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OBIIAA XAPAKTEPUCTHUKA JIEK

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O IIPEITAPATA

I'maympocr, 0,05 Mr/mit, Karu ria3Hbie.

2. KAMECTBEHHBIN U1 KOJIMYECTBEHHBINA COCTAB

JelicTByroliee BEMIECTBO: JIATAHOMPOCT.
1 M1 mpenapata coaepxkut 0,05 Mr J1araHonpocrTa.

BemecTBa, HamMuMe KOTOPHIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Mpenapara: OeH3aIKOHUS
xyopua (cM. pazaen 4.4).

[TonHbIii IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kamu riia3aele.

[Tpo3paunblii, OECIIBETHBIN pacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K IPUMEHECHHUIO

JlexapcTBeHHBIN TIpenapar [maynpocT moka3aH K MPUMEHEHHUIO Y B3POCIBIX U aeTel ¢ 1 roma st
CHIDKEHHUS TIOBBIIIEHHOTO BHyTpuriasHoro aasneHus (BI'J[) mpu oTKpeITOyroiapHON riiaykoMe Uiu
o TaTEMOTUIEPTEH3UH.

4.2. Pesxum 103MpPOBaHNUS U CNIOCO0 MPUMEHEHUSs

PexxuMm n03upoBaHus

BS’pOC]Zble, BKlIo4asA nayuernnios nodi#culoco eopacma

[To oxgHOM Kamyie B MOpPaK€HHBIN I1a3 OJUH pa3 B JeHb. OnTuManbHbld 3G (GeKT JocTuraercs npu
IIPUMEHEHNH IIperapaTa BEYEpPOM.

He CIICAYCT OCYHECTBIATE MHCTHIIIALUNIO IIpEriapara Yaiie, 4em 1 pas3 B A€Hb, TOCKOJIBKY ITOKa3aHo,
4yTo 00JIee YyacToe BBE€ACHHUE CHIKACT TMIIOTECH3UBHBIM 3(1)(1)CKT.

[Ipu npomycke 0/1HO J103bI JIeUEHUE MPOAOIKAIOT MO OOBIYHON CXEME.
€T’

JlaTaHONPOCT MPUMEHSAIOT y JAETEH B TOW K€ J103€, UTO W y B3pOCIHbIX. J[aHHBIE O MPUMEHEHUU
npernapara y HeJIOHOUICHHBIX (IeCTallMOHHBII BO3pacT MeHee 36 Heaellb) OTCYTCTBYIOT. JlaHHBIE Y
nereit 10 1 roga CMIIBHO OTpaHUYEHBI.

Cnoco0 mpuMeHeHus

MGCTHO, B BUJC I/IHCTI/IJ'IJ'ISILII/Iﬁ B KOHBIOHKTHUBAJIbHYIO IMOJIOCTD.

Kak mpu mpumeHeHHH IIOOBIX TJIa3HBIX Kamellb, ¢ IeNbI0 CHUKCHHUSI BO3MOXKHOTO CHCTEMHOTO
sa¢dekra npenapara, cpa3y nociae THCTHUISIIUY KaX 101 Karju peKOMEHIyeTcs B TeueHne | MUHYThI
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BeKe. DTy MpoIeypy HEOOXOAMMO BBIMOIHATH HEITOCPEICTBEHHO MOCIE WHCTUIUISIIIAHN.

[Tepen mHCTHMILIALIMEH HEOOXOJMMO CHATH KOHTAKTHBIC JIMH3BI M YCTAHOBHUTH MX HE PaHBIIE, YeM
gyepe3 15 MuHyT nociie BBeieHus (cM. paszen 4.4).

Ecmu npenapar MmIaHUupyETCA IMPUMCHATE B COCTABC KOMIIJICKCHOM TCpaliu € APYIruMHU I'JIa3HbBIMU
KaruisiMu, HHTCPBAJl MCXKAY HHCTUWIAIUAMU OOJDKCH COCTABJIATL HC MCHEC 5 MUHYT.

['ma3ubie Ma3u HEOOXOAMMO MPUMEHSATH B TIOCIICIHIOK 04YepElb.
4.3. [IporuBonoOKa3aHus

['mnepuyBCTBUTENBHOCT, K JIATAHONPOCTY MM K JIIOOOMY H3 BCIIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzene 6.1.

4.4. OcoOble yka3aHus U MePbI NPEI0CTOPOKHOCTH NPH NPUMEHEHUH

JlaTaHOTIPOCT MOJKET TIOCTETIEHHO M3MEHUTh IBET TJla3 3a CYEeT YBEIMYCHHS COACPIKaHUS
KOPUYHEBOT'O MUTMEHTA B paayskke. Jlo Havasna JiedeHus MalMeHToB ClIeyeT MPOuH()OpPMHUPOBATH O
BO3MOYKHOM HEOOpaTMMOM WM3MEHEHHH IBeTa ria3. [IpuMeHeHue JieKapcTBEHHOTO TpernapaTta Ha
OJTHOM TJla3y MOXET BbI3BaTh HEOOpATHMYIO0 TreTepoXpomuio. Takoe H3MEHEHHE IIBeTa TIJa3
MPEUMYIIECTBEHHO OTMEUYAIOCh Yy TAlMEHTOB C HEPABHOMEPHO OKpAIICHHBIMH DPaTy’KKaMH, a
MMEHHO: Kape-TOIyObIMHU, CEepO-KapuMH, >KENTO-KapuUMHU M 3elleHO-KapuMu. B uccrienoBaHusx
JATaHONIPOCTa TMOTEeMHEHHUE, KaK MPaBWIIO, HAYMHAJIOCh B TCUCHHE IMEPBBIX § MECALEB JICYCHHUS,
pelKo — B TEYCHHE BTOPOTO HJIM TPETHEro ToAa M HE OTMEYAIOCh IO HMCTCUYCHHH YETHIPEX JIET
nedenus. [lporpeccupoBaHue NUTMEHTALMU  Pagy>KKH  CHIDKAJIOCh CO  BpPEeMEHEM U
CTaOMIIN3UPOBAIOCH Uuepe3 S net. JlanHple 00 yCHIIEHUN TUTMEHTAIUH B TEUEHHE 5 JIET OTCYTCTBYIOT.
B oTkpeiTOM 5-n1€THEM Hccne0BaHNN 6€30acHOCTH JlaTaHonpocTa y 33% manueHToB pa3BUBaach
MUTMEHTalus pagyKku (cM. paszzen 4.8). B 6onbinHCTBE cilydyaeB U3MEHEHUE LIBETA Pagy KU ObLIO
HE3HAYUTEJIbHBIM M, 3a4aCTy10, KIMHUYECKH HE BBIABIIAIOCH. YacToTa BCTpeuaeMOCTH Kosiebanach
ot 7 10 85 % y manueHToB ¢ HEOAMHAKOBOTO 1IBETA PaAyKKaMH, Mpeodiaas y MmaiueHTOB C KEITO-
KapuMHU pagyxkkamu. Vi3MeHeHHs y MaleHTOB ¢ paBHOMEPHO OKpaIlleHHBIMU pajly>KKaMy Toy1y0oro
[[BETa HE HAOJIOAJINCh, B PEIKUX CIyYasX U3MEHEHUs OTMEYAJINCh NPH PaBHOMEPHO OKpaIIeHHBIX
pally’)KKax ceporo, 3eJeHOro M Kapero IBera. VMi3MeHeHMe 1BeTa Ii1a3 00YCIOBJIEHO YBEIUYEHUEM
CoJZIep)KaHUsI MEJIaHMHA B CTPOMAJIBHBIX MEIAHOIMTAX Paly’KKH, a HE YBEITMUYECHHEM YHCIIa CaMUX
MEJIAHOLIUTOB. B THUNMUHBIX Cilydasx KOpUYHEBas NMUIMEHTALMs TOSBIAETCS BOKPYT 3payka U
KOHIICHTPHYECKH PacIpoCcTpaHseTcs: Ha nmepudepuro paxykku. [Ipu 3Tom Best payKka Wil ee 9acTH
npuobperaroT Kapuii 1BeT. [locie oTMeHBI Tepanuu AajabHENIas MMrMEeHTalus He oTMedanack. [1o
UMEIOIMMCST KJIMHWYECKHUM JIaHHBIM HW3MEHEHHE IIBeTa He OBUI0 CBSI3aHO C KaKUMH-JIIMOO
CHUMIITOMaMU MJIM NIATOJIOTMYECKUMHU HapylieHusaMu. [Ipenapar He oka3bIBaeT BIAMSHUSA Ha HEBYCHI U
JIEHTUTO PAAY>KHON 00O0JIOUKH.

CornacHo pe3ysbTaTtaM S-JE€THUX KIMHUYECKUX HCCIIE0BaHMM, HAKOIJIEHUS IIMTMEHTa B CKIIEPO-
POTOBUYHOM TpaOeKyJspHONW CeTH WM HMHBIX OTJAeJaxX NepeaHell Kamepbl rja3a He OTMEYEHO.
Iloka3zaHo, YTO IOTEMHEHUE PaAAY>KKM HE MPUBOAUT K HEKEIATCIbHBIM KIMHUYECKUM
IIOCJIE/ICTBUSM, NO3TOMY IPUMEHEHHUE JATAHONPOCTA NPHU BO3HUKHOBEHMHM TAKOTO ITOTEMHEHUS
MOXHO IpPOJOJKUTHb. TeM He MeHee, TaKue MAalUeHThl JOJDKHBI HAXOAWUTHCS IOJ PEryJISPHBIM
HaOJII0/IEHUEM U, B 3aBUCUMOCTH OT KJIMHUYECKON CUTyalliH, JIEYeHNE MOKET ObITh MPEKPaIIEHO.

OnelT NpHUMEHEHUs JIATAaHONIPOCTAa B TEpAalHMM 3aKPHITOYTOJIBHOM M BPOXKIACHHON TIJIayKOMBI,
MMUTMEHTHOH TJIayKOMBbI, OTKPBITOYTOJIbHOM TJIayKOMBI y MAallMeHTOB C IMceBao(aKueil orpaHuyeH.
OTCYyTCTBYIOT CBEJICHHS O IPUMEHEHHH JIATAHOIIPOCTA B JIEUEHUU BTOPUYHOM ITIayKOMBI BCIIEACTBHE
BOCHAJIMTEIbHBIX 3200J1€BaHUH I71a3 U HEOBACKYJIIPHOH IJ1ayKOMBI.
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MPUMCHCHUSA JIATAHOIIPOCTA B TCpallkuH OCTPOTO MPUCTYIIa 3aKpBITOYFOHBHOﬁ rNIayKOMBI CJICAYCT C
OCTOPOXHOCTBIO ITIPUMCHATE IIpCIiapaT y TaKUX ITAallMCHTOB.

B cBs3u ¢ Tem, 4TO CBEAEHUS O NPUMEHEHUU JIATAHONIPOCTa B IMOCJIEONEPALIMOHHOM IEpPHOJE
SKCTPAKLUU KaTapakThl OrPaHUYEHBI, CIEAYeT COOII0AaTh OCTOPOXKHOCTh INPU NPUMEHEHUU
Ipernapara y 3TOH KaTeropuy MalueHTOB.

Cnez[yeT CO6J'IIOI[aTB OCTOPOXXHOCTS ITPU IPUMEHCHUH JIATAHOIIPOCTA MMalUCHTaMU C Ir€PIETUICCKUM
KCPAaTUTOM B aHAMHC3C. HpI/I OCTPOM TICPIHCTUUCCKOM KCPATUTC, a TAKXKC B ClIydyaC HAJIUYHA
AHAMHCCTHYCCKHX CBC,I[GHPII’I 0 XPOHHYCCKOM PEHUAWBUPYIOUNIEM TI'CPICTHYCCKOM KEPATUTE,
0COOEHHO CBSI3aHHBIM C IMPUMCHCHUCM aHAJIOI'OB MpocCTarjiaHjuHa Fau H606XOIII/IMO n3oeraTh
Ha3HA4YCHUA JIAaTAHOIIPOCTA.

MakynspHbIi OTE€K, B TOM 4YHUCJIE KHUCTO3HBIM, OTMEUAJCi B MEPUOJ TEpaAlUHU JaTaHOIPOCTOM
MPEUMYIIECTBEHHO Yy TMalueHTOB cC adakueil, mnceBaodakued, pa3pblBOM 3aJHEH KarlCyJibl
XpyCTalIMKa, WIK Y MAIMEHTOB ¢ (pakTOpamMH pUCKa Pa3BUTHS KUCTO3HOTO MaKyJSIPHOTO OTeKa (B
YaCTHOCTH, MpH JuabeTHYecKol PEeTUHOMATHH U OKKIIO3UU BeH ceTdarku). CriemyeT cobionaTh
OCTOPOKHOCTH ITPH IPUMEHEHHUH JIATAHOIPOCTA NAIlUCHTaMH ¢ aakuel, ceBa0(aKuei ¢ pa3pbIBOM
3aIHEM Kalcyjbl XpyCTaJIMKa WM NEPEeIHEKaMEPHBIMU HHTPAOKYJSPHBIMHU JIMH3aMH, a TaKXKe
MAIMEHTAMH ¢ U3BECTHBIMH (paKTOpaMU PHUCKA KMCTO3HOTO OTEKAa MaKYJIbl.

Crnenyer cobmoaTh OCTOPOKHOCTh MPU NMPUMEHEHUM JIaTaHONPOCTa MalMeHTaMu ¢ (haKTopamu
pHICKa pa3BUTHS UPHUTA/yBEHTA.

OnpIT IPUMEHEHUs JIATAHOMNPOCTA MAlMEHTaMH ¢ OPOHXHAIBHOW acTMON OrpaHWYeH, HO B psje
CIIy4aeB B TOCTPETUCTPALMOHHOM TIEPUOJIC OTMEYAIUCh OOOCTPEHHE TEUCHUS aCTMbl W/WIH
nosiBiieHue oAblku. Creayer coOMoaaTh OCTOPOKHOCTh MPU MPUMEHEHUH JIATaHOIIPOCTa Y 3TON
KaTeropuH MaIeHToB (CM. Takxe pasnuen 4.8).

OTmeuanuch cliydad MOTEMHEHHsI KOKU MepHopOUTaIbHONW 00IacTH, KOTOPHIE Y psla MAIeHTOB
HOCWJIM OOpaTUMBIN XapakTep MpU MPOAOKEHUU TEpanuu JaTaHOMpOoCTOM. JIaTaHOMPOCT MOKET
BBI3bIBATh IOCTENIEHHBIE U3MEHEHMS PECHUI] U ITYIIKOBBIX BOJIOC, TAKHE KAK YAJIMHEHHE, YTONILIECHUE,
YCUJICHHE THWTMEHTAIMH, YBEIMYEHHE TYCTOTHI W WM3MEHEHHE HaIpaBJIEHUS pPOCTAa PECHHII.
W3meHeHus pecHUIl ObLITH 0OpaTUMBI U TPOXOIMIIN TTOCTIE TMPEKPAIICHUS TEPAMUH.

BcnomMorarennHble BellecTBa

ITpenapat I'maynpoct cogepxut 0,2 Mr OeH3aIKOHUS XJI0puaa Ha 1 M1 pacTBopa, KOTOPBI OOBIYHO
HCIOJIb3YETCs B KAUeCTBE KOHCEPBAHTA B O TAIIbMOJIOIMUECKUX Mpenaparax.

C006man0c5, 4TO OCH3AIKOHUS XJIOPpUJ BBI3BIBACT pa3paKCHUC I'JIa3, CUMIITOMBI CYXOCTHU I'JIa3 U
MOXET BOS)IGIZCTBOB&TB Ha CJIC3HYIO IUICHKY H IIOBCPXHOCTH POIrOBUIIBI. vy NalMEHTOB C
CONMyTCTBYIOIIIUMU 3a00JIeBaHUSIMU POTOBHUILIBI 1 CHHAPOMOM «CYXOI'0» Ijia3a OCH3AIKOHHUS XJIopuna
MOKECT BbI3bIBATH PA3BUTHC TOYEYHOM U/HIIH SA3BEHHOU KepaToIaTuu.

HpenapaT CICAYyCT NPUMECHATE C OCTOPOKHOCTBIO Y IMAIIMCHTOB C CYXOCTBIO I'JIa3 U Yy MMAIIUCHTOB C
BO3MOXHBIM IMOBPEKACHUEM POTrOBHUIIBI. B clIydac JIMTCIbHOI0 MPUMCHCHUA MAaUCHTBI TOJIKHEBI
HaxoaAuTbCAa II0[ Ha6J'IIO,Z[CHI/ICM. Tpe6yeTc;1 KOHTPOJUPOBATL COCTOAHUC POTOBHUIBLI TaKHUX
IMAIMCHTOB BO BPEMs JICUCHUS IIPCIIapaToM.

[To umeromMMcs OrpaHMYEHHBIM JIaHHBIM, HET HHUKAKUX DPa3IUuuil B Mpoduie HexenaTeIbHbIX
SBJIGHUHN y JIeTeil Mo CpaBHEHMIO cO B3pocibiMH. OHAKO, KaK MpaBUio, IM1a3a y AeTel MpOsBISIOT
Oosiee CUIBHYIO PEaKLMIO Ha OKa3blBaeMble BO3JEHCTBHS, YeM TJjla3a y B3pocibIX. PaznpaxkeHue
MOJKET MOBJIUATH HA MPUBEPKEHHOCTD K JICUCHUIO Y JEeTEH.

ben3asikoHus XJOpHA MOXKET BBI3BATH M3MEHEHHE LIBETa KOHTAKTHBIX JHUH3. [Ipu mpumeHeHnun
mpenapaTa MalMeHTaMU, KOTOpbhle HOCSAT KOHTAKTHBIE JMH3bI, HEOOXOAMMO CHATh HX Tepen
WHCTUJUISIIMEN U CHOBA BCTABUTh HE paHee, ueM uepe3 15 MUHYT.
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Ceenenus 00 3 PexTHBHOCTH M 0€30MACHOCTH MMPUMEHEHHS JTATAHOIPOCTA y AeTel Miale roja (4
narueHTa) orpaHudeHbl (cM. pazzmen S5.1). OTCcyTCTByeT ONBIT NPUMEHEHHs IMperapara y
HEJIOHOILIEHHBIX JIeTel (TecTalluOHHBIN BO3pacT MeHee 36 He/lelb).

Caenenust 0 0€30MaCHOCTHU JOJATOCPOYHOTO MIPUMEHEHHUS JTaTaHOIIPOCTa Y JeTel OTCyTCTBYIOT. [1pu
IIEPBUYHOI BpOXKJIEHHOM! TiaykoMe y aereid ot 0 10 3 jieT cTaHJapTHBIM METOJIOM JIEUEHUSI OCTAETCs
XUPYPIHYECKOE BMENIATEIbCTBO (TOHUOTOMUS / TPAOEKYJIOTOMHMS ).

4.5. B3aumojaeiictBue ¢ [JpPYrUMMH JIeKAPCTBEHHBIMU NpenapatamMM M Jpyrue BH/bI
B3aMMOJAEHCTBUSA

CoolOmamoch 0 ciydasx mapajgokcaibHoro moBsimenuss BI'J[ mocne ogHOBpeMeHHOTO
0o TamTbMOJIOTUYECKOTO  MPUMEHEHHUS JBYX aHAIoOroB mpocTarianadHa. OIHOBpEeMEHHOE
IMIPUMCHCHUC OBYX H 60.]166 npocrariaHAuHOB, AHAJIOTOB IPOCTArJIaHAWHOB HJIM IMPOHU3BOAHBIX
MPOCTArjJaHANHOB HE PEKOMEH1yEeTCSl.

dapmareBTUYECKU HECOBMECTUM c TJIa3HBIMU KaruisiMH, coJiepKaIIuMu
THOMepcal — npenunuranus (cM. paszaen 6.2).

€T

HccnenoBanus B3aHMOHCﬁCTBHﬁ MMPOBOAUIIMCH TOJIBKO Y B3POCJIbIX IMAIIUCHTOB.

4.6. ®epTUIBHOCTH, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

bezonacHOCTh NMpUMEHEHHs! JIJaATAaHONPOCTa BO BpeMsi OEPEMEHHOCTH y 4elloBeKa HE yCTaHOBJICHA.
JlaTaHompocT MOXET OKa3blBaTh TOKCHMYECKHe 3((eKkThl Ha TeueHue OEepeMEHHOCTH, IJION U
HOBOpOXJIeHHOT0. [ToaTomy npenapat [ maynpocT He clieayeT MpUMEHATh BO BpeMsi 0epeMEHHOCTH.

JlakTarms

JlaranompocT M ero MeTaboJIMTHI MOTYT NPOHUKATh B IpynHoe Mojoko. [loaromy mnpemapar
['maynpoct He cielyeT NPUMEHITh KOPMSIIMM KEHIIMHAM WM TPYJHOE BCKapMJIMBaHHUE CIEAYeT
NMPEKPATUTD.

DepTHIbHOCTD

Brnusinus nataHonpocTta Ha My»KCKYIO M KEHCKYIO (DepTHILHOCTD B HCCIIEIOBAHUSAX HA )KUBOTHBIX HE
oOHapy>keHo (cM. pazzaen 5.3).

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH H Ppadorarh €
MEXaHU3MaMH

[Tpenapat ['maynpoct oka3bplBaeT yMEpEHHOE BIMSAHUE Ha CIOCOOHOCTh YIIPABIATH TPAHCIIOPTHBIMHU
cpeacTBaMu U paboTarth ¢ MexaHusMaMmu. Kak u nmpu mpUMeHEHUHU JpYyrux oPTalbMOJIOIHMYECKUX
JIEKAPCTBEHHBIX IIPENapaToB, BO3MOXKHO BPEMEHHOE HapyLIECHUE 3PEHMS; 10 €r0 BOCCTAHOBIICHUS
YIPAaBIATH TPAHCIIOPTHBIMU CPEICTBAMU WIIM paboTaTh ¢ MEXaHU3MaMH HE PEKOMEHTyeTCs.

4.8. HexxennaTesibHbIE peakuu

Pesrome nmpoduiig 0e30ImacHOCTH

bonpmias 4acTe HeXeENaTeNbHBIX PEakLMi 3aTparuBacT CUCTEMY OpraHa 3peHus. B S-ieTHeM
OTKPBITOM HCCIIEZIOBAaHUM O€30MaCHOCTH JIATAHONPOCTA IMIMEHTALUs PaaykHOH 000104KH



paszBunack y 33 % mnanuentoB (cMm. paznen 4.4).
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opraHa 3pCHUA OBLIM B OCHOBHOM KpaTKOBPEMCHHBIMHU U BO3HUKAJIX BO BpEMA BBCACHUS ITpCIiapara.

Tabnuynoe pE3FOME HEXKENIATEIbHBIX peaKIui

B rtabiuiie mpencTaBieHbl HEXKeNaTeIbHbIe PEAKIMH M0 crucTeMHO-opranHbM kimaccam (COK) u
yacTore. YacTtoTa pa3BUTHS Ompeaensercs Kak: o4eHb dacto (>1/10), wacto (>1/100, Ho <1/10),
Hewyacro (>1/1 000, o <1/100), penxo (= 1/10 000, wo < 1/1 000), ouenr peaxo (< 1/10 000),
4acTOTa HEU3BECTHA (HA OCHOBAaHMM MMEIOIIUXCS TaHHBIX OLIEHUTh HEBO3MOXKHO).

CucremHo-opransblii kiacc | Yacrora HexenatenbHble peakuumn
Wudexmn 1 MHBa3HH Penko ['eprieTnueckuil KepaTUT
Hapymiennss co  cropons! | Hewacto I'onoBHast 60716, TOJIOBOKPYKEHUE
HEPBHOM CUCTEMBbI
Hapymenuss co croponsl | Ouenb yacto | ['mnepnurmeHrtauust  pagykHOH  000J0YKH,
Oprasa 3peHus Jerkass Wi YMEPEHHas KOHBIOHKTUBAJIbHAs
UHBEKLUSA, pa3JpaxeHue Thaza  (4yBCTBO
MOKEHHs, OUIyLIEHME IIeCKa B TIJa3ax, 3ya,
[OKaJbIBAaHUE U OLIYLIEHHE WHOPOJHOIO Tela),
U3MEHEHHs PECHUIl U IIYLIKOBBIX BOJIOC BEKa
(yanuHeHue, YTOJILIEHUE, yCUJICHUE
INUTMEHTALMU U YBEJIIMYEHUE I'YCTOThI PECHHUIL)
Yacto Toueunslii KEepaTur, B OCHOBHOM
O0eccUMITOMHBIN, Onedaput, Oonb B ria3y,
hoTohobwsI, KOHBIOHKTUBHT
Heuacro Orex  Beka, CyxocTb  IJla3,  KEpaTwT,
3aTyMaHUBaHUE 3PEHHUS, MaKyJSpHBIH OTEK,
BKJIIOYAsi KUCTO3HBIM MaKyJISIPHBIM OTEK, YBEUT
Penko Hput, oTexk poroBuupl, 35po3usi POTOBULBI,
NepuopOUTaIbHBIN OTEK, TpUXHa3, IUCTHXHA3,
KHCTa pagy’KHOM OOO0JIOYKM, MECTHasi KO>KHas
peakuus Ha BeKaX, IMOTEMHEHHME KOXH BeEK,
TICeBONEM(Uron T KOHbIOHKTUBBI
Ouensb peako | M3meHeHuss B mepuopOUTanbHOM ob0igacTu U B
o0jacTu BeKka, MNPUBOJAALIME K YIIIyOJIEHUIO
00pO31bI BeKa
Hapymenuss co cropons! | Hewacto CreHokapaus, OUIyIIeHUE cepaieOneHus
cepaua
Ouensb peaxo | HecrabunbHast cTeHOKapaus
Hapymenuss co croponsl | Heuacto bponxuanpHas actMa, OJbIIIKa
JBIXaTeJILHON cucremsl, | Peako Ob6ocTtpenne OpOHXHUATBLHON aCTMBI
OpraHoOB TPYJHON KIETKH U
CpenOCTEHNUs
Hapymennss co  croponsl | Hewacto TomHoTa, pBOTa
HKEITyJOYHO-KUIIIEYHOT O
TpakTa
Hapymenuss co croponsl | Heuacto Coinp
KOKHY Y MOJKOKHBIX TKaHEH Penxo 3yn
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Hapymiennss co  cropons! | Hewacto My, agtpar - o e To i)

MBIIIICUHOM, KOCTHOH Hu
COCIMHUTEIILHON TKaHU

Ob6mue HapyILIEHUs u | Ouens peaxo | boab B rpyiHOI KieTke
peaKuu B MECTE BBEJICHUS

VY HEKOTOpBIX NALMEHTOB CO 3HAYUTEIbHBIM MOBPEIKICHUEM POTOBUIBI PErMCTPUPOBAINCH OYCHb
penkue ciyyan KaablM(pUKaluu pOTOBUIIEI B CBSI3U € MPUMEHEHUEM (hoc(aTocoaepKaIInX II1a3HbIX
Karelb.

CTHU

B 1Byx KpaTKOCpPOUHBIX KIMHHYECKUX HccienoBaHusx (< 12 Hemenw) ¢ yuactueM 93 (25 u 68)
MAIMEHTOB JIETCKOTO BO3pacTa Mpouiib 0€30MaCHOCTH OBUT COTIOCTABUM C TaKOBBIM y B3POCIBIX;
HOBBIX HE)KeNaTeNIbHBIX SIBJICHUN BbIsIBICHO He ObL10. KpaTkocpounsie mpoduiu 6e30macHOCTH B
pPa3IMYHBIX MOMNYJSALUAX JIETCKOTO Bo3pacTa ObUIM TakXe CONOCTaBUMBI (cM. paszzgen 5S.1).
Hexenatenbubie 3 QexTh, KOTOphIE HAOIIOIATKCH Yallle y MalMeHTOB JIETCKOTO BO3pacTa, 4eM y
B3pOCIBIX: PUHOMAPUHTHUT U JTNXOPAIKA.

COO6H.I€HI/I$I 0 IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKIIMAX

Baxno COO6H_[8.TB O IMOHO3pPEBACMBIX HCIKCIATCIIbHBIX PCAKIUAX ITOCJIIC PEruCTpaluu Ipcliapara €
OCJIbIO o0OecIieueHus HCIIPCPBIBHOI'O MOHUTOPUHT'Aa COOTHOIICHHS «I10JIb3a — PUCK) JICKAPCTBCHHOI'O
npcIiapara. MC,Z[I/II_II/IHCKI/IM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H_IaTL 0 JII00BIX IMOA03PCBACMBIX
HCKECIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O ITPCIiapaTta 4€pe3 HAIUMOHAJIbHBIC CUCTEMBI COO6IIICHI/I$I
0 HCXKCIIATCIIbHBIX PCAKIUAX I'OCYyAapCTB — YJIICHOB EBpasnﬁcxoro 3KOHOMMNYCCKOI'O COIO3a.

Poccutickas ®@eoepayus

®enepanphas Cnysx0a mo Haa30py B chepe 3ApaBOOXpaHEHUS

Anpec:109012, r. MockBa, CraBsiHCKasl TUI0IIab, 1. 4. cTp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas nmoura: pharm@roszdravnadzor.gov.ru, npr@roszdravnadzor.gov.ru

Caiit B MH(OPMaIMOHHO-TEIEKOMMYHHUKAITMOHHON CeTH «MHTepHeT:!
https://www.roszdravnadzor.gov.ru/.

Pecnybnuxa Benapyco

Yuutapnoe [Ipeanpusitue «L{eHTp 3KCIIEPTHU3 U UCTIBITAHUI B 3IpaBOOXPAHECHHUI
Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a

Tenedon/daxc: +375 (17) 242 00 29

OnexkTpoHHas noura: repl@rceth.by

CaiiT B mHGOpPMaAIIMOHHO-TEIEKOMMYHUKAIIMOHHOW ceTH «IHTepHeT»: www.rceth.by.
4.9. Ilepeno3npoBka

CHUMIITOMBI

[Tomumo pazapaxeHus] ri1a3 U KOHBIOHKTHBAIBHONW HWHBEKIUH, IPYTUX OQTAIbMOIOTHYECKUX
3¢ (}eKTOoB IpH Mepe103UPOBKE JIATAHOTIPOCTOM BBISBIIEHO HE OBLIO.

Jleuenue

[lpn crnyuaitHoM mnpueme mnpemapara [JIaynmpocT BHYTPh CIEAYeT YYHTHIBATh CICTYIOUIYIO
UHpOPMALIHIO:


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
mailto:rcpl@rceth.by
http://www.rceth.by/
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

conepxut 250 Mxr nara”omnpocta. bonee 90 % 103p1 MeTabonM3UpyeTCs IMOCIE TEPBOTO
MIPOXOXKACHUS Yepe3 neueHb. BHyTpuBeHHast nHQY3Us B 103€ 3 MKI/KT y 3I0POBBIX TOOPOBOJIBIIEB
HE BBI3bIBAJIAa KAKUX-JIMOO CHMITOMOB, OJJHAKO TMPHU BBEIECHUH J03bI 5,5 — 10 MKI/Kr HaOII01AIHUCh
TOILIHOTA, 00JIb B )KUBOTE, TOJIOBOKPYKEHHE, MOBBIIIEHHAS YTOMJISIEMOCTh, IPUIUBBI U UpE3MEPHOE
noTooTAeNeHne. Y 00e3bsH BBEICHHE JIATAHOIPOCTA MyTEM BHYTPHUBEHHOH MH(Y3MU B /103aX JI0
500 MKI/KT HE OKa3bIBajO CYIIECTBEHHOTO BIMSHUS HA CEPACYHO-COCYIUCTYIO cucTeMy. Y 00€3bsH
BHYTPHUBEHHOE BBEJICHUE JIATAHOIPOCTA COMPOBOXKIAIOCH BPEMEHHBIM OpoHXocna3MoM. OHAKo y
MAUEHTOB C OPOHXUATBHON aCTMOM CpeHEll CTeNeHH TsHKeCTU BBEACHHE JIATAaHONPOCTa B IJiaza B
03¢, B 7 pa3 MNpEBBILAKOLICH KIMHUYECKYK0 103y Ipenapara [maynpoct, HeE BbI3bIBaJIO
OpoHxocma3Ma.

B cnyuae nepeno3upoBku mpenaparoM [ maynpoct jgeueHue T0DKHO ObITh CHMITOMATHYCCKUM.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoauHaMHu4ecKHne CBOCTBA

dapmakoTeparneBTHICCKAs rpynna: CpeJICTBa, MIPUMEHSIEMbIC B 0 TaTbMOJIOTHH;
MIPOTUBOTIIAYKOMHBIE MpenapaTsl U MUOTHYECKHE CPEICTBA; aHAIIOTH IPOCTATJIAH/IMHOB.
Kong ATX: SO1EEOI.

Mexauusm aeiicteus U hapMakoauHamuueckue dbhdheKThl

JlelicTByolII€e BELIECTBO JIATAHOIPOCT MPEACTABISAET cO00M aHanor nmpocraryiaiauta Faq, sBisercs
CEJICKTUBHBIM aroHHCTOM IIPOCTAaHOMAHBIX penentopoB FP, xortopseni cHmwxkaer BI'Jl, ycunuBas
OTTOK BHYTPMIJIA3HOW >KUAKOCTH. Y 4enoBeka BI'J[ HaumHaeT cHmkarbca mpuMepHO uepes3 3 —4
yaca IOCJ€ BBEIEHHUS Ipenapara; MakCUMalbHbIH 3(QexT nocruraercst depe3 8—12 yacos.
CHumxenne BI'/] coxpansiercss He MeHee 24 4acoB.

UccnenoBanusi Ha )KMBOTHBIX U Y UY€JIOBEKa MOKA3bIBAIOT, YTO OCHOBHBIM MEXaHU3MOM JICUCTBUS
SIBJISIETCSl  YBEJIMYEHUE YBEOCKJIEPAIBHOIO OTTOKA, KpPOME TOro, y YeJIOBeKa TaKKe OMHCAHO
HEOOJIBIIIOE TTOBBIIIIEHNE TTPOITYCKHON CITIOCOOHOCTH OTTOKA (CHUYKEHUE COMPOTUBIICHUS OTTOKY ).

Kimanueckas 3dbdhekTUBHOCTE U 0€30IIaCHOCTH

OnopHele Hccie10BaHus OKa3alk, YTO JaTaHONPOCT 3PPEKTUBEH MTPHU UCIIOJIb30BAaHUM B KAUECTBE
MoHOTepanuu. KpoMe TOro, B KIMHHYECKMX HCCIIEJOBAaHUAX OLICHUBAIM NPUMEHEHHUE TJIa3HBIX
Karesb JJaTaHOIPOCTa B COCTaBe KOMOMHUPOBAHHOM Tepanuu. JTo, CPen MPOYETo, UCCIEA0BAHNUS,
JeMOHCTpHpYOIUe SPPEKTUBHOCTh JIATAHOIPOCTa B KOMOMHAIMM C AaHTAaroHUCTaMu OeTa-
aJpPEHEePTUIEeCKUX perenTopoB (TuMonoiom). Kpatkocpounsie uccnenoBanus (1 wim 2 Hemenn)
CBUJETEIBCTBYIOT B MOJIb3Y TOI0, YTO AEMCTBHE JIATAHONIPOCTA AJAUTUBHO MPU €0 NPUMEHEHUH B
KOMOMHAIlMM C aroHUCTaMHM aJpPEHEePruuyeckuX peuenTopoB (AUMUBAIWI  3MNUHEGPUHOM),
NepopabHBIMA HHTUOUTOpaMH KapOOaHTUIpa3kl (alleTa30JIaMUI0M) U, IO KpaiHell Mepe 4aCTUYHO,
aJTUTUBHO TIPU €r0 MPUMEHEHUH C aTOHUCTaAMH XOJUHEPTHYECKUX PELeNTOPOB (MUIOKAPIIUHOM).

KnuHnueckue vccineqoBaHus MoKa3aid, YTO JIATAHOIPOCT HE OKA3bIBAET CYIIECTBEHHOTO JIEHCTBUS
Ha BBIPa0OTKY BHYTPUIIIa3HOM )kUIKOCTH. He Ob110 BBISIBIEHO KaKOT0-JIM00 1eHCTBUS TaTaHOIIPOCTa
Ha TeMaToo(TaTbMHUYECKHA Oapbep.

V 00e3b9H U B KIMHHYECKUX JA03ax JIaTaHOIIPOCT OKa3bIBACT JIMIIb HC3HAYUTCIHbHOC BIIMAHUC HaA
BHYTPHIJIa3HOC KpOBOOGpaH_ICHI/Ie, €CJIn BOO6H.[C OKa3bIBAcCT. O,[[HaKO npu MCCTHOM IMPUMCHCHHUU
MOTJIM Pa3BUBATHCA JICTKAsA UJIN YMCPCHHAA KOHBIOHKTUBAJIbHAA WU SITUCKIIEpaIbHAsA HHBCKIUA.
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00e3bsIH TOCJe IKCTPAKAIICYJIIPHOU SKCTPAKIIUU KAaTapaKThl HE OKa3bIBaJO0 HUKAKOTO BIIHSIHHS Ha
KPOBEHOCHBIE COCY/IbI CETYATKH.

[Tpu KpaTKOCPOUHOM MPUMEHEHUH y MAIIMEHTOB C NCEeBIO(AKUEH JTaTaHOIPOCT HE CIIOCOOCTBOBAI
MpocayrBaHuIo GryopecierHa B 3aJIHUNA CerMEHT TJia3a.

[Ipy mnpuMeHEHHM JAaTAaHONPOCTa B KIMHUYECKUX J103aX 3HAYMMOTO (PapMaKoJIOTHUYECKOTO
BO3CHUCTBUS HA CEPAECUYHO-COCYTUCTYIO U JIbIXaTEIbHYIO CUCTEMBbI HE HAOI0AAIOCh.

CTHU

O¢ddexTUBHOCT THa3HBIX Karelb JATaHOIpPOCTa y IMalUueHTOB JAETCKOro Bo3pacta < 18 umer
IIPOJIEMOHCTPUPOBaHa B 12-HeeIbHOM ABOMHOM CIJIENIOM KJIMHUYECKOM HUCCIIEI0BAaHUH, B KOTOPOM
JIATAHOMIPOCT CPaBHUBAIM C TUMOJOJOM y 107 mamueHTOB C BHYTPUIJIA3HOW THIEPTEH3UEH U
JEeTCKOM riaykoMoil. HoBopoaeHHBIE TOJKHBI OBUIM MMETh T€CTAllMOHHBIA BO3pacT He MeHee 36
Henenb. [lanueHTsl ObUTM PaHIOMHU3UPOBAHBI AJIS MONYYEeHHs JIMOO JIATAaHOMPOCTa B JI03UPOBKE
50 MKr/MIT OJIMH pa3 B CyTKH, 00 Tumortona 0,5 % (v tumorona 0,25 % s manueHToB MITa/Iiie
3 ner) nBa pasza B cyTKu. [lepBUYHON KOHEYHOW TOYKOW OLIEHKH 3(PGHEKTUBHOCTH OBLIO CpeaHee
camxenue BI'Jl oTHOCHTENbHO UCXOHOTO YPOBHS depe3 12 Henmens seuenus. Cpeanee CHUKEHUE
BI'Jl 6bu10 aHAOTHYHBIM B 2 TpyMIax Tepamnuu (JaTaHOMPOCT U TUMOJION). Bo Beex uccnemyemMbx
Bo3pacTHbIX rpymmnax (ot 0 1o < 3 net, ot 3 g0 < 12 net u ot 12 go 18 net) cpeanee camxenue BI'J]
nocine 12 Hepenp JieyeHus B TPYIINE JaTaHONPOCTa ObLIO TAKUM K€, Kak U B TpyIIe TUMonona. Tem
HE MCHee, JaHHbIe MO0 3()PEKTUBHOCTH JATAHOMPOCTa B BO3pacTHOU rpymme or 0 g0 <3 mer
MOJIy4YE€HBI TOJIBKO 17151 13 manueHToB, a Uil 4 MalMeHTOB, KOTOPbIE MPEICTaBIIIM BO3PACTHYIO
rpynny ot 0 g0 <1 roma, cooTBeTcTByIOmEeH 3(h(HEKTHBHOCTH HE OBLUIO MPOJAEMOHCTPHUPOBAHO.
JlaHHBIE TIO TMPUMEHEHUIO Y HEJOHOIICHHBIX JIeTell (TecTallMOHHBIM BO3pacT MeHee 36 Henesb)
OTCYTCTBYIOT.

AHanorn4asIM o0pazom, cHrxenne BI'/l y nmarnreHToB ¢ nmepBUUHOM BposkaeHHOM riaykomoit (ITBI)
ObUIO OJMHAKOBBIM B 2 Tpynmax Tepanuu (JIaTaHompocT M TUMON0d). CXo0Kue pe3ysbTaThl
HaOJI0AAIKCh B IpYTroi moArpymnie (He nepBUYHasi BpOXkKIeHHas IJlayKoMa, HallpuMep: I0BEHUIIbHAs
OTKPBITOYTOJIbHAA [JIayKoMa, ahakruueckas riiaykoma).

Cumxenue BI'/l, HabmofaBieecs mnocie NepBoi HeAeIH JiedeHus (CM. TalJHUIly), COXpaHsIIOCh B
TedeHue 12 Helenpb UCCIIEJOBAHUS, TaK XKe, KaK U Y B3POCIIBIX.

Ta6auna. Caukenune BI'[ (MM pT. cT.) yepe3 12 HexeJib 10 rpynnaM aKTHBHOIO JICYCHHUS
U HCXOJHOMY MATHO3Y

Jlaranonpocrt Tumouson
N=53 N=54
Cpennee 3nauenue npu Bkmoyenun 27,3 (0,75) 27,8 (0,84)
(CO)
Cpennee nzMeHenue oTHocutTenbHo -7.18 (0.81) -5.72 (0.81)

HCXOJIHOTO YpOBH# 4yepe3 12 Henenb
nedenus’ (CO)

p-3HadeHus B cpaBHeHHH ¢ rpynnoi  0.2056
Tepanuy TUMOJIOJIOM

MBI He IIBI BT He IIBI'
N=28 N=25 N =26 N =28
Cpennee 3Hauenue npu Bkmouenun 26,5 (0,72) 28,2 (1,37)  26,3(0,95) 29,1 (1,33)
(CO)

Cpennee u3MeHeHHE OTHOCUTENBbHO —5,90 -8,66 (1,25) -5,34(1,02) -6,02 (1,18)
ucxoHoro ypoBHs yepe3 12 vemens  (0,98)

negenus’ (CO)
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p-3HAYEHUs B CpaBHEHUHM ¢ rpynmnoit 00,6957

TCpaIinu TUMOJIOJIOM

CO — craHAapTHOE OTKJIOHEHUE.
T CkoppekTMpoBaHHas OllEHKa, OCHOBaHHAS Ha MOJIEIM KOBapHallMOHHOTo aHanuza (ANCOVA).

5.2. ®DapmMakOKHHETHYECKHE CBOCTBA

AOGcopOrms

Jlatanonpoct (MosiekynsipHas macca 432,58) mpeactaBisieT co00# H30MPONUIOBBIN (YU U ABIISETCA
MIPOJIEKAPCTBOM, KOTOPOE CaMmo 10 cebe HEaKTHUBHO, HO TIOCJIE THIPOJIN3a 0 KUCIOTHI JIATAHOIPOCT
npruodperaeT OUOIOrHYECKY0 aKTUBHOCTb.

[IposiekapcTBO XOpOIIO BCACHIBAETCS YEpPEe3 POTOBUILY M, IMOJTHOCTHIO THUJIPOJIM30BAHHBIM IPHU
MIPOXOXKACHUU Yepe3 Hee, MOMagaeT BO BHYTPUTIIA3HYIO )KUIKOCTb.

Pacopenenenne

HccnenoBanus Yy UYCJIOBCKA IIOKA3BIBAOT, YTO KOHICHTpalusd BO BHYTpHFHaSHOﬁ KHNAKOCTHU
AOCTHUTa€T MaKCUMyMa IIPUMCPHO 4YCPE3 ABA Haca MOoCJIC MCCTHOI'O NPUMCHCHU. ITocne mecTHOrO
INPpUMCHCHUS Y 00€e3bsH JJAaTAaHOIIPOCT B OCHOBHOM paCHpEACIIACTCA B IICPEAHCM CCIMCHTC IJla3a,
KOHBIOHKTHBE U BeKax. JIMIibp He3HAYMTEIbHAS JacTh JIaTa”HoImpoCTa JOCTUTACT 3aAHETO CCIMCHTA
rija3a.

BI/IOTDaHCd)ODMaIII/DI U 3JIMMHHAaIWsA

B rna3y naranompoct B ¢opMmMe KHUCIOTHI MPAKTHUYECKH HE IMOJABEpPraercs MeTa0OIM4YecKOMY
npeBpamieHno.  MeTaboau3M  OCyIIeCTBIAETCS TJaBHBIM  oOpazom B mnedenu. Ilepuon
MOJTYBBIBE/ICHUS U3 IJIa3Mbl KPOBH y YelIOBEKa cocTaBisieT okono 17 munyT. B nccnenoBanusx Ha
YKUBOTHBIX MEPBUYHBIE MeTa0ONUTHI, 1,2-nuHOp U 1,2,3,4-TeTpaHop-MeTa0oIUThI, 00811 JTUIIIH
c1aboi OMOJIOTMYECKOM aKTHBHOCTHIO WJIM HE 00Jiamaau BOOOINE, U B OCHOBHOM BBIBOJIMIINCH C
MOUYOH.

CTH

[TpoBeaeHo OTKpBITOE (PAPMAKOKHHETUUECKOE UCCIIEIOBAHNE 0 U3YUCHUIO KOHIICHTPAIIMI KUCIOTHI
JATaHOIPOCTa B MJIa3Me KPOBHU Yy 22 B3pOCIBIX MAIMEHTOB U 25 MallMeHTOB JIETCKOTO Bo3pacTa (B
BO3pacTe OT pokJeHus 10 < 18 jieT) ¢ BHyTpUTIa3HOM TUIIEpTEH3UEH 1 riTaykoMou. [larmenTs! Bcex
BO3PACTHBIX TPYIII MOJyYadH JIeYeHHE JTATAaHOMPOCTOM B J03MpPOBKe 50 MKI/MII, IO OAHOW Kariie
CXKCIHCBHO B Ka)K}II)IfI rja3 B TCYCHHC MUHHMYM 2 HECJIb. CucremHoe BO3}1€I\/'ICTBI/IC KHCJIOTBI
JaTaHOMPOCTA y JeTel B Bo3pacTe oT 3 10 < 12 net 6bU10 MpUMEPHO B 2 pa3a BBIIIIE, YeM Y B3POCIBIX
MalKUEHTOB, a y JeTel B Bo3pacTe muaame 3 jieT —B 6 pa3 BbILIE, YEM Y B3POCIBIX; MPU ITOM
COXpaHsJICS IIMPOKHM Jauama3oH O€30MacHOCTH B OTHOIIEHWH BO3HUKHOBEHHUS CHUCTEMHBIX
HexenaTenbHbIX d(dextoB (cm. paszmen 4.9). CpemHee Bpemsi A0 JOCTHXKEHHUS MHUKOBOM
KOHICHTPAIMX B IJIa3ME KPOBU BO BCEX BO3PACTHBIX I'PYIIIIaxX COCTABUIIO 5 MHHYT ITOCJIC BBEACHUA
no3bl. CpeaHuil Tepuona TMONYBBIBEACHHUS W3 IUIa3Mbl KPOBH ObLT KOpPOTKUM (<20 MUHYT) U
OAVHAKOBBIM Yy neTeﬁ U B3pPOCIBIX, 6.]'[31"0}1&1?)5[ YCMY HAKOIUICHUA KHCJIOTBI JIaTaHOIIPOCTa B
CHUCTEMHOM KPOBOTOKE MPU PABHOBECHOM COCTOSIHMM HE HaOII01alI0Ch.

6. PAPMAIIEBTUUECKHUE CBOVICTBA
6.1. Ilepeuenb BcnOMoOraTe/ibHbIX BelIECTB

Juuatpus runpodocdara noaeKaruapat

Hatpus nuruapodocdata quruapat
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Harpus xnopun

benzankonus xnopun

Bonaa ounmiennas.
6.2. HecoBMeCcTHMOCTH

HccnenoBanus in vitro mokasajiu, 4To IIPU CMELIMBAHUHU IJIa3HBIX Kallellb, COAEPIKALIUX THOMepcall,
C TJA3HBIMM KaIULSIMM, COJAEpXKAllMMHU JIaTaHOIPOCT, MPOMCXOAUT oOpa3oBaHue ocanka. Ilpu
UCIOJIb30BAHUU TaKHUX JIEKAPCTBEHHBIX IIPENaparoB IJIa3HblE KaIllIM CJEQYeT 3aKalblBaTh C
MHTEPBAJIOM HE MEHEE 5 MUHYT.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

HeBckpoIThI (haakoH

3 roxa.

Tlocnie BCKpBITHUSA

XpaHuTh 1pu Temieparype He Boiie 25°C U UCIOIb30BATh B TEUECHUE 42 THEN.
6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NIPH XPAHEHHUH

Xpanuts npu temmneparype ot 2° 1o 8§°C, B OpUuruHasIbHON yrakoBke ((hJIaKoH B Mayke).

VYcioBust XpaHeHMs [TOCIIE BCKPBITUSA JIEKAPCTBEHHOIO IIpenapara cM. B paszene 6.3.
6.5. Xapakrep u coaepkaHue yIaKOBKH

I[To 2,5 wim 5 mn mpemapaTa TNOMEMIAIOT BO (JIAKOH M3 TOJUATHUIICHA HHU3KOW IIJIOTHOCTH
BMECTUMOCTBIO 5 MJI, OCHAIIIEHHBIH MPOOKO-KaneIbHUIIeH U3 MONUITHIICHA HU3KON TUIOTHOCTH U
3aKPBITHIN KPBIIIKOW C MPEAOXPAHUTEIBHBIM KOJIBIIOM U3 IOJIUAITHIIEHA BBICOKON TUIOTHOCTH.

ITo onqHOMY MM TpU (yIaKOHA BMECTE ¢ MHCTPYKIMEH M0 MEAMLIMHCKOMY MIPUMEHEHHIO (JIUCTKOM-
BKJIQJIBIIIIEM) B KAPTOHHOM ayKe.

6.6. OcoOble Mepbl MPEJOCTOPOKHOCTH NPH YTHIN3ALMH MCIOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara WIM OTX010B, IOJYYEeHHbIX IOcjie INPHMEHEHUsl Ipenapara, W JApyrue
MAHHMIYJISIIHMH € IPEenapaTom

Oco0sbie TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUSA

Pymbians

K.O. Pompapm Kommnanu C.P.JI.

Anpec: 075100, yn. Epomnop Ne 1A, r. Oronens, ye3a Unbdor
Tenedon: + 4021 3504640

dakc: + 4021 3504641

Anpec 31ekTpoHHO# mouThl: office@rompharm.ro.
7.1. lIpencraBuTeNb Aep:KaTesisd PeruCTPAIMOHHOI0 YA0CTOBEPEHUS
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IIperen3un norpedbuTeNeil HAIPAaBIITh 10 AIPECY:

Poccuiickas @edepayus

000 «Pompapmay

Anpec: 121596, r. MockBa, BH. Tep. I. MyHUIIMTIAIBHEIN OKpyr Moxalickuii, yi. ['opOyHoBa,
n. 2, ctp. 3, moment. 23/6

Tenedon/dakc: (495) 787-78-44

Agpec 35eKTpoHHOM mouThl: info@rompharm.ru.

Pecnybauxa Benapyco

[IpeacraButenscTBo K.O. Pompapm Kommanu C.P.JI. (Pymbinus) B Peciy6nuke benapych
Anpec: 220035, r. Munck, yiu. Tumupsizea 72, nomemnienue 23, 8 stax, opuc 8002
Tenedon: +375 (17) 336-50-09

AJipec JIeKTPOHHOU MOYThL: rompharm_by@mail.ru.

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA
JlexapcTBEHHBIN IpenapaT OTHOCUTCS K KATErOPUM OTILYCKa I10 PELENTY.
OOmiast XapakTepUCTHKa JIEKapCTBEHHOro Ipemnapara [aympocT OOCTyNHAa B €AMHOM peecTpe
3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M Ha OPUIIMATILHOM CaiiTe YIIOJHOMOYEHHOI'O OpraHa

(axcnepTHOM OpraHu3aIH) EBpasuiickoro SKOHOMHYECKOIO COr03a
https://Ik.regmed.ru/Register/EAEU_SmPC.
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