MMHHCTEPCTBO 3/IPABOOXPAHEHI I POCCUMCKOW ®EJEPALIMU

NHCTPYKIIUA

[1O MEJUIVHCKOMY ITPUMEHEHMIO JIEKAPCTBEHHOI'O

ITPEITAPATA
KCAJIATAH® (XALATAN®)

PETICTPAIIMOHHBIA HOMEP: IT N012867/01

TOPITOBOE HAUMEHOBAHMUE ITPEIMAPATA: KCAJIATAH®

MEXKIAYHAPOJHOE HETATEHTOBAHHOE HAUMEHOBAHMUE: natanonpocr
JIEKAPCTBEHHAS ®OPMA: kamuiu riia3Hsle

COCTAB:

1 M1 pacTBOpa COIEPIKUT:

Oeticmeyroujee geujecmso: TaTaHoONpPocCT - 50 MKT;

8CNOMO2amesibHble geujecmaa.; HaTpUs XJIOpH, HaTpusl Juruapodocdatr MOHOTUAPAT, HATPUSL

rugpodocdat 6e3BOAHbIHN, OCH3UTKOHUS XJIOPU, BOAA 151 UHBEKIHH.

OIIMCAHME:

[Tpo3paunblii 6ecBETHBII pacTBOp.

ODAPMAKOTEPAIIEBTUYECKASA TI'PYIIIIA: 10poTHUBOIIayKOMHOE€ CPEICTBO -
npocTariaasanHa Fy, aHaior CHHTETHY€CKUM.

Kox ATX: SO01EE01

®APMAKOJOTHYECKHE CBOMCTBA

DapMaKoAMHAMUKA

JlaTanompocT - anasor npocrtariasanaa Fy, - sBIseTcs celeKTUBHBIM arOHUCTOM perenTtopo FP
(mpocTtarnannuaa F) u cHmwkaeT BHyTpuriasHoe nasinenue (BI'/l) 3a cueT yBenmyeHUs OTTOKA
BOJISTHUCTOM BIIaTH, TIaBHBIM 00pa30M, YBEOCKII €paTIbHBIM Iy TEM, a TAKKE Uepe3 TPaOeKy IIPHYIO
ceTb. CHmxenue BI'/] HaumHaeTcs npuOan3uTenpHO Yyepe3 3 — 4 4 mocsie BBEASHUs Ipenapara,
MakcuMalbHbIN 3p hekxT HabmonaeTcs uepe3 8 — 12 u, nelicTBIe COXpaHIETCS B TECUCHUE HE MEHEE
24 4,

HccnenoBaHust Ha )KUBOTHBIX My 4Ye€JIO0BEKa IMOKa3aJlk, YTO OCHOBHBIM MEXaHU3MOM JE€HCTBUS
ABIISIETCS YBEJIWYEHUE YBEOCKIEPAJbHOr0 OTTOKA, KpOME TOTO, Y YellOBEeKa TaKkKe OMHCAHO

yIy4II€HUE OTTOKA (CHUKEHHUE COMTPOTUBIICHUS OTTOKY).



HccenenoBanus Ha )KUBOTHBIX MOKa3aliy, YTO B KIMHUYECKHX /103aX JaTAHONPOCT HE BIUsAET (WK
BIIMSIET HE3HAYMMO ) HA BHY TPHTIIa3HOE KpoBOooOpameHue. [Ipu MmecTHOM p UMEHEHUH BO3M O KHBI
KOHBIOHKTHBAJIbHAST WM ONUCKIEpajibHAas WHBCKIUS JIETKOW WJIM CpeaHed CTeneHd
BbIpakeHHOCTH. [lo  JaHHBIM  (IIOOPECLHEHTHOM aHruorpad@uu JJIUTENbHOE JIeUeHUEe
JIATAHOMPOCTOM TOCIIE€ IKCTPAKATICYJISIPHON IKCTPAKIIUU KaTapaKThl Y 00€3bSH HE OKa3bIBAJIO
BIIMSIHUS Ha KpOBOOOpalieHue ceTyaTku. [Ipu KpaTkoCpOYHOM MPUMEHEHHH JATAHOMPOCT HE
CIIOCOOCTBOBAJI MPOCAUYMBAHUIO (UIyopeclieMHa B 3aJHEM CErMEHTE TJla3a MalUeHTOB C
UCKYCCTBEHHBIM XPYCTAJIUKOM.

Y CcTaHOBIIEHO, YTO JIATAHOMPOCT HE OKA3bIBAET CYIIECTBEHHOIO BIUSHUS Ha MPOIYKIIHIO
BOJISTHUCTOM BJIATH U HA TeMATOO () TATbMUIECKHI Oaphep.

[Ipy npumMeHeHMH B TEpaNeBTUUYECKUX [103aX JIATAHOMPOCT HE OKAa3bIBACT 3HAUYMMOIO
dbapmakomorudeckoro 3ppekra Ha CepACIHO-COCY TUCTYIO H IBIXATEIHLHYI0 CUCTEMBI.

Hemu

Db dexruBHOCTH penapara Kcanatan® y nereii B Bo3pacte mutaiie 18 et Obuta mokas3ana B 12-
HEIEJIbHOM JBOMHOM CJIETIOM MCCJI€JOBAHHUM JIATAHOMPOCTA B CPABHEHHHU C TUMOJ0JoM y 107
MAIMEHTOB C JUATHO30M MHTPAOKYIISIpHAS TUTIEPTEH3US M MHPAHTHIBHAS TIIayKoMa.

CHmXeHHe BHYTPUITIA3HOTO [ABJICHUS Yy MAlMEHTOB OCHOBHOW MOATPYMIBI C TEPBUYHON
BPOKIEHHOW/MHPAHTUIBHOW TIIayKOMO# OBUIO COMOCTABUMBIM MEXIY TPYIION MAIHEHTOB,
MOJIYYaOIIUX JTATAHOIIPOCT U IPYMIOH, MOJYYaAOMIEd TUMOIOJ. Y MAlMEHTOB C HE MEPBUYHO
BPOXKICHHBIMU (OpMaMH TIayKOMBI (HalpuMep, IOBEHHIIbHAS OTKPBITOYTOJbHAs TIIayKOMa,
adakuyeckas riaykoMa) OTMEUaJINCh TaKue K€ pPe3yJbTaThl, KAK U y TPYMMbl C MEPBUYHOMN
BPOJKIECHHOU IT1TayKOMOM.

Binusnue Ha BHYyTpUINIa3HOE JaBJICHUE OTMEUAJIM IOCIE MEPBOM HENENIH Tepanuud U OHO
COXPAaHSIOCh B TeUueHHE 12 HEAETBHOro Mepro/ia UCCIIEIOBAHMS, KAK Uy B3POCIIBIX MMAIIUEHTOB.
JlaHHBIE O BIMSHUU JIATAHOMPOCTA HA BHYTPUTJIA3HOE JaBJIEHUE Y AETEH B Bo3pacTe miiaiie 36
HeJIeJIb OTCYTCTBYIOT.

PapMaKOKHHETHKA

Jlatranonpocr  (Mmonekynspuas wmacca 432,58) mnpencraBisier co0Oil  MPOJIEKApCTBO,
ATEepUPUIIUPOBAHHOE HM30TPOTUIOBOM IPYIIONW, HEAKTUBEH; MOCJE THAPOJIN3a 0 KHUCIOTHOM
(OpPMBI CTAHOBUTCS OMOTIOTUYECKH AKTUBHBIM.

Bcacwvisanue

[IponekapcTBO XOPOIIO BCACHIBAETCS YE€PE3 POTOBUILY U IIOJTHOCTBIO THAP OJIM3YETCS TP U MOTIAIaH|I

B BOJISIHUCTYO BJIary.
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Pacnpeoenenue

UccnenoBanus y yenoBeka nokas3aid, YTO MaKCUMalibHAs KOHIIEHTPAIUS B BOJISTHUCTOM Biiare
Jocturaercs yepe3 2 4 mociie MHCTWIIAUKMM. [locine nHCTUIIAUMU 00e3bsiHaM JaTaHOTPOCT
pacmupeensiercs MpeuMyIeCTBEHHO B MIEpEIHEeN KaMepe ria3a, KOHbIOHKTUBE U Bekax. JIumb
HEOOIBIIIOE KOJTUYECTBO JIATAHOMIPOCTA IOCTUTACT 3a/IHEH KaMephl I1aza.

buompancgopmayusn

AxTuBHas (opma JaTaHONpOCTa MPAKTUYECKH HE MeTaboJM3UpyeTcs B TIJa3y, OJIHAKO
nmoJiBepraeTcst OnoTpaHchopMaluu B eUCHU.

Bvigeoenue

[Tepuon moayBbIBeACHUS U3 TUIA3Mbl COCTaBIIsET 1 7 MUH.

HccnenoBanus Ha KMBOTHBIX TMOKa3a, YTO OCHOBHbIE MeTabonutsl (1,2-nuHop- u 1,2,3,4-
TETPaHOPMETA0OIUTHI) HEe 001agalT (UK 00IaAal0T HU3KOH) OMOTOTHYECKO aKTUBHOCTHIO U
BBIBOISITCS MPEUMYIIECTBEHHO C MOYOM.

Jlemu

dapMaKOKMHETUYECKHE UCCIIEJOBAHMS JIaTAHOIIPOCTA IPOBEIEHBI y 22 B3pOCHBIX U 25 nereii (B
Bo3pacTte 0-18 ner) ¢ opransMorunepreH3uei u rmaykoMoid. Bce Bo3pacTHbie rpy bl MOTydand
nmaTta”onpocT B kKoHIeHTpauuu 0,005 % mo oaHOM Karie B KaXKIbli I1a3 B TEUCHUE HE MEHEe
2 HeJlleJIb. DKCIIO3UIIUS JIATAHOTIPOCTA MPUOIU3UTENIBHO B 2 pasa BhIIE y AETEil B Bo3pacTte oT 3
110 12 et no cpaBHEHHUIO C B3pOCIIBIMU NALIMEHTAaMU U B 6 pa3 BhIlIE y IETEN B BO3pACTe MJIA/IIIIE
3 net. OgHako mpo s 0€30MacHOCTH MpenapaTaHe OTANYACTCA Y IeTEH 1 B3POCII bIX (CM. pazzern
«Ilepeno3upoBka»). Bo Bcex BO3pAaCTHBIX TPYyMIaxX MNPOJOJDKATEIBHOCTh COXpPaHEHHS
MaKCHUMaJIbHOM KOHIEHTPAIMU KUCIOTHI JIATAHONPOCTA B IUIa3M€ KPOBH COCTABIISIET 5 MUH.
[Tepuon monyBBIBEICHUS KUCIOTHI TATAHOTIPOCTA y IETEH TAKOM ke, KaK Uy B3pOCIbIX (<20 MUH).

B paBHOBecHOI KOHIIEHTPAIIMH HE MTPOUCXOAUT KyMYJISLUU KUCIOTHI JIATAHOIIPOCTA B IJIa3Me

KPOBH.

INOKA3AHUSA K TIPUMEHEHHUIO
CHikeHHe TOBBIIEHHOTO BHYTpuUriazHoro AasineHust (BI']) y B3pocnbix u gereit (B Bo3pacte

ctapiue 1 roga) c OTKpBHITOYrOJIbHOM ITTaAYyKOMOM HITH MOBBIIIEHHBIM 0()TaIbMOTOHY COM.

ITPOTUBOIIOKA3AHUA
[ToBbIIEHHAs 4y BCTBUTEIBHOCTB K JIATAHOIIPOCTY WIIM APYTUM KOMIIOHEHTAM Mpenapara.

Bo3spact 1o 1 roga (3¢(eKTUBHOCTB M 6€30MaCHOCTh HE YCTAHOBIICHBI).
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C OCTOPOXHOCTBIO

Adaxkus, niceBnoadakusi ¢ pa3pbIBOM 3aHEH KamCyJbl XpyCTajauKa, MAUCHTHI ¢ (aKToOpamu
pUCKa MaKyJSIpHOTO OTeKa (MpHU JICYEHUU JIATAHOMPOCTOM OIMUCAHBI ClIydau pPa3BUTHUA
MaKyJISIPHOTO OTE€Ka, B TOM YHCJI€ LIUCTOUIHOTO); BOCTIAJIUTEIbHASI, HEOBACKYJIIpHAs TJIayKoMa
(M3-3a OTCYTCTBHUSI JIOCTATOYHOTO OTNBITA TMPUMEHEHHUs Tpernapara); OpOHXHAIbHAS aCTMa;
repreTUYeCKUii KepaTUT B aHAMHE3E.

Cnenyer usberath npuMeHeHust mpenapara Kcamaran® y manmeHTOB ¢ akTHBHOM (opMmoit
repreTHYeckoro KepaTura M PEUUJUBUPYIOUIUM TIepHeTUYECKUM KepaTUTOM, OCOOEHHO

CBA3aHHBIM C IIPHEMOM aHAJIOTOB NpocTarmanauHa Fp, Kcamatan®

cienyeT MPUMEHSATH C
OCTOPOXHOCTBIO y TALMEHTOB C (DakTopaMu pucKa pa3BUTHS HpuTa/yBeuTa. CyIIeCTBYIOT
OrpaHHYEHHBIE [aHHBIE O TNpHMeHeHMH npenapata Kcamatan® y mNalMeHTOB, KOTOPBIM
IUIAHUPYETCS ONEpaTUBHOE BMEIIATENbCTBO M0 NMOBOJIY KaTapakThl. B cBf3M ¢ 3TUM y AaHHOMN

rpymbl 601bHBIX Keanaran® HeoOGX0MMO IPUMEHSTH C 0CTOPOKHOCTBIO.

NPUMEHEHUE IIPU BEPEMEHHOCTU W B TIIEPHOJA TIPYJIHOI'O
BCKAPMJINBAHUSA

bepemennocmo

be3onacHocTh MpUMEHEHUS J1aTaHOIPOCTA BO BpeMsi OepeMEHHOCTH Y YeJIOBEKa HE yCTaHOBIICHA.
JlaTaHOTIPOCT MOKET OKa3bIBaTh TOKCHYeCKHe 3P (PEeKThl Ha TeUueHHUE OEPEMEHHOCTH, IO U
HOBOPOXJIeHHOTO. [IpMeHeHue Bo BpeMsi 6epeMeHHOCTH MPOTUBOIIOKA3aHO.

Ilepuoo epyoHnozo éckxapmausanus

JlaTaHompoCT U ero MeTaboIUThI MOTYT MMPOHUKATH B TPy IHOE MOJIOKO. [Ipumenenue Bo Bpems
IPYJIHOTO BCKapMJIMBaHUS NMPOTHBOMNOKa3aHo. [Ipy HeoOXoaMMOCTH MpUMEHEHHs Ipernapara
IpyJIHOE€ BCKapMJIMBaHUE HEOOXO0IUMO IPEKPATUTb.

DepmunvrHocmb

BnusiHus naTaHOIPOCTa HA MYXKCKYIO M )KEHCKY10 (DepTHIIBHOCTD B MCCJIEJOBAHUAX HA JKUBOTHBIX

He 00HapyKEHO.

CIIOCOBb TPUMEHEHMUS U 103bl

Peoicum 0o3uposanus y 63pocavlx (6K104ASA NONCUTBIX)

[To oxHOI Karuie B mopaXXeHHbIHN T71a3(a) OIMH pa3 B 1eHb. OnTUManbHbIN 3P EKT gocTUraeTcs
NIpY IPUMEHEHUH NIpeTiapaTa Be4epoMm.

He cnenyeT ocyuiecTBiIsTh MHCTWUISIMIO Tpenapara yaiie, 4eM | pa3 B J€Hb, MOCKOJIBKY
II0Ka3aHo, 4YTO O0JIee YaCTOE BBEAECHHUE CHIKAET FMIIOTEH3UBHBIN 3P (PEKT.

[Ipu npomycke 0AHOM 10361 JI€YEHHE MPOJAOJKAIOT 0 00bIYHOM cxeme. Kak mpu npuMeHeHun
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TMO0BIX TJIa3HBIX Kallelb, C LEJbI0 CHIKEHUS BO3MOYHOTO CHUCTeMHOTo 3¢ dekTa mpemnapara,
cpasy Moclie MHCTUUISINAN KaXXT01 Karuii pEKOMEHIYeTCs B TeueHHe | MUHYTHI Ha1aBJIMBaTh HA
HWDKHIOIO CJIE3HYIO TOUKY, PAcIOJIOKEHHYIO y BHYTPEHHETO yIJla IJ1a3a Ha HWKHEM BeEKe. OJTy
npoueaypy He0OX0JMMO BBINOJIHATH HEMTOCPEICTBEHHO MOCJIE MHCT LTSI,

[Tepen unctunIsAIME HEOOXOAMMO CHATH KOHTAKTHBIC TUH3bI M YCTAHOBUTD UX HE paHBIIIE, YeM
yepe3 15 muH nocne BBeAeHus (cM. Takke pasnen «OcoOble ykazaHus»). Eciu o 1HOBpEeMeHHO
HEOOXOJAMMO MPUMEHSTh APYyTHE TJIa3Hble KAaIUTM, UX NPUMEHEHHE ClelyeT pa3rpaHuduTh
S5-MUHYTHBIM UHTEPBAJIOM.

Peotcum 0ozuposanus y oemeti

JlaTaHONIPOCT MPUMEHSIOT y IETEM B TOM KE A03€, UTO U y B3POCIbIX. JlaHHBIE O IPUMEHEHUU
npenapara y HeJJOHOIIEHHBIX (TecTalMOHHBIN Bo3pacT < 36 Helellb) OTCYTCTBYIOT. JlaHHBIE Y

nereil <1 rojga CUIBHO OTPaHUYEHBI.

MNOBOYHOE JEVCTBUE

BonbmMHCTBO HEXKEIATENBHBIX PEAKIIUI OTMEYAINCh CO CTOPOHBI OpraHa 3peHus. B oTKkpbsITOM 5 -
JIETHEM HCclieIoBaHuU Oe3omacHocTH Y 33 % pa3Buiiach TUTMEHTAIMS PaTyKHONH 0OO0IOUKH (CM.
pasnen «Ocobrble ykazanus»). [I[poune HexenarenbHble peakii CO CTOPOHBI OpraHa 3peHHs, Kak
MPaBUJI0, TPAH3UTOPHBI K OTMEYAIOTCSI HEMOCPEICTBEHHO MOCII€ MHCTUIIIALIHH.

['papanus HexenaTeNbHBIX peakuil 0 YacTOTE BCTPEUAEMOCTH OCYILECTBISIIACH CIIETYIOIIM
obpazoMm: ouens yacto (>1/10); gacto (=1/100, <1/10), meuacto (>1/1000, <1/100), peako
(>1/10 000, <1/1000) u ouens peako (<1/10 000). YacTora He U3BeCTHA (HA OCHOBE UMEIOIINXCS
JAHHBIX YaCTOTY OIICHUTh HEBO3MOIKHO ).

Hngpexyuu u uneazuu

Yacmoma neuzsecmna: repleTUYECKUNA KEPATUT.

Co cmoponst opzana 3penusn

Ouenb yacmo: THUICPIIUTMEHTAIMSA paxyXHOH OOOJOYKH, THUIEPEMHUS KOHBIOHKTHBEI,
pa3apakeHue Ii1a3 OT JETKOU 10 cpeHel cTeneHu (4yBCTBO XOKEHUS, OLYIIEHHE TTeCKa B IJ1a3ax,
3y[l, OKaJbIBaHUE U OUIYIIEHUE HHOPOJHOTO Teja), U3MEHEeHHe pecHUI] (YBeJINUeHHE JJIHHBI
TOJIIIMHBI, KOJTUYECTBA U TUTMEHTAIIUH).

Yacmo: npexonsduiue TOYEUYHBIE SPO3UU SIUTENUs (MPEUMYIIECTBEHHO OECCUMIITOMHBIC),
6snedapur, 60156 B r1asy.

Heuacmo: otex Bek, CyXOCTb CIM3UCTON 000JIOUKH IJ1a3a, KEPAaTUT, 3aTyMaHUBaHUE 3PEHUS,
KOHBIOHKTHBHT.

Peoko: uput/yBenT (peUMYILIECTBEHHO y MPEAPACIIONOKEHHBIX MAIllMEHTOB), OTEK MaKYyJIbl, OTEK

BCK, OTCK pPOroBUlbI, 3p0O3UA POIOBUIIbLI, HepHOp6HTaHBHBIﬁ OTCK, NOTCMHCHHC KOXH BCK,
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peaKku CO CTOPOHBI KOXXM BEK, HM3MEHEHHE HAIpaBlIE€HHUS POCTa PECHHUIl, YTOJIICHHE,
MOTEMHEHHE U yJIMHEHUE PECHULI, TUCTUXHAa3, POTOPOoOus.
Ouenv pedko: N3MECHEHUS B TIEPHOPOUTANIBHBIN 00JIACTH U B 00JIaCTH PECHUI], TIPUBOISIIHE K
yriry01eHUIO O0PO3IBI BEPXHETO BEKa.
Yacmoma Heuzsecmna: KUCTa paaykHOU 000I0YKH, TICEBIONEM(HUTON] KOHBIOHKTUBHI.
Co cmoponbl HepEHOUL cucmembl
Yacmoma Heuzgecmma: TOJIOBOKPYKEHHUE, TOJTOBHAS 00JIb.
Co cmoponwl cepoua
Heuacmo: creHokapaus, oulyleHue cepaieOneHus.
Yacmoma neuzgecmna: HeCTAOUIbHASI CTEHOKAPAUS.
Co cmoponbt 0p2anoe Ovixanus
Peoko: Gponxocmnasum (B T.4. 000cTpeHune 3a00IeBaHMs y TAIIMEHTOB ¢ OPOHXUATBHON aCTMOM B
aHaMHe3e), OJIbIIIKA.
Co cmoponbl Kodcu u noOKOIHCHBIX MKAHell
Heuacmo: cpib.
Peoxo: koxHbIi 3y 1.
Ouenb pedxo: TOTEMHEHHUE KOKH BEK U MECTHBIE KOJKHBIE PEAKIIMU Ha BEKaX.
Co cmoponst 0nOpHO-08U2AMENbHO20 ARNAPAMA U COCOUHUMENbHOTI MKAHU
Yacmoma neuzeecmmua: MUAITHSL, apTPAITHUSL.
Oougue napyuwienus u mecmmuole peaKkyuu
Ouenv peoxo. 601b BTPY/IH.
emu
CornacHo pe3yibTaTaMm ABYX KpaTKOCPOUHBIX (<12 Heaesnab) KIMHUYECKUX HCCIIEOBAHUN Y
93 nereit mpo¢uiap 0€30MaCHOCTH JIaTAaHONpPOCTa y JAeTed He OTIMYaincs OT NpoQuist
O0e3omacHocTH y B3pocibiX. [lpodwirs OGe3omacHOCTH MEXIy pas3IndHBIMH BO3PAaCTHBIMH
rpynmnaMu y getei conocraBuM. [lo cpaBHeHMIO ¢ B3pOcCiON momysinuel, y nereil HauboJee

4acTO OTMEYAJINCh Ha30(apUHTUT U JTUXOpaJIKa.

NEPEJIO3UPOBKA

CHMITOMBI

[TomuMo pa3apaxeHus CIIM3UCTON 000JT0UYKH IJ1a3, THIIEPEMUN KOHBIOHKTUBBI WJIH SIMHCKIEPHI,
JIpyTue HeXeJlaTelbHbIe HW3MEHEHHS CO CTOPOHBI OpraHa 3pEHUs MpPH TMEePEeI03UPOBKES
JIaTaHOIIPOCTA HE U3BECTHBI.

[Ipu cnyyaifHOM IpHeMe TaTAaHOMPOCTa BHYTPb CIEyeT yUUTHIBATH CJIeAy FOITYI0 HH(OPM allHEO:

oauH ¢aakoH ¢ 2,5 mia pactBopa comepxut 125 mkr naranompocta. bonee 90% mnpenapara
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MeTaboNu3upyeTcss mpu NEPBOM NPOXOXKACHUH dYepe3 IMedeHb. BHYTpPUBEHHOE BBEJICHHE
Jata”HonpocTta 06e3bsiHaM B 103€ 500 MKI/KT HE BBI3BIBAJIO 3HAUMMBIX 3(PPEKTOB CO CTOPOHBI
CepIEYHO-COCYIUCTOM CUCTEeMbl. BHYTpUBEHHOE BBEICHHE JIATAHOTIPOCTA 00E3bsTHAM BHI3BIBAIO
npexoasmui 6porxocna3smM. BHyTpuBeHHas nH( Y3 B 103€ 3 MKI/KT Y 30POBBIX 100pOBOJIBICB
HE BBI3bIBAJIA KAKUX-TMOO CUMIITOMOB, OJTHAKO MPU BBEICHUU 10361 5,5 -10 MKI/KT HAO110/12JTUCh
TOIIHOTA, 00JIb B )KHUBOTE, TOJIOBOKPYIKEHUE, Yy TOMISIEMOCTb, TP JIUBBI U TOTJIMBOCTh. Y 0OJIBHBIX
OpOHXMANBHOM aCTMOI CpeJHEN CTETIeHH TSXKECTH BBEICHHUE JJaTaHOMPOCTA B I1a3a B 103€, B 7
pas3 mpeBbIIaloNIeii TepaneBTUYECKy 10, HE BbI3IBAJIO OpOHXOCMa3Ma.

Jleuenue

B ciyuae nepeo3upoBKY IPOBOAAT CUMITOMATUYECKOE JICUEHHE.

B3AMMOJENHCTBUE C IPYT UMM JIEKAPCTBEHHBIMHA CPEJICTBAMHU

IIpy OQHOBpEMEHHOM 3aKalblBAHUM B IJIa3a [BYX AaHAJIOrOB IPOCTArJIaHIWHOB OIMCAHO
napajaokcanbHoe nossimenne BI'J[, mosromy oJHOBpeMeHHOe NpUMEHEHHE JIByX U OoJiee
[IPOCTarJIaHAUHOB, UX aHAJIOTOB MJIX IIPOU3BOJIHBIX HE PEKOMEHY €TCH.

@apMalEeBTUYECKM HECOBMECTHM C INIa3HBIMU KaIUISIMH, COJEPXKAIMUMH THOMEpCall —

npeuumnuTanus.

OCOBbBIE YKA3AHUA

JlaTaHOIIPOCT MOXKET NMOCTENEHHO M3MEHUTH LBET IJIa3 3a CUYET YBEIWYEHUS COIEPIKAHMUA
KOPHYHEBOI'0 IMTMEHTA B paayskke. Jlo Hauasa ieueHus MalueHToB cliely eT IPOUH(OPMHUPOBATh
0 BO3MOYKHOM HEOOpaTHUMOM MU3MEHEHUH 11BeTa IJa3. [I[puMeHeHue nekapcTBEHHOTO Mpenapara
Ha OJTHOM TJ1a3y MOJKET BbI3BAaTh HEOOPATUMYIO € TEPOXPOMHUIO.

Takoe M3MEHEHME LIBETA I71a3 MPEUMYILIECTBEHHO OTMEYAJIOCh Y MAIlMEHTOB C HEPAaBHOMEPHO
OKpAILIEHHBIMU paJlyKKaMH, 8 UMEHHO: Kape-ToJIy ObIMH, CEPO-KapUMH, )KEJITO-KapUMHU U 3€JICHO-
KapuMH. B uccnenoBaHusx naTaHONpocTa NOTEMHEHHE, KaK PaBUIIO, HAUMHAIIOCH B TEUECHHE
NIEPBBIX 8 MECSLEB JIEUECHHUS], PEAKO — B TEUEHHE BTOPOTO WIIM TPETHETO I'0J1a U HE OTMEYAJIOCh 10
HCTECUYCHHUH YETBIPEX JIET JICUCHMUS.

[TporpeccupoBaHre MUTMEHTAIMN PATyXKA CHIKAIOCh CO BPEMEHEM M CTaOMIN3UPOBAIOCh
yepe3 5 set. JlanHble 00 yCHIICHUM TUTMEHTALMU B TEUEHUE 5 JIET OTCYTCTBYIOT. B OTKpBhITOM
S-7IeTHEM HCCleI0BaHUM 0e30IacHOCTH JaTaHompocta y 33 % mnaunueHTOB pa3BUBAJIACh
nUrMeHranus panykkd (cMm. pasupen «llobounoe neiicTBue»). B OONbIMIMHCTBE Ciydac
M3MEHEHHUE [[BETA PAdY’KKU OBUIO HE3HAYUTEIBHBIM H, 3a9aCTYI0, KIIMHUYECKH HE BBISBIISLIOCH.
Yactora BcTpeuaemMocTu kojebanack oT 7 10 85 % y manuMeHToB C HEOJMHAKOBOIO IIBETA

paayxkKaMu, npeo6naz[a;1 Yy NIAalUCHTOB C XKCJIITO-KapUMU padyKKaMHU. N3meHeHus Yy IanueHTOB C
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PaBHOMEPHO OKpAIIEHHBIMHU paay>KKaMH TO1y00ro 1BeTa He HAOII0JaIuCh, B PEIKUX CIydasx
M3MEHEHHUS! OTMEYAJINCh MTPU PABHOMEPHO OKPAIICHHBIX Ay KaxX CEpoTo, 3eJIEHOTO U Kapero
1BETA.

W3meHeHue 1BeTa 171a3 00YCIOBIEHO YBEIUUECHUEM COJEPKAHUS MEJIaHWHA B CTPOMAJIBHBIX
MEJIAaHOLIUTAaX PATYKKH, a HE YBEJIMUCHUEM YHCIIa CAMHUX MEJTAHOIMTOB. B TUMUYHBIX CiTydasx
KOpHUUYHEBAasi TUIMEHTAIUs MOSBISAETCS BOKPYT 3payKa U KOHIIEHTPUYECKU PACIIPOCTPaHSIETCs HA
nepudepuro paxyxku. [Ipu 3Tom Best panyskka Uiau ee 4acTu mpuoOpeTaroT kapwii iBeT. [Tocrne
OTMEHBI T€paIuy JajbHEeNIas MUTMEHTAalNs He oTMedanack. [lo umeromuMces KIMHAYEeCKUM
JTaHHBIM U3MEHEHUE I[BETa HE OBIIO CBA3aHO ¢ KAKUMHU-JIMOO CUMIITOMaMH HJTH ITaTOJIOTHYE CKUMHU
HapyILICHUSIMHU.

[Ipenapatr He oOKa3bIBaeT BIUSHUA Ha HEBYCHI U JICHTUTO paayx)HOM o0omouyku. CormacHo
pe3yabTaTaM S-JeTHUX KIMHUYECKUX HCCIIeJ0BaHUM, HAKOIUICHHS MUITMEHTa B CKJIEpO-
POTOBHYHON TPaOEKyJISIPHOM CETH WIM UHBIX OTJAejax MepeaHel KaMephl r1a3a He OTMEeUeHO.
[lokazaHo, YTO NOTEMHEHHME PaAYy>XKHM HE MPUBOJUT K HEKEIATEIbHbIM KIMHUYECKIM
MIOCJIEICTBUSAM, IIO3TOMY NIPUMEHEHHE JTaTAHOIIPOCTA MPU BOZHUKHOBEHUH TAKOTO OTEMHEHUS
MO>KHO TPOJOJIKUTh. TeM HEe MeHee, TaKue MaIUEHTHI TOJIKHBI HaXOAUTHCS MO PEryIspHbIM
HAOTI0JIEHUEM U, B 3aBUCUMOCTH OT KJIMHUYECKOM CUTYyalllH, ICUCHUE MOXKET OBITh TIPEKPAIICHO.
OneIT NpUMEHEHHUs JaTaHOINPOCTAa B TEPANUU 3aKPBITOYTOJIBHONM M BPOXKIEHHOM TJIayKOMBI,
MUTMEHTHON TJIayKOMBI, OTKpPBITOYTOJBHOM TIJIayKOMBl Yy TMALMEHTOB C TIceBaoadaxuen
OTPaHUYEH.

OTCYTCTBYIOT CBEIEHUS O NPUMEHEHUHM JAaTAHONPOCTAa B JICYEHUM BTOPUYHOM IJ1ayKOMBI
BCJIE/ICTBUE BOCHIAJIMTEIbHBIX 3a00JIEBaHUM I11a3 U HEOBACKYJIIPHOM II1ayKOMBI.

JlaTaHompOoCT HE OKa3bIBAa€T BIMSIHUS HA BEJIMYMHY 3payka. B CBs3M C OTCYyTCTBHEM OIIBITA
MPUMEHEHHUS JTaATAaHOIIPOCTA B TEPANK OCTPOTO NPUCTYNA 3aKPBITOYTOJIbHOM II1ayKOMBI, CIIETYET
C OCTOPOKHOCTBIO IPUMEHATH Npenapar y TAKUX NallUEeHTOB.

B cBs3u ¢ Tem, 4TO cBeAEHUS O MPUMEHEHHUH JIATAHOIPOCTA B MOCJIECONEPAIIMIOHHOM TIEPUOJIE
AKCTPAKIMU KAaTapaKThl OrpaHUYECHBI, CleAyeT COOJN0AaTh OCTOPOKHOCTh MPU NMPUMEHEHUN
rpenapara y 3TOM KaTeropuu MaueHTOoB.

Cnenyer coOnponaTh OCTOPOXHOCTh NPH NPUMEHEHUU JIATAHONPOCTAa MalMEHTaMU C
reprneTUYeCcKUM KEpAaTUTOM B aHamHe3e. [Ipru ocTpoM reprneTuyeckoM KepaTuTe, a TAKXKe B CI1yYae
HaJlUuMsl aHAMHECTHUYECKHX CBEJEHUH O XPOHMYECKOM PEUUIUBUPYIOUIEM TIePHETHYECKOM
KepaTuTe, HeoO0X0aMMO N30eTaTh Ha3HAYCHUS JTATAaHOIIPOCTA.

MakynspHbIii OTE€K, B TOM YHUCJI€ KUCTO3HBIM, OTMEYAJICA B MEPUOJ TEPANUU JIATAHOMPOCTOM
MPEUMYIIECTBEHHO Yy TMalMeHTOB C¢ adakueit, nceBpoadaxueil, pa3pbIBOM 3aTHEN KarcyJbl

XpycCTalluKa, WJINn 'y HallUCHTOB C Q)aKTOpaMI/I PHUCKa Pa3BUTUA KUCTO3HOT'O MAKYJISIDHOI'O OTCKA (B
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YaCTHOCTH, IPU ANA0ETUUECKOM peTHHOTIATUY U OKKITIO3UU BeH ceT4yaTku). CrienyeT coOmonarh
OCTOPOKHOCTh NMPU MPUMEHEHHUH JIaTaHOINPOCTA MalueHTaMu ¢ adaxueil, ncepnoadakueit c
pa3pbIBOM 3aJHEN KalCyJbl UK NEpEIHEKaMEpPHBIMA MHTPAOKYJISAPHBIMU JIMH3AMU, a TAaKXKe
MalMeHTaMU C U3BECTHBIMU (PaKTOpaMu pUCKa KUCTO3HOTO OTEKa MaKyJIbl.

Crnenyer cobitoaTh OCTOPOKHOCTH ITPU MPUMEHEHHUH JIATAHOIIPOCTA MAllUEHTaMU ¢ (paKTOopaMu
pHUCKa pa3BUTHS UPUTA/yBEUTA.

OnbIT NpUMEHEHHUS JIATaHONIPOCTA MallMeHTaMU ¢ OpOHXHMAJIBHOW aCTMOI OrpaHUYEH, HO B psijie
ClIy4aeB B MOCTPETUCTPALMOHHOM MEPUOJAE OTMEUYaIUCh 00OCTPEHHE TeUEHUSI aCTMBbl W/HWIH
nosiBeHue oaAbIKU. CiieyeT co0J110aTh OCTOPOKHOCTD TPU MPUMEHEHUH JTaTaHOIPOCTAy 3TON
KaTeropuu manueHToB (cM. Takke pasnen «[loGounoe neiicTBue»). OTMeUanuch ciydau
MOTEMHEHHS KOXKH NepHOopOUTaAIBHOM 001aCTH, KOTOPHIE Y Psijia MAIIMEHTOB HOCUIIU 00paTuUMbIi
XapakTep IpH IPOI0JLKEHUN TEPANUH JIaTaHOTIPOCTOM.

JlaTaHOIIPOCT MOXKET BBI3BIBATH IIOCTENIEHHBIE N3MEHEHUS PECHUI] M Ty IIIKOBBIX BOJIOC, TAKHE KaK
YIJIUHEHUE, YTOJIIIEHUE, YCUJICHUE MUITMEHTAlMUH, YBEJIWYEHHE TYyCTOTHl U H3MEHEHUE
HaIlpaBJieHUs pocTa pecHHl. M3MeHeHus pecHUll ObUTM OOpaTUMBI U MPOXOAMIU TOCHE
IIpEKpaIeHNs TEPAIUU.

Kcanatan® comep ut OCH3aIKOHUS XJIOPUJ, 4aCTO MCIIOJIb3yEeMbIid B KAU4ECTBE KOHC EPBAHTA B
0o TanbMOJOTHYECKUX JIEKAPCTBEHHBIX IMpenaparax. beH3alKoHUs XJIOPUA MOXKET BBI3BIBATH
paszapakeHue ria3, TOUeUHYI0 KepaTONaTHIO /UM TOKCHUYECKYIO SI3BEHHYIO KepaTomaTuio, a
Take abcopOMUpOBaThcs MATKUMU KOHTAaKTHBIMM JIMH3aMHU U oOeclBeuMBaTh UX. Tpedyercs
TIIATEJIbHBI MOHUTOPHUHI COCTOSIHUSA MAIUEHTOB C CHHIPOMOM «CYXOTO» IJ1a3a WIN JPYTux
3a00JieBaHUI POrOBUIIBI NPU JIUTEIBHOM IPUMEHEHHUHU JlaTaHoIpocTa. [lepen npuMeHeHuem
npenapara HeoOX0AMMO CHATh KOHTAKTHBIEC JTUH3bI U CHOBA YCTAHOBUTD MX HE paHEee YeM uepes
15 MuHYT nocne MHCTUIUTALUH (cM. Takxke pa3zaen «Crocod mpUMEHEHUS U 103bD»).

Jlemu

Cenenus 00 3¢ peKTUBHOCTH U 0€30MaCHOCTH MPUMEHEHUS JIaTaHOIIPOCTa Y AETeH Myla Iiie roia
orpaHnyeHbl. OTCYyTCTByeT ONBIT NPUMEHEHUs MpemnapaTra Yy HEJIOHOLIEHHBIX JeTel
(recTallMOHHBIN BO3pacT MeHee 36 Hellelb).

Ceenenust 0 6€30MacCHOCTH JA0JTOCPOYHOTO MPUMEHEHUS JATaHOMPOCTA y JETEH OTCYTCTBYIOT.
[Tpu mepBUYHO BpOKICHHOH rIaykome y nereit ot 0 10 3 et cTaHgapTHBIM METOIOM JI€YSHUS

OCTaeTCsl XUPYPTHUECKOE BMEIIATEIbCTBO (TOHUOTOMHUS/TPAOCKYIOTOMHS ).

BJIUSAHHUE HA CIIOCOBHOCTB  VYIPABJIEHUA TPAHCHHOPTHBIMUA
CPEACTBAMU U MEXAHU3MAMMU

Kak u IIpyu IPUMCHCHUU APYTUX O(bTaJ'IBMOJ'IOFI/I‘IeCKI/IX JICKAapCTBCHHLIX ITPEIIapaTOB, BO3MOXKHO
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BPEMCHHOC HAPYIMICHUC3PCHUA; 10 €0 BOCCTAHOBJIICHHUA YIIPABJIATL TPAHCIIOPTHBIMHU CP €ICTBAMU

WM paboTaTh C MEXaHU3MaMH HE PEKOMEHIyeTCsl.

®OPMA BBIITYCKA

Kanau enasznvle

I[To 2,5 ma pactBopa (T7a3HBIX Kamenb) BO (prrakoHe-KamedbHUIle (MOJUITHICH HU3KOM
IUIOTHOCTH) C HAaKOHEUHMKOM-KamneJdbHUIeH (IMHEHHBINA MOTUATHICH HU3KOW TIIOTHOCTH WU
JIMHEWHBIM TOJMATWIEH CPeHEeH IJIOTHOCTH) U 3aBUHYMBAIOIIMMCS M TPEIOXPAHUTEIHHBIM
KOJIMayKaMH (TIOJIMATUIIEH BHICOKOM MIIOTHOCTH) 6€3 pe3bObl ¢ KOHTPOJIEM IEPBOTO BCKPHITHS; TIO

1 win 3 prakoHa-KaneIbHUIBI C HHCTPYKIMEH 110 MPUMEHEHHUIO B KAPTOHHOM MauKe.

Ha nuneBoil cTopoHe KapTOHHOW MAyKH, C LEJbIO KOHTPOJISI MEPBOTO BCKPBITHUS, HAHOCUTCA
nepdopupoBaHHas CTPOUYKA, HAMMOMUHAKOIIAS OYEepTAaHUE MOJYKoJel, OOKOBBIE MOBEPXHOCTH

IMMAaYKU IJIOTHO CKIICMBAIOTCA IIPpHU YIIAKOBKE IIpCIriapara.

YCJIIOBUA XPAHEHUSA

[Tpu Temnepatype + 2 - + 8 OC B 3aIuIIIeHHOM OT CBETa MECTE.
BCkphITHIN (hi1akoH XpaHUTh MPH TeMIiepaType He Boie +25 °C.

XpaHUTh B HEAOCTYITHOM IS IETEH MECTE.

CPOKTOJHOCTH
3roma
BckphIThIi (h1aKOH UCTIONB30BATh B TEUCHUE 4-X HEJEJIb.

He ncnonp30BaTh 0 UCTEUYECHUH CPOKa rofHOCTH, YKa3aHHOT'O Ha YIIAKOBKEC.

YCJIIOBUA OTITYCKA N3 AIITEK

ITo peuenry.

Baanenen PeructpaniuoHHOro Y 10croBepeHusi:

Anmxod I090c¢ 1 DnDnCu, CIIIA

235 Uct 42 Crpur, T. Hb}O-fIOpK, HITAT HLIO-PIOpK, 10017, CIIIA
Upjohn US1 LLC, USA

235 East42nd Street, New York, New York, 10017, USA

Crpanuna 10 3 11



IIpousBoauTeb:
[1daiizep MOI'. bensrus H.B., benbrus.

Puiikcser 12, 2870 ITropc, benbrusi.

Opranu3anus, NpUHAMAIONIAs PeTEeH3HH OT MOTpeduTe el :

[TpeTen3uun noTpeduteneit HanpasiATh 1o agpecy OO0 «Ildaiizep»:

123112 Mocksa, [Ipecnenckas Hab., 1. 10, b1 «bamms na Habepe xuoii» (bnok C)
Tenedon: +7(495)287-5000

dakc: +7 (495) 287-5300/287-5067

Menemxep 1o perucrpauuu N.H. JIaBpeHTbEB
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