu 3A4) B KyJIbType renaTolUTOB YeI0BeEKa.
2 OoCHOBHBIX MeTabonura wuBepMekTHHA (3°°-O-meMeTus HMBEPMEKTHH U 4a-THAPOKCH
MUBEPMEKTHH) OBLIM BBISIBICHBI B XOJIe KJIMHHYECKOTO HCCIIEIOBAHUS (PapMAKOKUHETHKH IIPH
MPUMEHEHUH MaKCHUMAJIBHO JOIYCTHMOM 03Bl Mperapara U U3y4YeHbl IPU MpoBeAeHUH 2 (a3bl

KJIIMHAUYECKUX MCCIIeIOBaHUM. HOI[O6HO HCXOJIHOMY COCIUHCHHIO MeTabOJIUTHI JOCTUTAJIH
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PaBHOBECHOTO COCTOSIHUS K KOHI[y BTOpPOH HEJEIH JICYEHHUs, NPU3HAKOB HAKOIUICHUS HE
0TMeualoch B mepuoa a0 12 Hemenb. Kpome TOro, CHCTEMHBIE SKCHO3MIMM METabOJMTOB
(onenens! ¢ ucnonb3osanreM Cmax u AUC), mosrydeHHbIe IPH PABHOBECHOM COCTOSHUHM, ObUIH
ropasJI0 HUKE TAKOBBIX I1OCIIE IPUEMa UBEPMEKTHHA BHY TPb.
Buiseoenue
KoHeuHBIH TIepHo/ IMOJYBBIBEICHHS, B CpeIHEM, COCTaBMJI 6 nHell (mpumepHo 145 4acos,
nuanaszoH: 92-238 yacoB) y MalMeHTOB, HAHOCHBILHUX JIEKAPCTBEHHBIN Ipenapar Ha KOXKy OJIMH
pa3 B CyTKH B TedeHHe 28 1HE#l B XOJe KIMHHYECKOTO McciaeqoBaHMs (apMaKOKUHETHKH IPH
IPUMEHEHUH MaKCHMaJbHO JIOIyCTHUMOM 103bI Ipenapara. BeiBeJeHue U3 opranu3ma 3aBUCHT
OT CTENEHM BCACBIBAHHUS MOCJIEe HapyXHOro HaHeceHus kpema ComanTpa®. dapMakOKHHETHKA
MBEPMEKTHHA He ObliIa H3y4eHa y MallMeHTOB C HapylIeHueM (PyHKIMY IIEUYEHH U MTOYEK.
INokazanus
JleyeHrne BOCHATMTENBHBIX TMOPAXKEHHH KOXH TPH po3anea (marmyJo-mycTysesHas ¢opma) y
B3pOCIIBIX MTAI[HUEHTOB.
[IporuBonoka3zanus

e [loBplmeHHAs YyBCTBUTEIBHOCTh K JCHCTBYIOIIEMY BELIECTBY HJIM JIOOOMY JpPyromy

KOMIIOHEHTY IIperapara;

e bepemMeHHOCTB;

e [lepuox rpy1HOr0 BCKapMIIMBAHUSI;

e Jlerckuii Bo3pact 10 18 ner (OezomacHOCTh ¥ 3 PEeKTUBHOCTD IpenapaTa JUlsd JaHHOH

BO3PACTHOM KaTeropuy HE U3y4ayach).

C 0cTOPOKHOCTBIO:

. Hapymienue ¢pyHKIMu neyeHn
IIpumenenne npu 6epeMeHHOCTH H B MEPHOA I'PYAHOI0 BCKAPMJIHBAHHSA
bepemennocms
JlaHHBIE O IPUMEHEHUU UBEPMEKTHHA Y OEpeMEHHBIX KEHIIMH OTPaHUYEHbI JTUO0 OTCYTCTBYIOT.
HccenenoBanust penpoayKTUBHOM TOKCHYHOCTH IPU IIPUEME UBEPMEKTHHA BHYTPb [10Ka3aJlH, YTO
npenapat 06J1aaeT TePaTOreHHbIM MOTEHIIMAIOM Y KPbIC U KPOJIMKOB, O/JIHAKO B CBSI3U C HU3KHM
CHCTEMHBIM BO3JICHCTBUEM IIpPU HAPY)KHOM IPUMEHEHUH B PEKOMEHJIOBAHHOM JIO3MPOBKE
npernapar o0jazaeT HMU3KHUM pPUCKOM (eroTokcuyHocT y mojeil. IIpumenenue mnpemnapara
Conantpa® Bo Bpemsi 0€pEMEHHOCTH HE PEKOMEH/IOBAHO.
Ilepuoo epyonozo eckapmausanus
[locne nmpuema BHYTph HHU3KHE KOHIEHTpPAIlMM HMBEPMEKTHHA HKCKPETUPYIOTCS B IPYJIHOE
MoJoKo. IIpu Hapy)kHOM npUMEHeHUH npenapaTa BbIIEICHUE UBEPMEKTHHA B I'PYIHOE MOJIOKO

HE H3y4YajlOoCh. (DapMaKOKHHeTquCKHG M TOKCHKOJIOTHYCCKHE JOaHHBIC, IIOJYYCHHBIC II0
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pe3ysibTataM IPOBEJICHHBIX HCCIECJOBAHMH Ha >KUBOTHBIX, TAK)KE YKa3bIBAIOT HA BBIJICICHUE
MBEPMEKTHHA B TPYJHOE MOJIOKO. PHCK 11 TpyaHOro pebeHka He MOXeT ObITh HCKIOUeH. B
cllydyae HEOOXOTUMOCTH NPUMEHEHHUs Mpenapara cielyeT MPOKOHCYIbTUPOBATECS C JICHAIUM
BPA4YOM JUIS IIPUHSATHS PEIICHUS O NIPEKPAIIEHUH IPYIHOIO BCKapMJIMBAHUS.

Cnocob npuMeHeHHsl U 103blI

Tonbko a1t HApy )KHOTO IPUMEHEHHUSI.

Hanocuts kxpem Cosiantpa® 1 pa3 B CyTKH €XKeJHEBHO Ha MPOTSHKEHUH BCEro Kypca JICYeHHs —
10 4 mecsineB. [Tpr HEOOXOIUMOCTH KYpC JIEYUEHUS] MOXKHO TTOBTOPHUTD.

[Ipu OTCYTCTBUHM yJydllleHUs IOcie 3 MecsleB NPUMEHEHMs Ipenapara JIEYECHHE CIIeIyeT
MPEeKPaTUTh.

HeGonpioe komyecTBO Kpema (pa3MepoM C TOPOIIHUHY) HAHECTH Ha KOXKY Ka)KJIOW U3 IIATH 30H
nuua: 106, moadopoaoK, HOC U IIEKU. PacnipeenuTs 1eKkapcTBEHHBIN NpenapaT TOHKHM CJI0EM
10 BCEMY JIUILY, u30eras moma anus B 11a3a, Ha IyObl U CJIM3UCTBIE 000JIOUKH.

[Tpenapar Conantpa® ciemayeT HAaHOCUTH TOJIBKO Ha JIUIIO.

VY nayuenmoe ¢ napywienuem ynkyuu novex U NONCUNLIX NAYUEHMOE KOPPEKTUPOBKA J103bl HE
TpedyeTcs.

IloGouHoe neiicTBHE

HaubGonee yacteie HexenarenbHbIe peakIMK, TaKHEe KaK YyBCTBO JKXKEHHS, pa3pakeHHE KOXKH,
3yl U CyXOCTh KOXKM ObUIM OTMEUYEHBI MeHee 4eM Yy 1 % IalueHToB, MOJy4yaBIIUX JIEYCHHE

JICKapCTBCHHBIM IIpE€TIapaToOM IIPH ITPOBEACHUN KIMHUYCCKHUX HCCJIEJOBAaHUH.

Kak mnpaBuio, JaHHBIE peakIMd  HOCAT JIETKHH WM YMEPEHHBIH Xapakrep U OOBIYHO

ocnabeBaroT IIpU IPOJOJDKECHUHN TCpaIlruu.

3HAYUTENIBHBIX PAa3IUYUi B poduiie 0€30MacHOCTH y MAIMeHTOB B Bo3pacTte oT 18 10 65 ner u

ITalTMCHTOB B BO3pAaCTEC CTapuie 65 et 0TMEYEeHO He OBIIIO.

HexenarenpHble peakuuu, TMOJXy4YEHHbIE NpPU MPOBEACHUHM KIMHHYECKUX MCCIIE0BAHUM
npenapara Cosnantpa®, npencrasinens B Tabmuie 1. JJanHble peakiuu KIaccH(HIMPOBAHBI MO
CHCTEMaM OpPraHOB M 4YacTOTE pa3BUTHs CIEAYIONIMM oOpa3oM: odeHb yacto (> 1/10), gacto (ot
>1/100 no < 1/10), meuyacro (ot > 1/1 000 mo < 1/100), peaxo (ot > 1/10 000 mo <1/1 000),
oueHb peako (< 1/10 000), Hew3BecTHO (HEBO3MOXHO OIEHHTh, HCXOJs M3 HMEIOIIUXCS

JTAaHHBIX ).



Tab6mua 1

CucremMa opranos Yacrora Bo3HMKHO- | HexkelaTe bHble peakiuy
BEHHUS
Hapymenust co cropons! | Yacto YyBCTBO HKEHHS KOXKH
KOXKH H MNOIKOK-HBEIX | Hegacto PazpaxkeHre KOXH, 3y, CYXOCTh KOXKH
TKaHEH Heussectno* KOHTAaKTHBIN  JepMaTuT, aJUIepPru4ecKui
JIEPMATUT, dpHTEMa, 00OCTpEeHHE po3aliea,
OTEK JIMIIA.

* JlaHHbBIE TOCTPErUCTPALMOHHBIX HaOJIIOAEHNU
Eciu moOble W3 yKa3aHHBIX B MHCTPYKIMH MOOOYHBIX 3((EKTOB YCYryONsroTCs, WM
OTMeHaroTcsl JIoOble apyrue modouHble 3(QexTbl, HEe yKa3aHHbIE B MHCTPYKIHH, CIIEAyeT

HEMEUIEHHO COOOIIUTE 00 3TOM Bpady.

Ilepeno3upoBka

CooOrmenuii o cirydasx nepeao3upoBku npenapara Conantpa® He 3aperucTpUpOBaHO.

Ilpn ciyyaiiHOM WM 3HAYUTEIHHOM BO3JCHCTBHM HEHU3BECTHBIX KOJHYECTB BETEPHHAPHBIX
JIEKapCTBEHHBIX (hOpPM MBEpMEKTHHA HA YeJIoBeKa (MporjiaTbIBaHKUe, B/IbIXaHUE, TAPEHTEPATBHOE
BBEJICHME WM II0NaJIaHMe Ha MOBEPXHOCTh Teja), Haubojiee 4acTO OTMEYAIUCh CIEAYIOIIHe
CHMIITOMBI: KOKHasi Chlllb, OTEK JIMIIA, OTEK BEK, FOJIOBHAs 0OJb, rOJIOBOKPYKEHHE, aCTEHUS,
TOLIHOTA, PBOTA U Auapes. [[pyrue 3aperucTpupoBaHHbIE HEXeJIaTe/IbHbIE PEAKIUU BKIIIOYAIOT:
CYJOpOTH, aTaKCHIO, OJBIIIKY, OOJb B JKHBOTE, [APECTE€3UI0, KPANUBHUIYY M KOHTAKTHBIHA
JIepMaTHT.

[Ipn cioy4aliHOM 1peMe BHYTpb IIpernapara IPOBOJUTCS CHMIITOMaTHYECKas Teparnus,
BKJIIOYAIONIAsl TAPEHTEPATbHOE BBEJICHUE JKUAKOCTEH U 3JIEKTPOJIMTOB, MOJAECPIKKY IbIXaHMS
(oOecrieyeHue Mojayu KUCIOpoJa M, MPH HEOOXOJMMOCTH, MCKYCCTBEHHYIO BEHTHIISLIMIO
JIETKMX) ¥ Ba30Npeccopbl (IPU HAIWYHUU BBIPAKEHHOTO CHIDKEHHS apTEepPUAIbHOTO JABJICHHUSA).
JUis mpenoTBpalleHus BCaChIBaHMS IOMABIIEr0 BHYTPh Ipenapara MOXKET OBbITh IOKa3aHO
IIPOBOLIMPOBAHHE PBOTHI U/WJIM CPOYHOE TIPOMBIBAHHUE XKEITY KA, C OCIIELYIOIHM IPUMEHEHHEM
c1abUTENbHBIX IPENapaToB U IPYyTUX Mep YCTPAHEHUS HHTOKCHUKAIIHH.

B3anmopeiicTBue ¢ IpyruMH JieKapcTBEeHHBIMH CPeICTBAMH

HccnenoBanuii 1o M3ydeHUIO B3aMMOJICHCTBUHM Ipemapara C JAPYTUMHU JIEKapCTBEHHBIMH
cpeAcTBaMU He NpoBomiiochk. OpHOBpeMeHHOe mpuMmeHeHue kpema CosanTpa® ¢ Ipyrumu
npenaparamy JJIs Hapy»KHOTO M CUCTEMHOT'0 IIPUMEHEHUS JUlsl JIeUeHHUs po3allea He U3Y4eHO.
Crnenyer cobmonaTth OCTOPOXKHOCTH IPH OJHOBPEMEHHHOM IPUMEHEHUH HMBEPMEKTHHA C
momHbME UHruOUTOpamMu CYP3A4, mockoibKy KOHIEHTpAlMs IperapaTa B IUla3Me€ KPOBU
MOJKET 3HaYMTEIHHO MOBBIIIATHCA.

Oco0ble ykazanus

JlexapcTBEHHBIH MTperapar CoIEePIKHUT:




- UETHJIOBBIA CIIUPT U CTEAPUJIOBBIH CHUPT, KOTOPBIE MOTYT BBI3BIBATH MECTHBIC PEKIUHU CO
CTOPOHBI KOXKH (HarpuMep, KOHTAaKTHBIN IepMaTHT),

- Merwmaparuapokcubenzoar (E218) u npomunmaparuapoxcudensoar (E216), koropble
MOT'YT BBI3bIBATh a/UIEPrHYECKHE PEaKIUK (B TOM YHCIIE, 3aME/UIEHHOIO THIIA),

- MPOMHJIEHTJIUKOJb, KOTOPBIA MOKET BbI3bIBATh PA3JAPAXKECHHE KOKH.

[Tocie HaHEeCceHUsI JIEKapCTBEHHOTO Ipernapara He0OX0JUMO BBIMBITh PYKH.

[Tociie BBICBIXaHUS JIGKAPCTBEHHOTO TperapaTa MOKHO HAHOCUTh KOCMETUYECKHE CPE/ICTBA.

BiusiHie Ha CMOCOOHOCTH YNpaBJSATh TPAHCIOPTHBIMH CpeAcTBAMH H paborarh ¢

MeXaHU3MaMH

[Ipenapatr ConanTpa® He BIMSET WM HE3HAUUTEIBHO BJIMSET HA CHOCOOHOCTH YIPaBIATH

TPAHCIIOPTHBIMH CPE/ICTBAMU M paboTaTh C MEXAaHU3MAMHU.

®opma BbIIyCKa

Kpem uist HapysxHOTO npuMeHenust 1%.

[To 15 r wim 30 r kpema B jgamuHupoBanHyio (I19/Amo/I13) TyOy c¢ ronoskoi uz 119 u

cucremoit ykynopku u3 [IIT/T1D ¢ 3ammrToit oT BCKpbITHS AeTbMHU; 1 TyOy ¢ MHCTPYKIHUEH II0

IPUMEHEHHUIO B KAPTOHHYIO MAYKYy.

YcioBusi oTmycka

[To penenry.

YcaoBusi XxpaHeHust

[Ipu Temnepartype He Boime 30 °C.

XpaHHUTh B HEJOCTYIIHOM JUISI JIETEH MecTe.

Cpoxk rogHocTu

2 roja.

He ucnosnb3oBath 1nociie HCTEYEHUs CPOKA TOAHOCTH.

Baajesien perucTpanmoHHOro y10CTOBEpPEHHS

["angepma CA

Llyrepmtpacce, 8, 6330 CHAM, llIselinapus

IIpousBoauTe b

Jlabopatopuu ['annepma

3ou Uupycrpuens, Montnesup,74540 Anbou crop lllepan, ®panuus.

IIperensun norpeduTesei HanpapasaTs B 000 "T'angepma' mo aapecy:
Ten./pakc: +7(495)540-50-17

Menemkep 10 peryJisTOpHbIM OTHOIICHHUSIN
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