COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 13.05.2024 N= 9247

WHCTE yKHI/I}In QCNEOQBATENEHOCTE 0001)

I[10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O I1PEITAPATA
OPTOIIPOCT

PerncrpanuoHHblii HOMep:

Toprosoe naumenosanue: OOTOITPOCT

Me:xknyHapoaHoe HemaTeHTOBAaHHOe HaMMeHoBaHue: JlatanonpocT

JlekapcTBeHHasi gopma: Karuiu IJia3Hble

Cocras Ha 1 mur:

Heticmeyrowee eeujecmso:

nataHonpoct - 0,05 mr.

Bcnomocamenvhvie sewyecmea: 6enzankonus xjaopu - 0,20 mr; HaTpus xjaopug — 4,10 mr; HaTpust
nuruapodochar monoruapar - 4,60 mr; auHaTpus tuapodocdhar Oe3BomHBIA - 4,75 wMT;
makporoua riunepuwipunaoneat (Kpemodop EL) - 5,0 Mr; xnmopuctoBogopogHast KUCIOTA - 710
pH 6,5-7,5; narpus ruapokcun - 1o pH 6,5-7,5; Bona mist uabexuuid - 10 1,00 mut.

Onucanue

[Ipo3paunblii OECIIBETHBIN pacTBOP.

dapmakoTepaneBTHYeCKas IPyNINA: IPOTHUBOIVIAYKOMHOE CPEICTBO - IpocTarjaHiuHa Faq
AHAJIOT CUHTETUYECKUU.

Kon ATX: SO1EEO1

dapmakoJIornyecKkue CBoiicTBa

Dapmakoounamuka

JlaTaHOIIPOCT ABJIAETCS AHAJIOTOM IIpOCTarjJaHAWHA Foa U CENEKTUBHBIM arOHUCTOM PELIENTOPOB
FP (npocrarmannuna F), cHmwkaer BHyTpurinaznoe nasienus (BI'J]) 3a cuer yBenmnueHus oTTOKa
BOJISIHMCTOMH BJIard, rJIaBHBIM 00pa30M, YBEOCKJIepaIbHBIM ITyTEM, a TAK)KE uepe3 TpabeKyISIpHYIO
cerb. CHmxenue BI'/] HaunHaercss mpubau3uTensHo Yepe3 3-4 yaca mocie BBEICHUS IpenapaTta,
MakCUMaJbHBIN 3¢ dekT ormeuaercs yepes §-12 yacoB, ACWCTBUE COXpaHSETCS B TEUCHUE HE
MeHee 24 y.

HccnenoBanusi Ha KUBOTHBIX U Yy YeJOBEKa MOKA3aJId, YTO OCHOBHBIM MEXaHHU3MOM JIEHCTBUS
SIBJIIETCSL YBEJIIMUEHUE YBEOCKJIEPAJIbHOIO OTTOKA, KPOME TOIO, Y 4YEJIOBEKAa TaKKE€ OINHCAHO
yIy4IIeHHE OTTOKA (CHUKEHUE CONPOTHUBIICHHS OTTOKY).

HccnenoBanus Ha )KUBOTHBIX MMOKa3aJld, YTO B KIIMHUYECKUX J103aX JIATAHOIMIPOCT HE BIUSET (WK
BJIMSIET HE3HAYMMO) Ha BHYTpUIIa3HOe KpoBooOpaiieHue. [Ipu MecTHOM MpUMeHEHUN BO3MOKHBI
KOHBIOHKTUBAJIbHAS WM OIHUCKIEpalibHAS WHBEKIUS JIETKOW WM CpeaHed CTeneHu

BeIpakeHHOCTH. [lo maHHBIM  QUIIOOpECHEHTHOW aHruorpaduu JUIMTENbHOE JICYCHHE
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JaTaHOIIPOCTOM TIOCJE AKCTPAKAIICYIISIPHOM SKCTpaKL[PI{IJI_I 'Eﬁ%a%ﬁ%ﬂgdg?ﬁg (b okasEBamo

BIMSHUSA Ha KpoBooOparieHue ceryatku. [Ipy KpaTKOCPOYHOM HPHUMEHEHHMHU JaTaHOIPOCT He
CIOCOOCTBOBAJI TMPOCAYMBAHMUIO (UIyOpeclieMHa B 3aJHEM. CErMEHTe TIJja3a MalHueHTOB C
HCKYCCTBEHHBIM XPYCTAJIUKOM.

VYcTaHOBIEHO, YTO JATAHONPOCT HE OKa3bIBA€T CYIIECTBEHHOIO BIMSAHUSA Ha MIPOIYKIHUIO
BOJISTHICTOM BJIard M Ha TeMaToo(TaarbMudeckuii 6apnep.

[Ipy npumeHeHMM B TEpaleBTHMUECKHUX J103aX JIATAHOIIPOCT HE OKa3blBaeT 3HAYMMOIO
dapmakoiornyeckoro 3exra Ha CePACUHO-COCYAUCTYIO U IBIXaTCIIbHYIO CHCTEMBI.

Hemu

DddexruBnocts nmpemapata ODTOITPOCT y nereit B Bozpacte miaaiie 18 et Oblia mokasana B
12-HeenbHOM IBOMHOM CJIENIOM MCCIIEIOBAHUH JIATAHOIIPOCTA B CPAaBHEHUH € TUMOJIoIoM y 107
NAIMEHTOB C AMArHO30M MHTPAOKYJISpHAs TUMIEPTEH3Us U HHPAHTUIIbHAS TJIayKoMa.

CHmXeHHe BHYTPHUIJIA3HOTO [ABJIEHHsS Yy MAalMEHTOB OCHOBHOM MOATPYNNbl C MEPBUYHON
BPOXKICHHON/MH(PAHTUIBHON TIayKOMOIl OBUIO COMOCTaBUMBIM MEXIY TPYMION NalMEeHTOB,
MOJIyYarOUUX JaTaHOIPOCT U TPYIIION, MOJy4aromed TUMOJIOJ. Y MNAlUEeHTOB C HE IMEPBUYHO
BPOXKACHHBIMU (OopMaMHU TJIayKOMBI (HampuMep, IOBEHHWJIbHAs OTKPBITOYroJibHAas TJayKoMa,
adakuueckas riaykoMa) OTMEYallCh TaKHUE K€ pe3yibTaTbl, KaK W Yy TPYIIbI C MEPBUYHON
BPO’KJICHHOU TNIayKOMOM.

BiusiHue Ha BHyTpUria3HOe JaBiCHUE OTMEUYald IMOCJE IEPBOM HENENH Teparnuv, U OHO
COXPaHSJIOCh B T€UEHUE 12 HENEIbHOTO Mepruoa UCCIEAOBaHUs, KaK U Yy B3POCIbIX MTAIIMEHTOB.
JlaHHBIE O BIWSIHUY JIATAHOIIPOCTA HAa BHYTPUIJIA3HOE JAaBJIEHUE y JETel B Bo3pacte Miaaue 36
HEZENb OTCYTCTBYIOT.

DapmakoKunemuxa

Jlatanonpoct  (MonekymsipHas Macca 432,58) mpexacraBisier  coOOW  MPOJIEKApPCTBO,
3TepUUIIMPOBAHHOE HU3OMPONUIOBON TPYIIONW, HEAKTUBEH; IOCIE THAPOJIM3a 0 KHCIOTHOMN
(OpMBI CTAHOBUTCSI OMOJIOTUYECKU AKTUBHBIM.

Bcacvisanue

[IposekapcTBO XOpOIIO BCACBIBAETCS 4YEPE3 POTrOBUILY M TOJHOCTBIO THUAPOIU3YETCS NPHU
NONaJaHUM B BOASHUCTYIO BIAry.

Pacnpeoenenue

UccnenoBanust y denoBeka MOKa3aiM, YTO MaKCUMallbHasi KOHLIEHTpAlMs B BOJSHHCTOW Bjare
nocturaercs 4epe3 2 4 mocie MHCTWwUAnuU. [locne MHCTHILISAIMM 00e3bsHaM JIaTaHONPOCT
pacrpezaensercs NpeuMYIIECTBEHHO B MEepeAHEN KaMepe Ia3a, KOHbIOHKTHBE M Bekax. Jlumb
HEeOO0JIBIIIOE KOJTMYECTBO JIATAHOIPOCTA JOCTUTaeT 3aJHeH KaMephl IJ1asa.

buompancgopmayus
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nojBepraercsi onorpancopmaruu B e4eHu.

Buviseoenue

[Tepron monyBBIBEEHUS U3 TJIa3Mbl COCTaBIAET 17 MUH.

HccnenoBanusi Ha >KUBOTHBIX TOKa3aiH, YTO OCHOBHBIC MeTabonuthl (1,2-guHOp- M 1,2,3,4-
TETPAHOPMETAa0OIUTHI) HE 007anatT (MM 00JNAaJAI0T HU3KOM) OMOIOTHYECKONW aKTHBHOCTHIO U
BBIBOJSITCSl IPEUMYILIECTBEHHO C MOYOH.

Hemu

dapMaKOKMHETHYECKUE MCCIICIOBAHUS JIATAHOIIPOCTA TIPOBEICHBI Y 22 B3pOCbIX U 25 neTeit (B
Bo3pacte 0-18 1er) ¢ opranbMorunepTeH3uei u rmaykoMoid. Bce Bo3pacTHbIEe rpymIibl MOTydain
nata"onpocT B koHueHTpauuu 0,005 % no onHOM Kamiie B KaKIbli I1a3 B TEUEHUE HE MEHee 2
HeJeNb. DKCIIO3UITUS JTATAaHOMIPOCTA MPUOIU3UTEILHO B 2 pa3a BBIIIE Y IETEH B BO3pacTe OT 3 10
12 et mo cpaBHEHUIO C B3POCIBIMH MAIMEHTAMH U B 6 pa3 BbIIE y JETel B Bo3pacTe muaaiie 3
net. OgHako npoduiib 6€30MaCHOCTH MpemnapaTa He OTIUYAETCs y JETeH U B3POCIbIX (CM. pa3zen
"Ilepeno3upoBka"’). Bo Bcex BO3pacTHBIX TIpynnax IMpPOJOJIKUTEIBHOCTh COXPAaHEHUS
MaKCHMaJlbHOW KOHIIEHTpPAI[MU KHUCIJIOTHI JIATAHONPOCTAa B IUIa3ME€ KPOBU COCTAaBISIET 5 MUH.
[Tepmon momyBBIBEICHUS KHCIIOTHI JIATAHOIIPOCTA Y JIETEH TaKOM ke, Kak My B3pOCIIbIX (< 20 MUH).
B paBHOBeCHOU KOHIEHTpAIUU HE MPOUCXOAUT KyMYJSLIMHM KUCIOTHI JaTaHO MPOCTa B IJIa3Me
KpPOBHU.

Iloka3anusi K NpUMEHEHUI0

JlekapctBennbii  npemapar  O®TOITPOCT mnokazan 1y CHWXXEHHUSI  MOBBIIICHHOTO
BHyTpurnazHoro pgasinenus (BI'JI) y B3pocmbix um nereit B Bo3pacte crapmie 1 roma ¢
OTKPBITOYTOJIbHOM TTIAyKOMOU MJIA TTOBBIIICHHBIM 0()TaTEMOTOHYCOM.

IIporuBonokazanusi

[ToBbilieHHasT YYBCTBUTEIBHOCTh K JIATAHONPOCTY WM JPYTMM KOMIIOHEHTaM Ipernapara.
Bospact o 1 roga (3¢ dhekTuBHOCTS U 6€30MACHOCTh HE YCTAHOBIICHBI).

C 0CTOPOXKHOCTHIO

Adaxus, niceBmoadakusi ¢ pa3pbIBOM 3aJHEH KarCyibl XpYyCTalIMKa, MAIUEHTHI C (hakTopaMu
pUCKa MAaKyJISIpHOrO OTeka (IpH JIEYEHHH JIATAHONPOCTOM OINMCAHbl CIIy4au pPa3BUTHS
MaKkyJsipHOTO OTE€Ka, B TOM YHCJIE€ LIUCTOUJIHOTO); BOCIAJIUTEIbHAs, HEOBACKYJISIpHAS TJIayKOMa
(U3-32 OTCYTCTBHUSI JOCTaTOYHOTO OIBITa MPUMEHEHHs Tpenapara); OpOHXUANbHAs acTMa;
repreTuYecKuii KepaTuT B aHaMHe3e.

Cnenyer nzberats npumeHeHus npemnapara ODTOITPOCT y nmanueHToB ¢ akTUBHOW (GopMoi
TepIeTHYECKOr0 KEpaTUTa W PEIUJAUBHPYIONIEM T'ePIeTUYECKUM KEPaTUTOM, OCOOEHHO

CBJ3aHHBIM C TPUEMOM aHAJIOIOB HNpOCTarjiaHJjnuHa Faa. HpenapaT CIeaAyecT MNPUMCHATH C
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OCTOPOKHOCTBIO y TIAIIMEHTOB C (haKTOpaMu| pucka '&;%;rggﬂl';ﬁﬁ‘rg%éﬁ;' E?LHCJ:‘IT-BI}/}OT

OTpaHWYCHHBIC JaHHBIE O NPUMEHEHWH Tpernapara y MalUeHTOB, KOTOPBIM IUITAHUPYETCs
OTIepaTUBHOE BMEIIATEIHCTBO MO TOBOY KaTapaKThl. B CBSI3U ¢ 3TUM y JaHHOW TPYIIIBI OOTBHBIX
npenapaTr He0OX0AUMO MPUMEHSTEH C OCTOPOKHOCTHIO.

I[IpumeHeHnne npu 6epeMEHHOCTH M B MIEPUO/I TPYAHOI0 BCKAPMJIUBAHUSA

bepemennocmu

Be3omacHoCTh MpUMEHEHHSI TATAHOMIPOCTA BO BpeMsi OEPEMEHHOCTH Y UeJIOBEeKa HE YCTaHOBJICHA.
JlaTaHOTIPOCT MO’KET OKa3bIBaTh TOKCHYECKHE A(P(PEKThl HAa TEUCHHE OEPEeMEHHOCTH, IIJION M
HOBOpOXKIeHHOro. [IpuMeHeHune Bo BpeMsi 6epeMeHHOCTH TPOTUBOMOKA3aHO.

Ilepuoo epyonozo éckapmausanus

JlaTaHOTIPOCT U €ro MEeTa0OIUTHI MOTYT MIPOHUKATH B TPYIHOE MOJIOKO. [IprMeHeHne BO Bpems
TPYAHOTO BCKapMJIMBaHUsl MPOTHMBONOKa3zaHO. [Ipm HeoOXoIMMOCTH NpUMEHEHHsS Mpernapara
Ipy/AHOE BCKapMJIMBaHHE HEOOXOIMMO MPEKPATUTD

DepmunbHocmo

BrnusiHue naTaHompocTa Ha MY>KCKYIO M KEHCKYIO (PepTHIIHHOCTh B UCCIICIOBAHMIX HAa dKUBOTHBIX
HE 0OHAPYKEHO.

Cnoco0d npuMeHeHHs U 103bI

PexxuM 103upoBaHus

ITo oxHOI Kamyie B MOpaXeHHBIN T1a3 OJUH pa3 B 1eHb. OnTUManbHbIi 3QEeKT qocTUraeTcs npu
IIPUMEHEHNN IIpenaparta BedepoM. He ciexyer oCcymiecTBIATh MHCTUIUIALUIO Npenapara yaile,
yeM | pa3 B JieHb, IOCKOJIbKY ITOKa3aHO, YTO OOJIee YacTOe BBEJICHUE CHHMKACT T'MIIOTEH3UBHBIN
addexr. [Tpu mporycke A035I IEYCHHE MTPOIOIIKAIOT IO OOBIYHOM CXEME.

Oco0ble rpyInel NALKMEHTOB

eTu
JlaTaHONIPOCT MPUMEHSIOT y JE€TE B TOW K€ 03€, YTO M y B3pOCIbIX. JJaHHBIE O MPUMEHEHUHN
npernapara y HeIOHOUICHHBIX (TeCTallMOHHbIN Bo3pacT MeHee 36 Heaellb) OTCYyTCTBYIOT. JlaHHbIe
y JieTeil Bo3pacToM 110 1 rofa CuibHO OrpaHUYEHBI.

Croco0 IIpuMeHeHus

[Ipenmapar OD@TOITPOCT npumeHsieTcss MECTHO, B BUAE MHCTWIISAUMA B KOHBIOHKTHUBAJIBHYIO
MOJIOCTb.

Kaxk npu MpUMCHCHUN J'IIO6I:IX TJIa3HBIX Kall€llb, C LCJIbI0 CHHUXKXCHHA BO3MOXKHOI'O CUCTCMHOI'O
a¢dexTa npenapara cpaldy mocie MHCTHUISLUHM KaXJI0H Kaljd PeKOMEHIyeTcs B TeueHue |
MUHYTBI Ha/IaBIUBaTh HAa HIKHIOKO CIIE3HYIO TOUKY, PACIIONOXKEHHYIO Y BHYTPEHHEr 0 yriia riasa
Ha HW)KHEM Beke. OTy TMpoueaypy HEOOXOJUMO BBIIOJIHATh HEMOCPEACTBEHHO TOCIe

HUHCTAJIAJIAINA. Hepezl HHCTHHHHHHGﬁ HGOGXOI[I/IMO CHATb KOHTAKTHBIC JIMH3bI U YCTAHOBUTH HUX
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HE paHblle, 4eM 9epe3 15 MUHYT mocie BBeAeHH (CM. p@ﬁ%ﬁl@%@ﬁg %‘a‘ﬁa% Eﬂd;!l;l'i&%mﬂ

MPUMEHSTHh B COCTaBE KOMIUJICKCHOW TEparuu ¢ APYTUMU TIIa3HBIMU KaIUTSIMH, UHTEPBaT MEXKIY
UHCTUUILUSAMH TOJDKEH COCTABIIATh HE MEHEE 5 MUHYT.

IIpu npumenenun mnpenapata ODTOIIPOCT coBMECTHO C TJa3HBIMU Ma3siMU, MasH
MPUMEHSIIOTCS B IIOCJIETHIOIO O4YEPE/b.

ITo6o4uHoe neiicTBHE

BonbmMHCTBO HEKENATENbHBIX PEAKIIUI OTMEYAIMCh CO CTOPOHBI OpraHa 3peHus. B oTkpbeIToM 5-
JIETHEM HccieioBaHuu 6e3omacHocT Y 33% pa3Buiiack MUTMEHTALUS Paay>KHONH 000I04KH (CM.
pasnen "OcoObie ykazanus'"). [Ipoune HexenarenbHbIe PEaKIIMA CO CTOPOHBI OPTaHa 3PEHUS, KaKk
NPaBUJIO, TPAH3UTOPHBI M OTMEUYAIOTCS] HEMOCPEICTBEHHO MOCIIEe HHCTUILISIHH.

I'pamarus He)xenaTeNbHBIX PEAKUUi MO YacTOTE BCTPEUYAEMOCTH OCYLIECTBISIACH CIEAYIOUIHM
obpazomMm: oueHb yacto (>1/10); wacro (>1/100, <1/10); mewacro (>1/1000, <1/100); pemko
(>1/10000, <1/1000) u ouens penko (<1/ 10000); yacToTa Hen3BeCTHA (HA OCHOBE UMEIOIIHUXCS
JAHHBIX YaCTOTY OLIEHUTh HEBO3MOJKHO).

Hngpexyuu u uneazuu

Yacmoma HeuzsecmHa: TEpIETUUIECKUM KepaTUT.

Co cmoponwt opzana 3penus

Ouenv yacmo: THUIEPIUTMEHTAIMsI pPaXy>KHOW OOOJOYKH, THIEPEMHUsT KOHBIOHKTHUBBI,
pa3apakeHue IJ1a3 OT JETKOH 710 cpeiHel cTeneHn (1yBCTBO JKKEHHUS, OIIyIIEHHE NIecKa B I1a3ax,
3y, TOKaJIbIBaHHE U OIIyIIEHHEe MHOPOJHOTO Tela), U3MEHEHHE pecHUI] (YBETUYECHHUE JJIUHBI,
TOJILIMHBI, KOJIMYECTBA U MUTMEHTALINN ).

Yacmo: mnpexoldIue TOYEUHBIE 3PO3UU HMIUTENUSA (IPEUMYIIECTBEHHO OECCHMIITOMHBIE),
6nedapuT, 6076 B II1azy.

Heuacmo: oTek BeK, CyXOCTb CIM3HMCTOI OOOJIOUKM TIJia3a, KEpaTuT, 3aTyMaHUBaHHE 3pEHUS,
KOHBIOHKTHBHT.

Peoxo: nput/yBenT (MIpenMyIIECTBEHHO y MPEIPACIOI0KEHHBIX MTAIMEHTOB), OTEK MaKyJIbl, OTEK
BEK, OTEK DPOTOBUIIBI, APO3USI POTOBHUIIBI, MEPUOPOUTAIBHBIN OTEK, NMOTEMHEHHE KOXXH BEK,
peakuuMu CcO CTOPOHBI KOXXM BEK, H3MEHEHHE HAIpaBIIEHUS pOCTAa PECHUI], YTOJIIEHHE,
MOTEMHEHWE U yIJIMHEHNE PECHUI], TUCTUXHUa3, porodhoous.

Ouenv pedxo: N3MEHEHUS B MEPUOPOUTATBHONW 007acTH M B OONACTH PECHHII, TPUBOISIINE K
yrIIyONeHHI0 OOpPO3/IbI BEPXHETO BeKa.

Yacmoma HeuzsecmHa: KUCTA pagyKHOU 000710UYKH, TICEBAONEMPUTON]] KOHbIOHKTHBBI.

Co cmoponst HepeHoil cucmemol

Yacmoma neuzsecmua: TOJOBOKPYKEHUE, TOJIOBHAs 0OJIb.

Co cmoponbwt cepoya
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(NOCNEQCBATENEHOCTE 0001)

Y OTUETY

Heuacmo: creHokapus, OUIyIieHUue cepaieOneHus.

Yacmoma neuzsecmua: HeCTAOWIIbHAS CTEHOKAPANSL.
Co cmoponbt opzanoe ovixanus
Peoko: 6ponxocnasm (B TOM 4ucie 000CTpeHHE 3a00J€BaHUs Y TAIMEHTOB ¢ OpPOHXHATLHOMN
acTMOU B aHAMHE3€), OJIBIIIKA.
Co cmoponbl Kodicu u nOOKOICHBIX MKaHell
Heuacmo: cblinb.
Peoko: xoxHbIi 3y/1.
Ouenb pedxo: TOTEMHEHNE KOXKHM BEK U MECTHBIE KOXKHBIE PEAaKI[MN HAa BEKaXx.
Co cmoponsl onopno-0euzamenvbHO20 AnNAPaAmMa u cOCOUHUMENbHOU MKAHU
Yacmoma neuzgecmua: MAANTHS, apTPAJITHUSL.
Obwue napywienusa u mecmubole peaKyuu
Ouenw pedxo: 60b B TPYIH.

emu
CornacHo pe3ynbTaraM JBYX KpaTKOCPOYHBIX (<12 Hemenp) KIMHUYECKHUX HCCIIENOBaHUM y 93
netet mpoduiib 6€30MaCHOCTH JIATAHOMPOCTA Y IETEH HE OTINYaICs OT Mpoduis 6€30MacHOCTH Y
B3pocibiX. [Ipoduip Ge30macHOCTH MEXIy pPa3IMYHBIMU BO3PACTHBIMHM TPYIIAaMU y JAeTeil
coroctaBuM. [1o cpaBHEHHUIO C B3pOCIOW MOMYJSAIMEH, y JeTeil Hauboyiee 4acTO OTMEUYAIUCh
Ha30()apUHTUT U JIUXOPAJKA.
Ilepeno3upoBka
Cumnmomot
[Momumo pazapakeHus: CIU3UCTON OOOJIOUKH TJ1a3, TUIIEPEMUN KOHBIOHKTUBBI WIIH SMUCKIIEPHI,
Jpyrue HeKeJaTeldbHbIe HW3MEHEHHs CO CTOPOHBI OpraHa 3peHusi MpH MEepeao3UpPOBKe
JaTaHOIIPOCTa HEU3BECTHBI.
[Tpu cnyyaiiHOM NpueMe JIaTaHONPOCTa BHYTPb CIEAYeT YUYUTHIBATH CIEAYIOUIYI0O HHPOPMAIIHIO:
onuH (iakoH ¢ 2,5 mu pactBopa coxepxut 125 Mmkr matanompocra. bonee 90 % mpenapara
METa0OIM3UPYETCs TMPH TEPBOM MPOXOXKICHUM Yepe3 IeueHb. BHYTpUBEHHOE BBEICHHE
naTaHomnpocTta obe3bpsHaM B 103¢ 500 MKI/KT HE BBI3BIBATIO 3HAYUMBIX 3(PPEKTOB CO CTOPOHBI
CEpJICYHO-COCYAUCTOM cucTeMbl. BHyTpUBEHHOE BBEEHUE JATAHONPOCTA 00€3bsHAM BBI3BIBAJIO
npexosamuil 6porxocnasM. BuyTpuBenHast uHY3Hs B 103€ 3 MKI/KT Y 3I0pPOBBIX JOOPOBOJIBLIEB
HE BBI3bIBAJIa KAKUX-THMO0 CHMIITOMOB, OJTHAKO TPU BBEIEHUH 1036l 5,5-10 MKI/KT HabII0qa1IHCh
TOILIHOTA, 00JIb B )KUBOTE, TOJIOBOKPYKEHUE, YTOMIISIEMOCTh, IPUJIUBBI U TIOTIUBOCTh. Y OOIbHBIX
OpOHXHMATBHOW aCTMOM CPEIHEW CTENEHU TSHKECTH BBEIICHUE JaTaHOMPOCTa B rja3a B J03e, B 7
pa3 mpeBbIIAoIIeH TeparneBTHIECKYI0, HE BBI3BIBAIO OPOHXOCTa3Ma.

Jleuenue
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B ciyuae nepeio3upoBKI MPOBOST cHMnToMatieckod Hedentrer - o T ENBEHOCTE 0007

B3aumopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CpeACTBaMHU

[Ipn oaHOBpEeMEHHOM 3akallblBaHMM B IJla3a JBYX QHAJIOIOB IPOCTarJIaHJMHOB OIHUCAHO
napajokcaiibHoe moBbiieHue BI'Jl, mo3ToMy OJHOBpEeMEHHOE MNPUMEHEHHWE NBYX U Oolee
MIPOCTArIaHANHOB, UX aHAJIOIOB WJIM POU3BOJHBIX HE PEKOMEHYETCH.

@apMaleBTUYECKH HECOBMECTHMM C TJa3HBIMM KalUIIMH, COAEpXKallUMU THOMEpcal -
IPELUITATALUS.

Oco0ble ykazaHust

JlaTaHONIPOCT MOXKET NOCTENEHHO HW3MEHHUTHh IBET IUIa3 3a CUET YBEJIWYEHUS COACPIKAHMS
KOPUYHEBOTO MUTMEHTA B paaykke. Jlo Havasa JJe4yeHHs MalueHTOB cielyeT MPOuH(pOpMHUPOBATh
0 BO3MOKHOM HEOOpaTMMOM M3MEHEHUH IBeTa Iia3. [IpuMeHeHune JeKapCTBEHHOTO Mpernapara
Ha OJTHOM IJIa3y MOKET BbI3BaTh HEOOPATUMYIO T€TEPOXPOMHUIO.

Takoe m3MeHeHue 1BETa I1a3 NPEUMYIIECTBEHHO OTMEYAIOCh Yy MAlMEHTOB C HEPABHOMEPHO
OKpAIlIeHHBIMU DPaTy’KKaMH, a HMEHHO: Kape-roJyObIMH, CEpO-KapuMH, S>KEITO-KapUMH H
3eJIeHO-KapuMu. B uccienoBaHMsX J1aTaHONPOCTa MOTEMHEHHUE, KaK IpaBWIO, HAYMHAJIOCH B
TEUEHUE MEPBBIX 8 MECALEB JICUEHUS, PEOKO - B TEYEHHE BTOPOIO WJIM TPETHErO Iroja U He
OTMEYAJIOCHh 110 UCTEYEHNH YETHIPEX JIET JICUCHHUSI.

[IporpeccupoBanue MUTMEHTALMU PAAYKKH CHIDKAIOCh CO BPEMEHEM U CTaOMIU3MPOBAIOCH
yepe3 5 jer. JlanHble 00 YCHIIEHUU MUTMEHTAIMH B TEYEHHUE 5 JIET OTCYTCTBYIOT. B OTKpBITOM 5-
JIETHEM HCCleoBaHMM Oe30macHOCTH JartaHompocta y 33% MalMeHTOB pa3BUBANACh
MUATMEHTAIUS payKKu (cM. pazaen "I[lobounoe nericteue"). B 60apmmHCTBE CllydaeB U3MEHEHHE
[[BETa PaJYXKH ObUIO HE3HAYUTEIHHBIM M, 3a4acTyl0, KIMHHUYECKH HE BBIABISIOCH. YacTora
BCTpeuyaeMocTu kojebanack oT 7 10 85% y manmMeHTOB C HEOJWHAKOBOTO IIBETA PaayKKaMH,
npeobiiazas y NalMeHTOB € KeJITO-KapuMHU paayXkamu. MI3MeHeHHs y TalueHTOB ¢ paBHOMEPHO
OKpaIllEHHBIMU paJly’KKaMH rojiy0oro IBeTa He HaOJI0alKCh, B PEIKUX CIy4asX H3MEHEHUs
OTMEUAJINCh [IPY PABHOMEPHO OKPAIIEHHBIX pajy’KKaxX Ceporo, 3€J€HOI0 U Kapero LBETA.
W3menenne 1Bera ria3 oOYCIIOBICHO YBEIMUYCHHEM COJEp)KaHUS MEJaHWHA B CTPOMAJbHBIX
MEJaHOLMTaX pagy’KKH, a HE YBEJIMYEHHUEM YHCIa CAMUX MEJAHOIUTOB. B TUIHMYHBIX ciydasx
KOpPUYHEBAsl MUTMEHTALMS MOSBIISAETCA BOKPYT 3padyKa U KOHLIEHTPUYECKH PACIPOCTPAHSIETCS HA
nepudepuro paxyxku. [Ipu 3Tom Bes pamykka wiu ee yacTu npuoOperatoT kapuii 1set. Ilocie
OTMEHBI Tepanuu AajbHEHIIas MUTMEHTAlMs He oTMedanachk. Ilo uMeromuMes KIMHUYECKUM
JTaHHBIM U3MEHEHHE [BETa HEe ObLIO CBA3aHO ¢ KAKMMH-TMO0 CHMIITOMAaMH WJIM aTOJI0OTHYEeCKUMHU

HapYIICHUSIMH.
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[Ipenmapar He OKa3bIBaeT BIMSHUA Ha HEBYCHI U neﬁ%é}gt}lﬁ;@bﬁE%gﬁxﬁj éofdcro

pe3yabpTaTaM S5-JIETHUX KIMHUYECKUX HCCIEJOBaHUM, HAKOIUIEHHWS MUIMEHTa B CKJEpPO-
POTOBUYHOM TpabeKyJIIpHON CETH WM MHBIX OTAeax MepeHel KaMephl Illa3a He OTMEUEHO.
[loka3aHo, 4YTO NOTEMHEHHE pAAYKKHM HE NPHUBOJAUT K HEXKEIATEIbHBIM KIMHUYECKUM
MOCJIEJICTBUSIM, TO3TOMY IPUMEHEHHE JIATAHOIPOCTA MTPU BOZHUKHOBEHUH TAKOTO IMOTEMHEHUS
MOXHO MNPOJOJKUTE. TeM He MEHeE, TaKWE MAalMEHThI JOJKHBI HaXOAUTHCS MOJ PETYISIPHBIM
HAOIIO/ICHUEM U, B 3aBUCUIMOCTH OT KIIMHUYECKOM CUTYaIlUH, IEYCHUE MOXKET OBITh IPEKPAIICHO.
OnpIT NIpUMEHEHUs JIATAHONPOCTAa B TEPANMM 3aKPBITOYIOJbHOM W BPOXKACHHOM TJIAyKOMBI,
MUTMEHTHON TJIayKOMBI, OTKPBITOYTOJbHOM TIJIayKOMBbl Yy TAIMEeHTOB C IceBroadakueit
OTpaHHUYEH.

OTCyTCTBYIOT CBEIEHUS O NPUMEHEHUHM JIATAHONPOCTa B JICYCHUH BTOPUYHON TIJIayKOMBI
BCJIE/ICTBHE BOCTIAJIUTENIBHBIX 3a00JI€BaHUI I71a3 U HEOBACKYJSPHON TJIAyKOMBI.

JlaTaHONIPOCT HE OKA3BIBACT BIIMSHUSA HAa BEJIMYMHY 3padka. B CBS3M ¢ OTCYTCTBHEM OIBITA
MIPUMEHEHUS JIATAHOIIPOCTA B TEPAIIMU OCTPOrO MPUCTYIIA 3aKPBITOYTOJIBHOM II1ayKOMBI, CIEAYET
C OCTOPOYKHOCTBIO IPUMEHSATH MpenapaT y TaKUX NalHueHTOB.

B cBs3u ¢ Tem, 4TO CBEIEHMS O MPUMEHEHUM JIATAHOIPOCTa B MOCICONEPALMOHHOM IEPHOJIE
9KCTPaKIMU KaTapakThl OIPaHUYEHBI, CIEIyeT COOJII0aTh OCTOPOKHOCTb MPU MPUMEHEHHU
Ipenapara y 3Tod KaTeropuy NanueHTOB.

Crnenyer coOmogaThb OCTOPOXKHOCTb MpPHU MPUMEHEHMM JIATAaHONPOCTa MAIMeHTaMH ¢
reprneTu4ecKuM KepaTuToM B aHamMHe3e. [Ipu ocTpoM repneTnueckom KEpaTUTe, a TAKXKE B CIIydae
HaJIU4Msl AHAMHECTUYECKHUX CBEACHUM O XPOHHUYECKOM PELUIUBHUPYIOUIEM TI€pHETUYECKOM
KepaTuTe, Heo0X0 MO n30eraTh Ha3HAYEHUS JIATAHOIIPOCTA.

MakynspHbIii OTEK, B TOM YHUCJE KUCTO3HBIM, OTMEYAJICS B MEPUOJ TEPANUU JATAHOIPOCTOM
MPEUMYIIECTBEHHO Y TAaIMeHTOB C adakuei, mnceBpoadakuel, pa3pblBOM 3adHEH KarCyibl
XpyCTaluKa, WIH Y TallMeHTOB ¢ (PaKTOpaMU PUCKa Pa3BUTHUS KHCTO3HOTO MaKYJISIPHOTO OTeKa (B
YaCTHOCTH, NPU AHMA0CTUYECKON PETUHOMATUH M OKKIIIO3MH BeH ceTdyaTku). CienyeTr codmoaaTh
OCTOPOXKHOCTh TIPH MPUMEHEHUH JIATAHONPOCTA MalMeHTaMu C adakuel, mnceBmoadakuei ¢
pa3pbIBOM 3aJHEH KallCylbl WIM MEPEIHEKAMEPHBIMA WHTPAOKYJSAPHBIMHU JIMH3aMH, a TAKXKE
MalMeHTaMH C U3BECTHBIMH (PAKTOpaMH pUCKa KMCTO3HOTO OTEKa MaKYJIbI.

Crenyer co0n01aTh OCTOPOKHOCTH MPHU MPUMEHEHUH JIATAHOIIPOCTA MAleHTaMH ¢ (haKTOpamMu
pHUCKa pa3BUTHUS UPUTA/yBEUTA.

OnbIT NpUMEHEHUs JIaATaHOIMIPOCTa MallMeHTaMu ¢ OpPOHXHUAIBHON acTMOI OrpaHHu€eH, HO B psilie
CIIy4aeB B TMOCTPETUCTPALMOHHOM MEPHOJE OTMEYaINCh OOOCTpEHHE TEYEHHs] acTMbl W/HIIU
nosiBJIeHHe oAbIKU. CiieyeTr co0It01aTh OCTOPOKHOCTD IPH IPUMEHEHUH JIATAHOIIPOCTA Y ATOH

KaTeropuu mnauueHToB (cM. Takxke pasgen "[lobounoe neiictBue"). OTMewanuch ciaydau
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XapakTep MpU MPOJIOJKEHUN TePAIUU JTaTaHOIIPOCTOM.
JIaTaHOMIPOCT MOKET BBI3BIBATH MOCTETIEHHBIE H3MEHEHUS PECHHUII M ITYLIKOBBIX BOJIOC, TAKHE KaK
yJUIMHEHUE, YTOJIIIEHUEe, YCUJICHME IMIMEHTAlM{, YBEJIUYEHUE TYCTOTBl U H3MEHEHHE
HalpaBJIEHUs] pOCTa pecHUL. VI3MEHeHus pecHMIl ObUIM OOpaTHUMbI M MPOXOJWIM TIOCIE
IpeKpaIeHus Teparum.

ODTOITPOCT conepkuT OSH3AIKOHUS XJIOPH]I, YaCTO UCIOIb3YEeMBbIi B KaUeCTBE KOHCEPBAHTA
B O()TaJIbMOJIOTUYECKUX JIEKAPCTBEHHBIX Npernaparax. beH3alkoHus XJIOpUJ MOXKET BbI3bIBATH
pa3fpaxeHue ria3, TOYEYHYI0 KepaTONaTHUIO W/WIM TOKCHYECKYIO S3BEHHYIO KepaTomnaTuio, a
Takxke abcopOMpOBATHCS MATKMMH KOHTAKTHBIMM JIMH3aMH M OoOecLBeYHBaTh HX. Tpedyercs
THIATEJIbHBI MOHUTOPUHI COCTOSIHMSI NAIMEHTOB C CHHAPOMOM '"cyxoro" riasza winu JIpyrux
3a00J1€BaHN POTOBUIBI NP AJIUTEIBHOM IPUMEHEHHMHU JaTaHonpocTa. Ilepen nmpumeHeHuem
npenapara He0OX0AUMO CHATh KOHTaKTHBIE JIMH3bI U CHOBA YCTAHOBUThH UX HE pPaHEe UYeM uepes
15 MuHyT ocne MHCTUILIALUY (CM. Takxke pa3zaen "Crnocod mpuMeHeHHs U 103b1").

Jlemu

Cenenust 00 3pheKTHBHOCTH U 6€30MaCHOCTH MTPUMEHEHHUS JTaTAaHOIIPOCTA Y JIETEH MITaJIIie roaa
orpaHudeHbl. OTCyTCTByeT ONBIT TNPUMEHEHHs IpenapaTa y HEIOHOIIEHHBIX JeTel
(recTalMOHHBINA BO3PACT MeHee 36 Hellelnb).

Ceenenus o 6e30MacHOCTH JIOJTOCPOYHOTO MPUMEHEHUS JIaTaHOIPOCTa y JAeTeill OTCYTCTBYIOT.
[Ipu nepBUYHOM BPOXKICHHOH Iiaykome y neteit oT 0 10 3 jeT cTaHAapTHBIM METOJIOM JICUEHUS
OCTaeTCsl XUPYPTrUUECKOE BMEIIATENHCTBO (TOHUOTOMUS/ TPAOEKYIOTOMUSA).

BinsiHue HA cIOCOOHOCTH YNPaBJeHHS TPAHCIIOPTHBIMH CPEeACTBAMHU U MEXaHU3MAMHU

Kak u nmpu npumMeHeHun Apyrux opTaabMOJOTHUECKUX JIEKAPCTBEHHBIX MpPEnapaToB, BO3MOKHO
BPEMEHHOE HapyIlIEHUE 3pEHMUSI; 10 €r0 BOCCTAHOBIICHHSI YIIPABIIATh TPAHCIIOPTHBIMU CPEICTBAMU
WIN paboTaTh ¢ MEXaHU3MaMH HE PEKOMEHYeTCs.

dopMa BbINTYCKa

Kamnu rnasusie, 0,05 mr/mo.

[To 3 M BO (pr1akoH W3 MONMMATUIICHA HU3KOHM TJIOTHOCTH C KarelbHUIICH C 3aBUHYMBAIOIIEHCS
KPBILIKON M3 MOJUIIPONIIIEHA € KOJIBLOM IIEPBOTO BCKPBITHUS.

ITo 1 ¢nakony BMecTe ¢ MHCTPYKIHMEH MO MEIUIIMHCKOMY MPUMEHEHHIO MOMEIIAIOT B MavKy
KapTOHHYIO.

Cpok rognoctu

2 roxa.

[Tocne BckpeiTus i1akoH XpaHuTh He 6onee 30 nHei nmpu Temneparype He Boie 30 °C.

He MNPUMCHATH IO UCTCUCHUU CPpOKA rOAHOCTHU, YKA3aHHOT'O HAa YITAKOBKC.
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(NOCNEOOBATENEHOCTE 0001)

YcaoBusi XxpaHeHust

[Ipu remneparype He Bbie 30 °C.

XpaHUTb B HEAOCTYITHOM I IETEH MECTe.

YcaoBus oTnycka

OTmycKaroT Mo pelenTy.

IOpuauyeckoe M0, HAa UMS KOTOPOT0 BBIIAHO PErHCTPALIMOHHOE YAOCTOBEPEHHE
Opxugus @apmacsrotukan Munactpus

Paiion (14, 15) - 6510k Ne12011 - mpombInizieHHAst 30Ha CEBEPHOTO HAIIPaBJIEHUs, TOpo Db Y Oyp,
Kanproowms, Eruner

IIpousBoauTe b (Bce CTaAUM, BKJIIOYasi BHITYCKAIOIIUI KOHTPOJIb Ka4ecTBa)

Opxugus @apmacsrotukan Munactpus

Paiion (14, 15) - 6510k Ne12011 - mpombInizieHHAst 30Ha CEBEPHOTO HAIIPaBJIEHUs, TOpo Db Y Oyp,
Kanproowms, Eruner

Opranunsanus, IPUHUMAKOIIAS IPEeTEeH3UH NOTpeduTe e

AHO «HaunonanbHbli Hay4HbIN 1IEeHTp PapMaKoHaI30pa»

105005, Poccus, r. MockBa, yi. baymanckas, a. 6, ctp. 2, atax 9, opuc 923

Ten.: 8 (800) 777-86-04

Email: adversereaction@drugsafety.ru
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