COOTBETCTEYET 3KCIMNEPTHOMY OTU
ot 08.04

OBIIASI XAPAKTEPUCTHKA JEKAPCTREHHOTO TIPERAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Auerunuucrent, 600 Mr, MOPOIIOK AJIS MPUTOTOBIIEHUS PACTBOPA JIJIsl IpHeMa BHYTPb.

2. KAMECTBEHHBINA 1 KOJIJMYECTBEHHBINA COCTAB

JleiicTByto11Ie€ BEIIECTBO: AlleTHIIIUCTEHH.

Kaxnpiii maker cogepkut: 600 Mr aneTuiIluCcTenHa.

BcnomoratenbHble BelecTBa, HAlWYHE KOTOPBIX HAJAO YYHTHIBATH B COCTaBE JIEKapCTBEHHOIO
npenapara: acnaptam, copourosn (cM. pazaens 4.3., 4.4.).

[TonHbIi1 mepedeHb BCIOMOTraTeNbHBIX BEUIECTB MPUBEEH B pazene 6.1.

3. JEKAPCTBEHHAS ®OPMA
[Topommoxk /1t MpUrOoTOBIIEHUS PACTBOPA IS IPUEMa BHYTPb.
CMech rpanyi ¥ OpoIIKa 0eI0ro BeTa C KeJITOBATHIM OTTEHKOM C 3aIlaXOM alelIbCuHA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3zanusi K NPUMEHEHUIO

OcTtpble U XpoHHUYecKue 3a00JIeBaHUS OPTaHOB JBIXaHHUA, CBSI3aHHBIX ¢ 00pa3oBaHHEM BS3KOTO
TPYAHOOTAEISEMOr0 OpPOHXHAIBHOTO CEKpeTa: OpPOHXHUT, TPAXEUT, OPOHXUOIUT, ITHCBMOHHS,
OpoHXODKTaTHueckas OoNie3Hb, MYKOBHCIMIO03, aOclecc JIerkux, dSMduzema  JErkux,
JAPUHTOTPAXEUT, WHTEPCTUIMAIBbHBIC 3a00JICBaHHUS JIETKUX, aTEJIEKTa3 JIETKOro (BCIICIACTBHE
3aKyMOpKU OpPOHXOB CIM3HCTON TpoOKoif). KartapanbHblil ¥ THOMHBINA OTUT, TAMMOPHUT, CUHYCUT
(oOneruenre OTXOXKACHUS CEKPETA).

Vnanenue BS3KOTO CEKpeTa M3  JbIXarTeldbHbIX MyTEHd MOpU  MOCTTPABMATUYECKUX U
MOCTIEONEPALUOHHBIX COCTOSTHUSIX.

4.2. Pe:xuM 103MPOBaHUA U CIIOCO0 MPUMEHEHMsI

Pexxum 1o3upoBaHus

B3pocneim: 1 pa3 B nens o 1 nmaketuxy (600 mr).

JIOTIOTHUTENBHBIN MPUEM KHJIKOCTH YCHUIIMBAET MyKOJIUTHYECKUI 3(pPeKT mpenapara.

[Tpu ocTpeIx 3a00I€BaHUAX MPOJOKUTENILHOCT Kypca JIeUeHHs cOCTaBisieT oT 5 1o 10 mHel; npu
JICUEHUU XPOHUYECKUX 3a00JI€BaHUI — 10 HECKOJIBKUX MECSIIeB (110 pEeKOMEHIAINN Bpaya).

Crnoco06 npuMeHeHus

Buytps. Cogepxumoe mnakera pacTBOpuTh B 1/3 cTakaHa BOJbI KOMHATHOW TeMIEpaTypbl H
MPUHUMATD IOCJIE €IbI.

4.3. IIpoTuBONOKA3aAHUSA

— THUNEPYYBCTBUTEIHHOCTh K ACTHIMUCTEHHY WIA K JIIOOOMY W3 BCIIOMOTAaTENIbHBIX BEIICCTB,
MEepEUYUCICHHBIX B pazjaeine 6.1.;

— s3BeHHas 00JIe3Hb JKeTyaKa U 12-mepcTHON KUIIKU B CTAAMU 0OOCTPEHUS;

— (eHunkeToHypHs;

— Mepuoj JIAKTaluu;

— JIeTCKui Bo3pacT 10 18 mer.

4.4. OcoOble yka3zaHusi U Mepbl NPETO0CTOPOKHOCTH NPH MPUMEHEHUH
C 0CTOPOKHOCTBIO

KPOBOXapKaHbE, JIETOYHOE KPOBOTCUCHNUE;

— s3BeHHas 00JIe3Hb JKEIYyJKa U IBEHAIIATUIICPCTHON KUILIKA B aHAMHE3E;
BapUKO3HOE PACIIMPECHHUE BEH MUINECBO/IA;

OpoHXHUaNIbHAs ACTMA;
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— TIeYeHOYHAas U/WIM oYeyHas HEAOCTATOYHOCTD,

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

— 3a0oyieBaHUs HAJIIOYECUHHKOB;

— apTepualbHas TUIICPTEH3HS,

— HeHepeHOCI/IMOCTL TucraMrHa (cnenyeT I/I36el"aTI) JJINTECIIBHOTO aneMa npenapaTa, TaK KakK
ANEeTHIIIUCTENH BIMSIET Ha METa0ONM3M THCTAaMHWHA U MOXKET MPUBECTH K BO3HHUKHOBEHHIO
MIPU3HAKOB HEMEPEHOCHUMOCTH, TAKMX KaK TOJIOBHAsI 00JIb, BA30OMOTOPHBIA PUHUT, 3y1).

Oco0bble yKazaHus

C MeauUMHCKOW TOYKM 3pEHUS OJHOBPEMEHHBIM IpHEM IPOTUBOKAIUIEBOIO Ipernapara ¢
npenapatoM AUETHILMCTEUH sBIIseTCs HelenecooOpasHsiM. [logaBienue kamnuieBoro pedrexca u
(bU3HOIOrMYECKOTr0 CAMOOYMILIEHUS IbIXaTENbHBIX yTeH MOMXKET NPUBECTHU K 3aCTOIO CIIU3H C PUCKOM
OpoHxocna3zma U UHPEKIHH AbIXaTeIbHBIX ITyTeH.

BcenenctBue pucka pas3BuTHs OpoHXOCHa3Ma pPEKOMEHIYeTcs COOJI0/IaTh OCTOPOKHOCTH Y
NAlMEeHTOB ¢ OpOHXMaJIbHON acTMOM M TUIEeppeakTUBHONM OpoHXuanbHOM cuctemoil. Ilpu
BO3HUKHOBEHUU pEAKLU{ TUIepYyBCTBUTEIIBHOCTH WIH OpOHXOCMa3Ma He0OXOIUMO HEMEAJIEHHO
OTMEHMTH IpenapaT 1 pu HE0OXOIUMOCTH MPUHSITH COOTBETCTBYIOIIUE MEPHI.

[IpumeHeHue aneTUINUCTENHA, OCOOCHHO B Hayalle JICYEHHs, MOXKET Pa3KukKaThb OPOHXHAJIbHBIN
CEeKpeT U CIIocoOCTBOBATh OTXapkuBaHUI0. Eciu nanuent Hecrioco0eH 3¢ (eKTUBHO OTKAILIUBATHCS,
HE00X0UMO MPOBOJUTH MOCTYpPaIbHBIN APEHAX WM acHHUpaLUIO CEKpeTa, YTOOBI MPEIOTBPATUTH
3aJIEpPIKKY CEKpETa.

JloTIOJTHUTENbHBIN PUEM KUJIKOCTH YCHIIMBAET MyKOJIIUTHUYECKUH 3P PeKT npenapara.

He cnenyer nmpuHuMarh mpenapaT HEMOCPEICTBEHHO IMeEpesl CHOM (PeKOMEHAyeTcs HpUHUMATh
npemnapar 3a 4 yaca J10 CHa).

AUETWILHUCTEUH in Vitro IPUBOIAWI K UHTMOUPOBAHUIO aKTUBHOCTU AMaMHHOKcHaa3bl Ha 20-50%,
[I03TOMY HE00X0IUMO COOJII0/IaTh OCTOPOKHOCTH Y MAIlIMEHTOB C HEIEPEHOCUMOCThIO THCTaMUHA.

BcnomorarenbHbIe BEleCTBA

Acnapmam

JlaHHBI} JeKapCcTBEHHBIN npenapar cofaepkuT 30 Mr acnaprama B Ka)kJIOM IakeTe 103upoBKoit 600
MT.

AcnaptaMm sBIS€TCS HCTOUYHUKOM (peHWIanaHuHa. MOXeT oKas3aTbCs BPEIHBIM JUIS JIIOJEH ¢
(heHuIKeTOHypUeH.

Copbumon

IIpenapar cogepkuT COpOUTOI.

Copburon sBIsIETCS UCTOYHUKOM (QPyKTO3bI. [lallMeHThl ¢ HAC/IEACTBEHHOW HENEepeHOCUMOCTHIO
¢pykro3sl (HH®D) He nomxHBI IpUHUMATh JaHHBIHN JIEKapCTBEHHBIN Ipernapar.

4.5. B3aumojgeiicTBHe ¢ [APYIMMH JIEKAPCTBEHHbBIMH TMpenaparaMu M JApyrue BHJbI
B3aMMO/1eliCTBUA

WccnenoBanus B3auMOAECUCTBUSA in Vivo HE TIPOBOJUIHCH.

CoueTaHHOE MPUMEHEHHUE AlEeTWILHCTEHHA C MPOTUBOKAIJIEBBIMU CPEICTBAMH MOXET YCHIIUTH
3aCTOM MOKPOTHI M3-3a TI0JIaBJICHUS KaluieBoro pediekca (cM. pasaen 4.4).

[Ipn ogHOBpEeMEHHOM MPHUMEHEHUU C TAKUMHU AHTHOMOTHKAMH, KaK TETPAIUKIMHBI (HCKIIOYas
JIOKCUIIMKJIMH ), aMITUITMILTAH, aMPOoTepuIiiH B, BO3MOKHO UX B3aUMOICHCTBUE C THOJIOBOM IPyIION
AIEeTHIIIIUCTENHA, YTO MOXKET MPUBECTU K CHUKEHHUIO aKTHBHOCTH 00OUX IMPEmapaToB, MOITOMY HX
cilenyeT INpUHUMATh HE paHee, YeM uepe3 2 yaca Iocje IpHeMa BHYTPb AaleTUIIHCTEHHA;
OnHOBpPEMEHHBIM MpUEM  aleTWILUCTEMHAa W HUTPOIJIMUEPUHA BbI3BIBAET 3HAUYMUTEIIbHYIO
apTepUaIbHYI0 THUIOTCH3WIO M TPUBOJIUT K PACHIMPEHHIO BHCOYHOW apTEpPUU, YTO, BO3MOXHO,
BBI3BIBAET TOJIOBHYIO 0onb. Ecnu HE0OX0auMO OJHOBPEMEHHO BBOJUTH HUTPOTIHUIEPUH U N-
ANETUWIIMCTENH, TAIMEHTHI JOJKHBI HAXOAUTHCS MO HAOIIOACHIUEM Bpaya Ha MPEAMET MOSBICHUS
apTepHabHON THIMOTEH3UHU (KOTOpasi MOXKET OBITh TSAKENO0i) M MPOMH(GOPMUPOBAHBI O BOZMOKHOM
Pa3BUTHH TOJIOBHBIX OOJIEH.

AKTHUBHPOBAHHBIN yroJib CIOCOOCH CHUXKATh JICHCTBUE alleTUIIICTEHUHA.
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ALIETHIIIIUCTENH YCTPAHICT TOKCHYECKUE I (DEKTHI 112 pauemﬁ&ﬁf"'-l EOQOBATENEHOCTL 0001)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

CoBMecTHOEC TIPUMCHCHWE  AaleTWIIUCTCHMHA ¥ KapOama3enmuHa  MOXET TPHBECTH K
CyOTeparneBTHYeCKUM KOHIICHTPAIUsIM KapOaMasenuHa.

He pexoMeHyeTcst CMEIMBATh IPYTHE JIEKAPCTBEHHBIC CPEJICTBA C TOTOBBIM PacTBOPOM TIperapara
AnerunuctenH (cM. pazaen 6.2.).

4.6. PepTHIBLHOCTD, 0€PEMEHHOCTb U JIAKTAIUSA

bepeMeHHOCTD

JlaHHbIE ~ OTPAaHMYEHHOTO 4YHUClia OEpEeMEHHBIX IKEHIIWH, TMOJABEPTUINXCS  BO3JIEHCTBUIO
alleTHIIIIUCTEHA BO BpeMsl OCpEeMEHHOCTH, HE BBISBUIN KaKUX-THOO HEOIArompUsTHBIX
MOCNEACTBUM 71  OEpeMEHHOCTH WM 370pOBbS IUIOJA, WIU HOBOPOXKIEHHOTO. OmbIT
SMUEMHUOJIOTUYECKUX HCCIIEIOBAHUN OTCYTCTBYET.

HecMmoTpst Ha To, 4TO MCCNEAOBAHUS Y KUBOTHBIX HE BBISIBHIIM TEPATOT'€HHOTO JCHCTBUS, TEM HE
MEHee, IIpenapar rnpu OEpeMEeHHOCTH HA3HAYAIOT TOJIBKO, €CIIU MIpeArnoaaraemas mojib3a s MaTepu
MPEBBILIACT MOTEHIIMATBHBIN PUCK AJIS TUIOAA.

JlakTaius

HeusBecTHO, MPOHMKAET JIM alIETUIIIMCTEUH B TPYIHOE MOJIOKO.

[Ipenapat ALEeTHIIIUCTENH HE CJIEIYET MPUMEHSTH BO BpEMs KOPMJICHHUS TPY/IbIO, 33 UCKIIIOUEHUEM
ClTy4aeB KpaiiHeW HEOOXOIMMOCTH.

4.7. BuusiHMe Ha CHOCOOHOCTH YINPABJATH TPAHCIOPTHBIMHM CPeACTBAMH M padorarh ¢
MEXaHU3MaMHu

JlaHHBIX 00 OTpHUIATEIbHOM BIMSHHUM IIpernapara B PEKOMEHJYEMBIX J103aX Ha CIOCOOHOCTh
yIPaBJIATh TPAHCHOPTHBIMU CPEACTBAMH U BBINOJIHATH APYTUE BUABI JIEATEIBHOCTH, TpeOyromue
KOHIIEHTPALMU BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH, HET.

4.8. HexxennaTenbHbIe peakuuu

PesroMe HexxenaTeabHbIX peaKIIni

HexenaTtenpabie 3¢ (HEKThI, HaNOOJIEe YacToO CBA3aHHBIC C TEPOPATTBHBIM IPHUEMOM alleTHIIIIUCTEHHA,
HMEIOT KEJIYJOUYHO-KUIIECYHYIO Tpupoay. MmeroTcs eauHUYHbIE COOOIIEHHUS O PeaKIUsax
TUIIEPYYBCTBUTEIIBHOCTH, BKJIFOYas aHa(UIaKTHYCCKUI IIOK, aHadumakTuaeckue/
aHa(UIAKTOMAHBIE peaKkny, OPOHXOCTIa3M, AaHTHOHEBPOTUYECKUN OTEK, CHIMb U 3Y/I.

TabnuyHOE pe3toMe HeKENATENbHBIX PEaKITHi

HexenarenbHble peakuy MEPEUYNCICHBI HIDKE B COOTBETCTBUU C KIIACCU(PUKAIUEH MO OCHOBHBIM
cUCTeMaM M OpraHaM, W YacTOTe BCTPEUAEMOCTH, KOTOpas ObLIa OINpeNeieHa B COOTBETCTBHH C
knaccudukanueit BcemupHoii oprannsamnuu 3apaBooxpanenus (BO3): ouens gacto (> 1/10), gacto
(ot >1/100, HO <1/10), HEwacTo (ot > 1/1000, HO <1/100), peako (ot > 1/10000, HO <1/1000), OUeHD
penko (<1/10000), gacTora HEM3BECTHA (HA OCHOBAHMH UMEIOIIIMXCS TAHHBIX OIICHUTh HEBO3MOXKHO).

CucTeMHO-OpPraHHbIN YacroTa HeskenarenbHas peakuus
KJIaCC

Hapywenua co cmoponwur | HewacTto I'MnepuyBCTBUTEIBHOCTD

UMMYHHOU CUCTEeMbL Ouens penko AHadunaktuyeckuit 10K,
aHaduakTHYeCcKas/aHa(IaKTon THas
peaxius

Hapywenus co cmoponwr | Heuacto ['onoBHas 60116

HEPBHOLL CUCmEMbl

Hapywenus co cmoponwr | Heuacto [IIym B ymrax

opeama cuyxa u 1abupunma

Hapywenua co cmoponwv | Hewacto Taxukapaus

cepoya
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Hapywenus co cmoponwi
€0Cy008

Ouensb penko

G AERREATERBHOCT 066

Hapywenua co cmoponwr | Penko bponxocnasm

ovixamenbHou  cucmemsl, | Penko OnpImika

0p2aHo8 2pyoOHOll KIemKu u

cpedocmenust

Hapywenua co cmoponwr | Hewacto PBora, numapes, croMatuT, OOIM B
HCeNYOOUHO-KUULEYHO20 JKUBOTE, TONTHOTA

mpaxkma Penxo Jlucnerncus

Hapywenus co cmoponwr | Heuacto Kpanusnua, CBIIIb,
KOJCU U NOOKOJCHBIX AQHTMOHEBPOTUYECKUM OTEK, 3y
MKaneu

Oowue  Hapywenuss  u | Hewacto Jluxopazaka

peaxyuu 8 mecme 6gedenus | Yactora HEM3BECTHA Orek nuua

JlabopamopHvie u | Hewacto [TonmkeHHOE apTEPUAIBHOE 1ABJIICHHE
UHCIMPYMEHMAalbHble

O0anHvle

Onucanvie OTAEIbHBIX HEKEIATEIBHBIX PEAKIINN

B ouenp peakux ciayyasx cooOHIaloCh O MPOSBIEHUU TAKUX CEPhE3HBIX KOXKHBIX peaklni, Kak
cuapoMm CruseHca-/[xoHcoHa M cuHapom Jlaliemia, B XpOHOJOTMYECKON 3aBUCHUMOCTH OT
MPUMEHEHHUS alleTUIIUCTeNHA. B OONbIIMHCTBE cy4yaes, 10 MEHbIIEH Mepe, OJIMH OJHOBPEMEHHO
NPUHUMAEMbI Tpemapar MOT OBbITh BOBJIEYEH B 3allyCK BBIIIEYKAa3aHHBIX CIM3HCTO-KOKHBIX
cuHapomMoB. [1o 3Toit npuunHe cienyeT He3aMeIUTENbHO 00PATUTHCS K Bpauy MPU BOSHUKHOBEHUU
KaKHX-TH00 HOBBIX M3MEHEHUH KOXKM WJIM CIIM3UCTON OOOJOYKH, U HE3aMEUIUTEIBHO MPEKPATHTh
npueM nmpenapata. CHIDKEHHE arperaudd TPOMOOIMTOB B MPHUCYTCTBUHU  alleTUIIMCTEHHA
MOATBEPKAJIOCh PA3NUYHBIMU HUcciefoBaHUAMHU. KilMHHMYeckoe 3HaueHue 10 CHX IIop He
YCTaHOBJIEHO.

IIpn npumeHeHuu npenapata ALETWILMCTEUH BbIIBIXaEMBI BO31yX MOXKET BPEMEHHO HMMETh
HENpPUSTHBIN 3amax, BEpOsSTHO, BCIEICTBUE BBIICIECHUS CEPOBOAOPOA U3 NEHCTBYIOIIETO BEIIeCTBA.

Coob11eHne o0 1Mo/103pEBaEMBbIX HEXEIaTeIbHbIX PEAKIUIAX

BaxHO coo0marh O MOJO3PEBAaEMBbIX HEKENATENIBHBIX PEAKIMAX [OCIe PEerucTpanuu
JIEKapCTBEHHOT'0 Mperapara ¢ Leiblo 00ecreyeHHs HeNpepbIBHOIO MOHMTOPUHIA COOTHOUICHHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOIO Ipenapata. MeAMIMHCKUM pPaOOTHUKAM pPEKOMEHIyeTCs
coo0mIaTh 0 JIOOBIX MM0103PEBAEMBIX HEXKEIATENbHBIX PEaKIUIX JEKapCTBEHHOTO MpernapaTa yepes
HalTMOHAJIBHBIE CHUCTEMBI COO6H.[CHI/I$I 0 HCXKCIATCIBHBIX pPEaKIHAX TOCydapCTB — YJICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas @enepanust

®denepanbHas ciryx0a 1Mo Haa30py B cepe 3IpaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKasi TII01Iab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas moura: pharm@roszdravnadzor.gov.ru uinu npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

AueruianuctenH npu npueme B 1o3ax 500 MI/Kr/aeHp He BBI3bIBAET CUMIITOMOB TEPEI03UPOBKH.
CuMnromsl

[Tpu omrmOouHON MK peHaMEPEHHON Nepe03uPOBKE HAOIIOAAI0TCS TAKKE SBJICHUS, KaK AUapes,
pBOTa, 00U B JKEIyAKE, N3KOra U TOUIHOTA. Jl0 HACTOSIIETr0 BpEeMEHH HE HaOJII0JaJI0Ch TSAKEIbIX U
OTIACHBIX IS )KU3HU MOOOYHBIX SIBJICHUH.

Jleuenue

CuMnToMaTHuecKoe.
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COOTBETCTBY

5. PAPMAKOJIOTMYECKUE CBOMCTBA (Moc

5.1. ®apmakoauHaAaMHYeCKHe CBOMCTBA

dapmakoTepaneBTUUYECKas TpyNna: IOpenaparbl, NOPUMEHSEMble MpPU Kallleé U MPOCTYIHBIX
3a00JIeBaHUAK; OTXAPKHUBAIOIIIE CPEACTBA, KPOME KOMOMHAIINY C TIPOTUBOKAIIIJIEBBIMU CPEJICTBAMU;
MYKOJIMTHYECKHE CPEJICTBA.

Kon ATX: ROSCBOL1.

Mexanusm JieiicTBus U GapMakoanHamMuueckue 3 heKThl

MyKOIUTHYECKOE CPEACTBO, Pa3KMKAET MOKPOTY, YBEIUUYHUBAET €€ 00bEeM, 00JieryaeT OT/EICHHE
MOKpOTHI. JleficTBHE CBSI3aHO CO CIIOCOOHOCTBIO CBOOOIHBIX CYIb(OTHAPUIBHBIX TPYIII
aleTHIIIUCTEHHA pa3pblBaTh BHYTPU- M MEKMOJICKYISIDHBIE JTUCYIb(UIHBIC CBS3H KHCIBIX
MYKOMNOJIUCAXapUJA0B MOKPOTBI, YTO NPHUBOJAUT K JEMOJIUMEPU3ALUNA MYKONPOTEUHOB H
YMEHBIIEHUIO BI3KOCTH MOKPOTHI.

CHmxkaeT WHAYIUPOBAHHYIO THIEPIUIA3UI0 MYKOUIHBIX KIETOK, YCHUJIMBAET BBIPAOOTKY
MOBEPXHOCTHO-AKTUBHBIX COCJIMHEHHN MyTeM CTUMYJSIUU MHeBMouuToB Il Tuma, ctumynupyer
MYKOLMJIMAPHYIO aKTUBHOCTh, YTO IPUBOJAMT K YIYUIIEHUIO MYKOLIMJIMAPHOTO KIMPEHCa.
CoxpaHsieT aKTUBHOCTb ITPY THOMHON MOKPOTE, CIIM3UCTO-THOMHON U CIIN3UCTON MOKPOTE.
VYBenuurBaeT CEKpPElUI0 MEHee BSI3KUX CHAIOMYLHWHOB OOKATOBUAHBIMU KIETKAaMHU, CHIDKAET
aare3uro OakTepuil Ha HSMHUTENHATBHBIX KJIETKAaX CIM3UCTON 000104k OpoHXoB. CTUMYIHpYeET
MYKO3HbBI€ KJIETKH OpOHXOB, CEKPET KOTOPBIX JTU3UPYyeT PUOPUH. AHAIOTMYHOE IeiCTBHE OKAa3bIBAET
Ha CEKpeT, 00pa3yIIUICs IPH BOCTAIUTENBHBIX 3a00eBanusx JIOP-opraHos.

Oka3bpIBaeT aHTHOKCHJIAHTHOE JCHCTBHE, OOYCIOBIICHHOE HaimudreMmM SH-rpymmbl, crocoOHOM
HEUTpanu30BaTh 3MEKTPOPHUIBLHBIC OKUCIUTEIbHBIC TOKCUHBI. AIECTHUIIMCTEUH JIETKO MPOHUKAET
BHYTpPb KJIETKH, AealeTHINpyeTcs 10 L-nucTenHa, U3 KOTOpOro CUHTE3UPYETCSl BHYTPUKIETOYHBIN
IyTaTUOH. [ TyTaTHOH — BEICOKOPEAKTUBHBIN TPUTICTITH, MOIITHBIM aHTHOKCUJAHT, IUTOIIPOTEKTOP,
yIaBIUBAIOIIUI SHJOTEHHBIE M 9K30TE€HHBIE CBOOOIHBIC paUKaibl, © TOKCUHBI. AICTUIIUCTEHH
Ipeaynpex1aeT UCTOIIEHNE U CITIOCOOCTBYET MOBBIIIEHNUIO CUHTE3a BHYTPUKJIETOYHOIO TIIyTaTUOHA,
YUaCTBYIOIIETO B OKHCIUTEIbHO- BOCCTAHOBHUTEIBHBIX TMpOIeccax KIETOK, TakuM oOpa3oM
CHOCOOCTBYSl JETOKCHUKAIIMHM BPEIHBIX BEIIECTB. DTHUM OOBSACHSETCS JIEHCTBHE allETHIIIMCTENHA B
KauecTBe AaHTUAOTa TMpU OTpaBlIeHUMU mnapaueramoioMm. Ilapameramon oOka3bIBaeT CBOE
IUTOTOKCUYECKOE JIEHCTBUE YEepe3 NPOrPECCUBHOE HCTOUIEHHE TIayTaTuoHAa. OCHOBHOHM pPOJbIO
AUETWIIUCTENHA SABJISIETCS MOJAJIEPKAHUE HAJJISKAIIEr0 YpPOBHS KOHUEHTpaluu TIJIyTaTUOHA,
o0ecrieunBast, TAKUM 00pa3oM, 3aIIUTY IS KIETOK.

[Ipenoxpansier anbda 1-aHTUTpUIICUH (MHTUOUTOP dJaCTa3bl) OT MHAKTUBUPYIOIIETO BO3ACUCTBUS
xyopHoBatuctod kucnotel (HOCI) - okucnutens, BbIpa0aThIBAEMOTO MHEIIOTICPOKCHIA30M
aKTUBHBIX (aroruToB. O6nagaeT Takke MPOTUBOBOCHIAIUTEIHHBIM ICHCTBHUEM (32 CUET MOAABICHUS
oOpa3oBaHMs CBOOO/IHBIX PaJIMKAJIOB U aKTUBHBIX KHCIIOPOJICOAEPKAILMX BEILIECTB, OTBETCTBEHHBIX
3a pa3BUTHUE BOCIIAJICHHUS B JIETOUHOM TKaHH). B marorenese BocnanuTeabHbIX 3a001€BaHHI OpPraHOB
JIBIXaHUS YYaCTBYIOT SK30T€HHbBIE M SHJIOT€HHbBIE OKCHIAHTHI, HEUTpaIu3yeMble alleTHIUCTEUHOM 1
TIIyTaTHOHOM, TaKUM 00pa30M KOMOMHHUPOBAHHBIN aHTUOKCUIAHTHBIN U MYKOJTUTHUECKUN ekt
000CHOBBIBAET MPUMEHEHUE TMpenapara ANETWINUCTEUH IJis JICYCHHUS OCTPhIX U XPOHUUYECKHUX
UHGEKINN TbIXaTeNbHBIX TyTeH, XapaKTePU3YIOIINXCS TYCTHIMU, BI3KUMU CITU3UCTHIMU U CIIU3UCTO-
THOMHBIMU BBIJICTICHUSIMU.

5.2. apmakoknHeTHYECKHE CBOIiCTBA

AOGcopouus

[Ipn mepopaibHOM TMpHEMe aUETHILUCTEMH OBICTPO M TMOJHOCTHIO BcachiBaeTcs. bnaromaps
BBIPQXKEHHOMY TPECUCTEMHOMY METa00JIM3My OHOJOCTYIMHOCTh CBOOOJHOTO AaleTHIIIHCTEHHA
cocTaBiisgeT Bcero okoso 10 %.

[Tociie BBenCHWS OTHOCUTEIILHO BBICOKOW JO3bI amerwinucrenHa 30 MI/KT Macchl Tena
MaKcUMaJbHasi KOHIIGHTpAIMsl OOIIEero ameTuIucTerHa (CBOOOJHOTO M CBA3aHHOTO) B ILIa3Me
COCTaBIISIET OKOJIO 67 HMOJIB/MJI, BpeMsl JOCTIKCHUS MaKCUMaTbHOU KoHIleHTpanuu 0,75-1 gac.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

HE U3Yy4aocCh.

Pacnpenenenue

B opranusmMe aneTWINHUCTEUH HAXOAMTCS YaCTUYHO B HEU3MEHEHHOM BHJIE, YACTUYHO B BHJIC
OKHUCIIUTEIbHBIX METa0O0JIUTOB, KaKk B CBOOOJHON (opme, Tak U 0OpaTUMO CBSI3aHHBIN ¢ OerKkaMu
IIa3Mbl Yepe3 ANCYIb(QUIHBIE CBS3H. AICTHWINHCTEUH MPEHUMYIICCTBCHHO pAaclpeielsieTcss B
BOJIHOM cpefie BHEKJIETOYHOTO MpOCTpaHCTBA. KOHIEHTpHpyeTCsl NMPEeUMYIIECTBEHHO B TEYEHH,
MOYKaX, IETKUX U OPOHXHAILHON CITH3H.

MakcuMarbHasi KOHIIGHTpalus JOoCTHraercss depe3 1-3 daca mocie MepopajbHOro IMpHeMa U
cocTaBisieT 15 MMOB/1, ¢BA3b ¢ Oenkamu 1iasMel - 50 %. Ty - okono 1 4, mpu HUppo3e MeYeHn
yBenuuuBaeTcs 10 8 4. BelBoauTCA moukaMu B BHJIE HEAKTUBHBIX METa0OIUTOB (HEOPTaHMYECKUE
cynb(haTel, AUANCTUIINCTCHH), HE3HAUNUTEIbHAS YacTh BBIJCISACTCS B HEM3MEHHOM BHJE Uepe3
kumeyHuk. [IpoHukaeT yepes miuaneHTapHbIi 6apbep.

Buorpanchopmanus

Metabonu3m HauMHaeTcs cpas3y Mocje MpHeMa BHYTPb: alleTHIIUCTEHH JAealeTuianupyercs a0 L-
[IMUCTEMHA B KHIIEYHON CTEHKE W TMPU TMEPBOM MPOXOXKJIECHUU uepe3 TEeUeHb, KOTOPBIA TaKxKe
(hapMaKoIOTUYECKH AaKTHBEH, a 3aTeM MeTa0ONu3UpyeTcs A0 HEaKTHUBHBIX COSIUHEHUU.
DIUMUHALIUS

Oxkoio 30 % BBeACHHOM /1036l BEIBOJAMTCS HEMOCPEJACTBEHHO MOYKaMu. OCHOBHBIMH METa0O0JIUTaMU
SIBJITFOTCSI IIUCTHH M IUCTeWH. Kpome Toro, u3 opraHu3Ma BBIBOJIUTCS HEOOJBIIOE KOJTHYECTBO
TaypuHa ¥ cyibdaToB. MccienoBanus Apyrux myTeil STuMUHAIK (BHETIOUEYHBIX) OTCYTCTBYIOT. Y
6 CyOBEKTOB MpU BHYTPUBEHHOM BBefeHUU 200 Mr aneTHUIIUCTEMHA MEPHOJ IMOJTYBBIBEICHUS
coctaun 1,95 (0,95-3,57) yaca 11 BOCCTaHOBIICGHHBIX (DOPM | JUIsl OOIIIETo aneTuiucTenHa 5,58
(4,1-9,5) yacoB; mocie mepopalibHOrO MpueMa mnpemnapara B ao3upoBke 400 mr (OTIMYHON OT
npenapata ALETUIIMCTEUH) MEepUOo/ MOJYBbIBEACHUS OOIIEro aleTHIUCTEeHa COCTaBiseT 6,25
(4,59-10,6) vaca.

6. PAPMAIIEBTUYECKUE CBOVMCTBA

6.1. Ilepeyenb BcmoMoraTe/ibHbIX BelleCTB

BcnomMorarenbpHEBIE BEIISCTBA:

AcKopOWHOBAsI KHCIIOTa

CopOuTton (copOur)

ApomaTu3aTop aneabCHHOBBIN (apoMaTH3aTOp MUIICBON «ATICIIbCHH)
Acmapram.

6.2. HecoBMecTHMOCTH

AIETHIIITUCTENH HECOBMECTUM C OOJBIMMHCTBOM META/UIOB W HMHAKTUBUPYETCS OKUCISIOIIUMH
BEII[CCTBAMU.

Crnenyet n30eratb CMEIIMBAHUS allCTHIIIIMCTEHHA C IPYTUMHU JIEKAPCTBEHHBIMU CPECTBAMMU.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)
2 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHEHUH
XpaHHUTbh B CyXOM MecCTe, IpU Temneparype He Boie 25 °C.

6.5. Xapakrep u coaep:kaHue YNIAKOBKHU

ITo 2 r B TepMOCBaprBaeMbIe MAKEThl U3 MaTepUaia YIaKOBOYHOTO KOMOMHUPOBAHHOTO «OydiieH»
(bymara+monmdTrieH+oIbratHoIuITHIICH).

ITo 6, 10 win 20 makeToB BMECTE C HHCTPYKIIUEH 110 TPUMEHEHHIO TIOMEIIAOT B MAYKH U3 KapTOHA
JUIS TIOTPEOUTENBCKOMN Taphl.
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6.6. OcoOble MepbI MPEIOCTOPOKHOCTH NMPH YTHIU3ALMU ﬁﬂbﬂﬂg&aéﬁoﬁ%ﬂ;&}_ﬁenm

npemnapara Wjim 0TX0A0B, MOJYYECHHBIX MOC/JI€ NMPUMEHCHHUSA JICKAPCTBCHHOI'0 INpenapara,
APYrie MAHHMYJISIHHH € MPenapaTomM
Oco0ble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YIOCTOBEPEHMUS
Poccuiickas @enepanust

AO «Mapb6uodapm»

424006, Pecry6nnka Mapwii D, r. Homkap-Ona, yi1. K. Mapkca, 1. 121
Tenedon: +7 (8362) 42-03-12

daxc: (8362) 45-00-00

e-mail: marbiopharm@marbiopharm.ru

7.1. IlpeacraBure/ib Aep:KaTesisi peruCTPALMOHHOIO YA0CTOBEPEHUs
[Ipetens3un notpeduTenel HaNPaBIAThH MO AJPECy:

Poccniickas @enepanmst

AO «Mapouodapm»

424006, Pecrry6rnka Mapuii i1, r. Moukap-Ona, yi1. K. Mapkcea, 1. 121
Tenedon: +7 (8362) 42-03-12

daxkc: (8362) 45-00-00

e-mail: marbiopharm@marbiopharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlekapCTBEHHBIN Ipenapar OTHOCUTCS K KaTerOpUU OTIycKa Oe3 perenra.

OO0r11ast XapakTEepUCTHKA JIEKAPCTBEHHOTO Mpernapata ALETHIIUCTEHH J0CTYIHA B SIMHOM peecTpe
3apETUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB EBpasuiicKOro 3KOHOMHYECKOIO COK03a W Ha
ouranbHOM caiite YIOJHOMOYEHHOT'O opraHa (9KCIepTHOI OpraHHU3aI1H)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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