COOTEETCTEYET 2KI(

ot 29.01

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA U7

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Jlaranompoct-C3, 50 MKr/mMi1, Kariy Taa3Hbie

2. KAMECTBEHHBIN U KOJIMYECTBEHHBII COCTAB

JlelicTByrolee BEIECTBO: JaTaHOIPOCT.

Kaxxapiit Mt pactBopa coaepxut 50 MKT JaTaHOIpPOCTA.

BcrmiomorarennHbIe BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npernapara: OSH3aJIKOHUS XJIOpH I (cM. pasnen 4.4.).

[TonHbIi epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Karum rnasueie.
ITpo3paunblii OeCIIBETHBIN pacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

JlexapctBennsiii  mpenapar Jlatanompoct-C3 mnoka3aH K NPUMEHEHHMIO IS  CHUDKEHUS
MOBBILIEHHOT0 BHYTpHUriazHoro nasienus (BI'/]) y B3pocibix u gereit B BO3pacTe cTapiiie OJHOrO
rojia ¢ OTKPHITOYTOJIbHOM II1ayKOMOMW MJTH TOBBIIEHHBIM O(TAaTbMOTOHYCOM.

4.2. Pe:xuM 103UPOBAHMS H CIIOCO0 MPUMEHEHHUs
Pexxum no3upoBanus
[To 1 kamne B mopaxeHHbld a3 1 pa3 B aeHb. OntumanbHbid 3¢ (dekT nocturaeTcs mpu
IPUMEHEHUHU IIperapaTa BEYepoM.
He crnegyer ocymiecTBisTh MHCTHIUISILIMIO Tpenapara yamie, 4eM 1 pa3 B J€Hb, MOCKOIBKY
MOKa3aHo, 4yTO OoJiee YacToe BBEICHUE CHMYKACT TMIIOTEH3UBHBIN YPQEKT.
[Tpu npormycke 0HOM 103bI JIeUeHHE MPOAOIKAIOT MO OOBIYHON CXEME.

eTH
JlaTaHOIIPOCT NMPUMEHSIOT y E€TEN B TOW XK€ J103€, YTO U Y B3pOCIbIX. J[aHHBIE O IPUMEHEHUHU
npernapara y HEeJIOHOLIEHHBIX (TeCTallMOHHBIM Bo3pacT <36 Henelb) OTCYTCTBYIOT. JlaHHBIE ¥
nerer <1 roga cuiabHO OrpaHUYEHBI.
Crnoco0 npuMeHeHus
st MECTHOTO NPUMEHEHUS B BUJI€ MHCTUJUISIUN B KOHBIOHKTUBAJIBHYIO MOJOCTb.
Kak npu npumeHeHuH 100bIX I1a3HBIX Karlejb, C IeJIbI0 CHUYKEHUS BO3MOKHOI'O CHCTEMHOTO
saddekra mpenapara, cpazy MHocie HHCTHIULSIIMM KaXKIOW Karld pPEKOMEHAYeTCs] B TeueHHUe
1 MuHYTHI Ha/1aBIUBATh HAa HUKHIOIO CJIE3HYIO TOUKY, PACIIONIOKEHHYIO Y BHYTPEHHET0 yTJa Ija3a
Ha HW)KHEM Beke. OTy TMpoueAaypy HEOOXOJUMO BBINOJIHATh HEMOCPEACTBEHHO IOCIe
WHCTHIUISIIH.
[Tepen nHCTHISAIMEN HEOOXOAUMO CHSIThH KOHTAKTHBIC JTMH3BI U YCTAHOBUTH UX HE PaHBIIE, YEM
yepe3 15 MuHyT nocite BBeeHus (M. paszen 4.4.). Eciu ogHOBpeMeHHO HE0OX0JMMO ITPUMEHSTh
JIpyrue Tia3Hble Kalid, UX IPUMEHEHHUE CIIEYEeT pa3rpaHUIUTh S-MUHYTHBIM HHTEPBAJIOM.

4.3. IlpoTuBONOKA3aHUS
['MnepyyBCTBUTENBHOCTh K JIATAHONPOCTY WM K JIIOOOMY M3 BCIOMOTATENbHBIX BEIIECTB,
IIEPEYHCIICHHBIX B paszzaene 6.1.

4.4. Ocobble yka3aHus M Mepbl PeI0CTOPOKHOCTH NMPH MPUMEHEeHUH

JlaTaHOIIPOCT MO’KET NOCTENEHHO M3MEHHUTh LIBET IJIa3 3a CYET YBEJIMYEHHUS COJIep’KaHus
KOPUYHEBOTO MUTMEHTA B paayxKe. Jlo Havasa JiedeHus MallueHTOoB CleyeT MPOUH(POPMHUPOBAThH
0 BO3MOYKHOM HEOOpaTMMOM M3MEHEHUH I[BeTa ria3. [IpuMeHeHue JiekapcTBEHHOTO Mpenapara
Ha OJIHOM TIJIa3y MOXKET BbI3BaTh HEOOPATUMYIO TeTEPOXPOMHUIO.



COOTBETCTBYET :

oT A4

OCNEOOBATENREHOC TR 0015
Takoe m3MeHeHue IBETa IJ1a3 MPEUMYIECTBEHHO OTMéEEno'cl-y-LﬁaﬁHem OLa b A e

OKpAIlIEHHBIMU PagyKKaMH, a UYMEHHO: Kape-TOIyObIMH, CEpPO-KapUMH, JKEITO-KapUMH U 3€JI€HO-
KapuMmu. B uccrnenoBaHusx jgaTaHonpocTa MOTEMHEHME, KaK IIPABHIIO, HAUMHAJIOCh B TEUEHUE
IIEPBBIX 8 MECSLEB JICYCHHUS], PEIIKO — B TEYEHHE BTOPOTO WIIA TPETHEr0 roJja U He OTMEYaIOCh 110
MCTEUYEHUU YEThIPEX JIET JICUEHHUSL.

[TporpeccupoBanre NUTMEHTALUU Paly’KKU CHHXKAJIOCh CO BPEMEHEM M CTaOMIM3MPOBATIOCH
yepe3 5 ser. JlaHHble 00 yCHJICHUH NUTMEHTALMM B T€YEHUE S5 JIET OTCYTCTBYIOT. B OTKpBITOM
S-leTHEM ucciieioBaHUM Oe30omacHOCTH JlataHonmpocta y 33 % nalueHToB pa3BUBANACh
NUTMEHTANUs paxy kK (cM. pasznen 4.8.). B OoybIIMHCTBE cilydacB U3MEHEHHUE I[BETA PalyKKH
ObUIO HE3HAUYUTENIBHBIM M, 3a4acTyl0, KIMHUYECKH HE BBIABISUIOCH. HacToTa BCTpEYaeMOCTH
Kosiebanace oT 7 10 85 % y ManMeHTOB ¢ HEOJMHAKOBOTO ILIBETA paayKKamHu, mpeoOmanas y
MAIUEHTOB C XKEJITO-KapUMU paaykkamu. MI3MeHeHHs y TallUeHTOB ¢ PABHOMEPHO OKPAILEHHBIMU
paxy’KKaMu roiyooro 1BeTa He HaOIIOJAINCH, B PEIKUX CIy4asX M3MEHEHUS OTMEUAINCh MPU
PaBHOMEPHO OKpPAILLIEHHBIX PAy’KKaX CEPOT0, 3€JICHOTO U Kapero LBeTa.

M3MmeHeHne 1BeTa IJ1a3 OOYCIIOBIEHO YBEIMYEHHMEM COJIEP)KaHUS MEJIAHMHA B CTPOMAJIbHBIX
MEJIAHOLUTAaX Paly’KKH, a HE YBEJIMYEHUEM UYUCJIA CAMUX MEJIAHOLMTOB. B TUIIMYHBIX cirydasx
KOpPHUYHEBasl IUTMEHTALMS TIOSABIIIETCS BOKPYT 3padyka U KOHLEHTPUUYECKU PaclpoCTpaHsIeTCs Ha
nepugepuro pagyxku. Ilpu 3Tom Bes panykka Wiu ee yacTu npuodperaroT kapuii 1set. [locne
OTMEHbI Tepanuu AajibHEHIIas MUTMEHTalMs He oTMedanach. [lo nMeromuMmcs KIMHUYECKUM
JTAaHHBIM U3MEHEHHUE LIBETa He ObUIO CBA3aHO C KAKUMU-JINO0 CUMITOMAaMH WX NTaTOJIOTMYECKUMHU
HapYILICHUSIMH.

[Ipenapat He oka3bIBaeT BIMSHMS HAa HEBYCHI M JIGHTUIO paxyxkHoOW o0osiouku. CoriacHo
pe3ynbTataM S-IeTHUX KIMHUYECKUX MCCIEI0BAaHUM, HAKOIUIEHUS NIUIMEHTa B CKIIEpO-
POrOBUYHOI TpaOEeKyJSIPHOM CETH MM MHBIX OTJeNaX NepeAHed Kamepsl I71a3a He OTMEYEHO.
[TokazaHo, 4YTO IOTEMHEHHE pAAYKKH HE TMPUBOJAUT K HEXKEJIATEIbHbBIM KIMHUYECKUM
IIOCJIEACTBHSIM, IO3TOMY IPUMEHEHHUE JIATAHOIPOCTA NPU BO3ZHUKHOBEHUH TAKOI'O MOTEMHEHUS
MO’KHO IPOJOJKUTh. TeM He MeHee, Takhe NAlUEHTbl JOJIKHBI HaXOIUThCA MOJ PEryIspHbIM
HaOJI0IEHUEM U, B 3aBUCMOCTH OT KJIMHUYECKOM CUTYyalluH, JIeUeHHE MOXKET ObITh IPEKPAILEHO.
OnpIT NpUMEHEHMsI JIATAHOIIPOCTAa B TEPANMM 3aKPBITOYTOJIbHOW W BPOKICHHOW IJIAyKOMBI,
OUTMEHTHOM INTayKOMBI, OTKPBITOYTOJIbHOM IJIayKOMBI y TTAIIMEHTOB C NceBA0(aKknuell OorpaHUYEH.
OTCYTCTBYIOT CBEJIEHUS O NIPUMEHEHUHU JIATAaHONPOCTAa B JICYEHUH BTOPUYHON TIJIAyKOMBI
BCJIEJICTBHE BOCTIAJIMTENBHBIX 3a00JI€BaHUH I71a3 U HEOBACKYJISIPHOM IIIayKOMBI.

JlaTaHonpocT He OKa3bIBA€T BIMSIHMSI HA BEJIMYHMHY 3payka. B cBs3uW ¢ OTCYTCTBHEM OIbITa
IIPUMEHEHHUS JIaTaHOIPOCTA B TEPAIINN OCTPOTO IIPUCTYIIA 3aKPHITOYTOJIbHON TTIAYKOMBI, CIIENYET
C OCTOPO’KHOCTBIO IPUMEHSATH MIPEnapaT y TaKUX MalueHTOB.

B cBs3u ¢ TeM, YTO CBEIEHUS O NMPUMEHEHUH JIATAHOIIPOCTA B IOCIEONEPALMOHHOM IEPUOJIE
AKCTPAKIMM KaTapaKThl OrPAaHUYEHBI, CIEAyeT COOJI0JaTh OCTOPOXKHOCTh MPH NPUMEHEHUU
Ipernapara y 3Toi KaTerOpHUHU MalUeHTOB.

Cnenyer coOmrofaTh OCTOPOXKHOCTh TIPU NPHUMEHEHUHM JIATAaHONPOCTa MalMeHTaMH C
repreTu4ecKuM KepaTUTOM B aHamMHe3e. [Ipr ocTpoM repneTnueckom KepaTuTe, a TAaKKe B Cllydae
HaJIM4YUsl aHAMHECTUYECKUX CBEJICHHM O XPOHUYECKOM pELUIUBUPYIOLIEM TIepHeTHYECKOM
KepaTuTe, OCOOCHHO CBSI3aHHBIM C MPUMEHEHMEM aHaJIOrOB MpocTarjaHauHa Fza, HEOOX0IUMO
n30eratb Ha3HAYEHUS JIATAaHOIIPOCTA.

MakynspHbIi OTEK, B TOM YHCJI€ KHCTO3HBIM, OTMEUaJICA B NEPUOJ TEPAIUU JATaHOIPOCTOM
PEUMYIIECTBEHHO y NAaIMeHTOB ¢ adakuei, mnceBaodaxkueil, pa3pbIBOM 3aJHEl KarCysbl
XpyCTaJIMKa, WIN y NAIIMEHTOB ¢ (haKTOpaMH pHCKa pa3BUTUS KUCTO3HOTO MaKyJIsIPHOTO OTeKa (B
YaCTHOCTH, TP ANA0ETHUECKONW PETUHOIIATHN B OKKJIIO3WU BeH ceTdyaTku). Ciemyer coOmo1aTh
OCTOpPOXKHOCTh TPH NPUMEHEHHWHU JIaTaHONpOoCTa MalueHTamMu ¢ adakuel, nceBpodakueil c
pa3pbIBOM 3a/JIHEW KallCyjbl WIM NepeJHEeKaMEepHbIMU HHTPAOKYISPHBIMU JIMH3AMU, a TaKkKe
HalMeHTaMH C U3BECTHBIMU (PaKTOpaMH PHCKa KUCTO3HOT'O OTEKA MAKYJIbI.

Crnenyet coOnroaaTh OCTOPOKHOCTh NP MPUMEHEHUH JaTaHOIPOCTa NallMeHTaMu ¢ (paKkTopaMu
pHCKa pa3BUTHs UPUTA/yBEUTA.
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CllydaeB B TIOCTPETHCTPAI[IOHHOM MEPHOAE OTMEYaIHCh OOOCTPEHHE TEYEHHsI aCTMBI W/HIIH
nosiBlieHHE oAbIIKH. ClieayeT coOI0JaTh OCTOPOKHOCTD IPU MPUMEHEHHH JIATAHOIIPOCTA Y ATOM
KaTeropuy NanueHToB (cM. Takke pazzgen 4.8.). OTMmeyanuch ciydad ITOTEMHEHHUS KOXKH
NepuopOUTAIBbHON 00JIaCTH, KOTOpBIE Y psAa MAIMEHTOB HOCHIIM OOpaTHMBIA XapakTep Mpu
IPOJIOJDKEHUN TEPAITUH JTATAHOIIPOCTOM.
JlaTaHOTIPOCT MOKET BBI3BIBATH IIOCTETICHHBIE H3MEHEHUS PECHHUII M ITLITKOBBIX BOJIOC, TAKHE KaK
yUIMHEHUE, YTONIICHNE, YCHJICHHE IUTMEHTAIlMH, YBEIMYCHHWE TYCTOTHI M W3MEHEHUE
HaNpaBJICHUs] pOCTa pECHUL. VI3MeHeHUs pecHUIl ObUTM OOpaTUMBl W TPOXOIHMIM TOCIE
HpEKpaIIeHus TepaIHy.
BcnomorarenbHble BelecTBa
B cocraB npenapara BXOAUT OSH3aIKOHUS XJIOPU/I, KOTOPBIH MOXKET BBI3BIBATH Pa3IpaKCHUE T1a3
U 00ecIBeYMBaTh KOHTAKTHBIC JUH3BL [Ipy mpuMeHeHWH mpenapara MarueHTaMu, HOCSIIMMU
KOHTAKTHbIE JTMH3bI, HEOOXOANMO CHSTH MX Tepe] MHCTHUIAIMEH M CHOBAa BCTaBUTHh HE paHEe,
gyeM yepe3 15 MUHYT. Y MalueHToB ¢ COMYTCTBYIOIIMMHU 3a00JI€BaHUSIMH POTOBHIIBI M CHHIPOMOM
«CyXOroy» riaza OEH3aJIKOHMS XJIOPUJ MOXKET BBI3BIBATh PAa3BHTHE TOUYCYHOW /MM S3BEHHOM
Keparomatuu. TpeOyeTcss KOHTPOJIb COCTOSIHHS POTOBUIBI TAKHUX IALMEHTOB B XOJE€ JICUCHHUS
HpenapaToM.

eTu
Ceenenus 00 3¢ (HeKTUBHOCTH U 0€3011aCHOCTH IPUMEHEHHUS JIATAaHOIPOCTa y JieTel Miaiie rojia
orpanudeHbl. OTCYTCTBYyeT ONBIT TNPUMEHEHHUS TMpernapaTa y HEJOHOIICHHBIX —JeTel
(recTalMOHHBIN BO3pacT MeHee 36 Henlelnb).
Ceenenus o G€30MACHOCTH JIOJITOCPOYHOTO NMPUMEHEHHsI JIATAHOIPOCTA y JIETeH OTCYTCTBYIOT.
[Ipu nepBUYHOI BpOKAECHHOH Ti1aykome y aeteid ot 0 10 3 jeT cTaHAapTHBIM METOJIOM JICUEHHS
0CTaeTCs XUPYPrUIecKOe BMEIIATeIbCTBO (TOHMOTOMHUS/ TPAOEKYIOTOMUS).

4.5. B3aumojeiicTBie ¢ JPYrHMH JIEKADCTBEHHBIMH TNpenapaTaMd W Jpyrue BHIbI
B3aMMOJEHCTBHUSA
Coo0manoch 0 ciydasx MapajoKkcanbHOro mnossiieHus BI'J mocie oXHOBpEeMEHHOrO
0()TaTBMOJIOTHYECKOTO TPUMECHEHHST JBYX aHAJIOTrOB TpocTariananaa. OIHOBpPEMEHHOE
IpUMEHEHHE JIBYX WK OoJiee MPOCTArIaHANHOB, aHAJIOTOB MPOCTATTIAHANHOB WM IPOU3BOAHBIX
MPOCTArJIaHANHOB HE PEKOMEHIYETCSI.
dapManeBTUYECKH HECOBMECTUM C TJIa3HBIMH KaIUIAMH, COJCPXKAIlUMU THOMEpcal -
nperunuTays (cM. paszaen 6.2.).

eTH
HCCJ’IeI[OBaHI/Ifl B3aI/IMOI[CI\/'ICTBI/II\/’I MMPOBOAMIIMCH TOJIBKO Yy B3POCJIBIX IMAIITMCHTOB.

4.6.®epTHIBLHOCTb, 0€PeMEHHOCTDb M JIaKTalMsA

bepeMeHHOCTB

be3zonacHocTh NpUMEHEHNUs JIAaTAHOIIPOCTA BO BpeMsl OEPEMEHHOCTH Y UeJIOBEKa HE YCTaHOBJICHA.
JlaTaHOIIPOCT MOXKET OKa3bIBaTh TOKCHUECKHE 3(PQPEKThl Ha TEYeHHE OEpeMEHHOCTH, IJION U
HOBOPOXXJeHHOTO0. [IprMeHeHre BO BpeMsi 6epeMEHHOCTH TPOTHBOIIOKA3aHO.

Jlakranms

JlaTaHOTIPOCT W €ro MEeTabOJIUThI MOTYT NMPOHUKAThH B TpyIHOE MOJIOKO. [IpuMeHeHne Bo Bpems
TPYAHOTO BCKapMJIMBaHUS MpoTHBONOKa3zaHo. [Ipm HeoOXoaumocTH MpUMEHEHMs Mpernapara
IpyJHOE BCKapMJIMBaHHE HEOOXOIMMO MPEKPATUTh.

PepTHIIBLHOCTD

BnustHust nataHONPOCTa Ha MY)KCKYIO M )KEHCKYIO (DepTUIIBHOCTD B UCCIIEJOBAHUSAX Ha )KUBOTHBIX
He 0OHapyxeHo (cM. pazzaen 5.3.).
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4.7. BiiusiHde HAa CNOCOOHOCTH YNPaBJIATH rpancnémgllﬁ/t]%ﬁgmmcﬁ -I;féﬁloflz;r'b C

MeXaHH3MaAMHU

JlaTaHOTIPOCT OKa3bIBaCT YMEPEHHOE BIHUSHHE HA CHOCOOHOCTH YIPABISATH TPAHCHOPTHBIMU
cpeAcTBaMu M paboTaTh ¢ MexaHW3MaMu. Kak ¥ npu NpuMeHeHUH JPYrux opTaabMOIOIHYECKUX
JIEKapCTBEHHBIX IIPENAPATOB, BO3MOKHO BPEMEHHOE HapYIIEHHUE 3PEHMS], 1O €0 BOCCTAHOBJICHUS
YIPaBJIATh TPAHCIIOPTHBIMU CPEACTBAMH UM pabOTaTh C MEXaHU3MaMHU HE PEKOMEHIyeTCsl.

4.8. Hexkenare/ibHbIE peaKINU

Pestome npoduns 6e3onacHoCTH

Bonpiias yacTh HexeNnaTeNbHBIX PEAKIUi 3aTparuBaeT CHUCTEMY opraHa 3peHus. B S-netHem
OTKPBITOM HCCIICZIOBAaHUHM OE€30MaCHOCTH JIATAHONPOCTA MHTMEHTAIUS PAJYKHOH 000JI0UKH
pa3zBwiach y 33 % manueHToB (cM. pazzaen 4.4.). Ipyrue HexenatenbHble PeaKkIuu CO CTOPOHBI
opraHa 3peHHs ObUIM B OCHOBHOM KpPAaTKOBPEMEHHBIMH M BO3HHMKAJIU BO BpEeMs BBEICHUS
mpernapara.

TabnuuHOe pe3roMe HeKENATSIILHBIX PEaKITHH

['paganusi He)KENATETBHBIX PEAKIIHMA 110 YaCTOTE BCTPEYAEMOCTH OCYIIECTBIISUIACH CICIYIOIIHM
obpazom: oueHb yacto (>1/10); gyacto (>1/100, HO <1/10), HEewacto (>1/1000, Ho <1/100), peako
(>1/10 000, HO <1/1000) m ouenp penko (<1/10 000). Yacrora Hem3BecTHA (HA OCHOBAaHUU
UMEIOIIHUXCS JAHHBIX YaCTOTY BOZHUKHOBEHHS OLICHUTH HEBO3MOXKHO).

CuCcTeMHO-OpraHHbI’ Yacrora He:kenarenbHble peakunu
kjaace (COK)
Wudexnun v nHBa3uu Penko reprneTH4eCKui KepaTuT
Hapymenus co croponsl | Heuacto TOJIOBOKPY’KEHHUE, T0JIOBHAs 00JIb
HEPBHOU CUCTEMBI
Hapymenust co croponsl | OueHb yacTo TUIIEPIUTMEHTAIUS pangyKHOI
opraHa 3peHus 000JIOUKH, JIeTKas WIM yMEpeHHas
KOHBIOHKTUBAJIbHAA rurnepemus,

pasapakeHue ria3a (4yBCTBO HOKEHMUS,
OLyIIEHWE TMecka B IJlaszax, 3yi,
MTOKAJILIBAHNE " OIIyIIICHHE
MHOPOJHOTO TeNa), U3MEHEHUE PECHUI]
U TYIIKOBBIX BOJOC BeKa (yIUIMHEHHE,
YTOJILIEHUE, YCUJICHUE TUTMEHTAIUH U
YBEJIMYCHUE I'YCTOTHI PECHUII)

Yacto TOYEUHBIH KEpaTHT, B OCHOBHOM
O0eccuMINTOMHBIN, Onedapur, 601b B
riasy, ¢orodobus, KOHbIOHKTUBUT

Heuacro OTEK BEKa, CYXOCTb [IJa3, KEpaTwuT,
HEYETKOCTb  3pEHHUs, MAaKyJISPHBINA
OTEK, BKJIFOYast KHCTO3HBIN
MaKYJISIPHBIM OTEK, YBEUT

Penko HpUT, OTEK  pPOrOBUIBI,  BPO3HsL

POTOBUIIBI, MEPUOPOUTATILHBIA OTEK,
TpUXHa3, TUCTHUXUA3, KUCTA PATYKHOH
000JI04YKH, MECTHasl KOXKHasl peaxius
Ha BeKaX, MOTEeMHEHHE KOXH BEK,
HCGB)IOHGM(l)I/IFOI/I}I KOHBIOHKTUBBI




COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.01.2026 N2 1463
CucTeMHO-OpPraHHbIi Yacrora - Hegerare papié peakimm -
kjaace (COK)
OueHb penKo W3MEHEHUSI B  NIEPHOPOUTAIBHOU
obilactu W B  00JIacCTM  BeKa,
MPUBOASAIINE K YrITyOJIeHUI0 OOPO3bI
BEKa
Hapymenust co croponsl | Heuacto CTEHOKapAus, OIIYIIICHUE
cepaua cepaieOneHus
OueHb penKo HeCTaOMJIbHAST CTEHOKAPIHSI
Hapymenust co cropons! | Heuacto OpoHXHaTbHASI ACTMA, OJBIIITKA
ABIXATCIIBHOM — CHCTCMBL, | po e obocTpeHue OPOHXUATBHON aCTMBI
OpPraHOB I'PYIHOMN KIJIETKH
U CPEeIOCTEHUS
KenynouHo-KueyHble Heuacto TOLLHOTA, PBOTA
HapylIeHUs
Hapymenust co cropons! | Heuacto CBITIb
KOXKM ¥  IOJKOXKHBIX
TKaHelu Penxo 3y
Hapymenust co croponsl | Heuacto MUAJITHs], apTPAITHUs
MBIIIIEYHOM, CKEJIETHON M
COCIUHHUTECIILHON TKaHU
O6mue wnHapymenuss u | Heuacto 00JIb B TPYJHON KIIETKE
peakiumn B MecTe
BBEJCHUS

Y HEKOTOPBIX NAIIEHTOB CO 3HAYUTEIHHBIM MOBPEXKIEHUEM POTOBUIIBI PETUCTPUPOBATIUCH OUECHb
penkue ciydad KajdblM(UKAWU POTOBHIBI B CBSI3W C NpUMEHEHHEM (ochaTocoepKammx
[JIa3HBIX Karellb.

eTn
B 1Byx KpaTKOCpPOUYHBIX KIMHHYECKUX HccaenoBaHusx (< 12 Hemenb) ¢ yuactuem 93 (25 u 68)
MAaIMEeHTOB JETCKOTO BO3pacTa nmpouib 6€301macHOCTH ObLT COTIOCTABUM C TAKOBBIM Y B3POCIIBIX;
HOBBIX HE)KEJaTEeNIbHBIX SIBIICHUH BbIsIBIIEHO He 0bU10. KpaTkocpouHsle npoduian 6e301macHOCTH B
Pa3IMYHBIX MOMYJISIHUAX JETCKOTO BO3pacTa ObUIM TaKXKe COMOCTaBUMBI (cM. pazzen 5.1.).
HesxenarenbHble 3 QeKTsl, KOTOpbIE HAOIIOAATUCH Yallle y NallueHTOB JAETCKOro BO3pacTa, 4eM y
B3pOCIBIX: PUHOGAPUHTHUT U JTMXOPAIKA.
Coo0b111eH1e 0 10/103PEBAEMBIX HEXENaTeIbHbIX PEAKIIHUIX
BaxHo coo0mare O TOA03pEeBaCMBbIX HEXKENATSNbHBIX PEAKIHMAX IIOCIE PETUCTPAIlUH
JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00ecreyeHns HeNPEepbIBHOIO MOHUTOPUHIA COOTHOIIEHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOTO Tpernapara. MeJIWIUHCKUM pabOTHUKAM DPEKOMEHIIYeTCs
cooluiate O JIOOBIX MOJO3PEBAEMbIX HEXKEJIATeNIbHBIX PEAKIMIX JIEKapCTBEHHOTO Ipernapara
Yyepe3 HAIlMOHAIBHBIE CUCTEMBI COOOIIEHUS O HEXENATeNbHBIX PEaKIUsIX TroCyIapCTB — WICHOB
EBpa3uiickoro 53KOHOMHUYECKOr0 COI3a.

Poccniickas @enepanns

denepanbHas ciyx0a 1o Haa30py B cepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. Mocksa, CnaBsHCKas TUTOIA b, 1. 4, cTp. 1

Tenedon: +7 (800) 550-99-03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B nHGOPMAITMOHHO-TETIEKOMMYHUKAIIMOHHOW ceTH «/HTepHeT»:

https://www.roszdravnadzor.gov.ru
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4.9. Ilepeno3npoBka

CumMnTOMBI

[ToMumo pazapakeHus: Tia3 U KOHBIOHKTUBAIBHOM HMHBEKIUH, IPYTUX O(QTaIbMOIOTHYECKUX
3¢ (eKToB MpH nepe03UPOBKE JIATAHOIIPOCTOM BBISIBIIEHO HE OBLIO.

Jleuenue

[Ipu cnyyaitnom npueme npenapata Jlaranonpoct-C3 BHYTph ClIEAYeT YYUTHIBATH CICIYIONIYIO
uHpopmanuio: oauH (iaakon 2,5 mi comepkuT 125 MKr jataHompocTta, OJUH (JIAKOH S5 MII
comepxkut 250 Mmkr nartanompocrta. boinee 90 % mo3bl mertabonu3upyeTcs mMocjie MEepBOro
NPOXOXKJICHUS uepes neyeHb. BHyTpuBeHHast HH(DY3US B 103€ 3 MKI/KT y 3/I0pPOBBIX JOOPOBOJIBLIEB
HE BBI3bIBAJIA KAKUX-JINOO CUMIITOMOB, OJTHAKO MPU BBEAECHUH 103bI 5,5—10 MKI/KT HabII0 12111 Ch
TOIIHOTA, O0OJb B JKUBOTE, TOJIOBOKPYXEHHUE, IIOBBILIEHHAS YTOMJISIEMOCTb, HIPWIUBBI U
Yype3MepHOe NOTOOTAeNIeHHE. Y 00e3bsH BBEACHHE JIATAHOIIPOCTA IyTEM BHYTPUBEHHON HH(DY3UN
B g03ax 10 500 MKI/Kr He OKa3bIBaJIO CYIIECTBEHHOTO BIUSHHS Ha CEPICYHO-COCYIUCTYIO
CUCTEMY.

Y 00e3psiH BHYTPUBEHHOE BBEJCHHME JIATAHOIIPOCTA  COIPOBOKIAIOCH  BPEMEHHBIM
OponxocnazmMoMm. OIHAKO y MAMEHTOB C OpOHXHAIBHOW aCTMOM CpeHEll CTeNEeHU TAKECTU
BBEJICHUE JIaTAaHOIIPOCTAa B IJ1a3a B J103€, B 7 pa3 MPEBBIIAIOLIECH KIMHUYECKYIO 03y Npernapara
Jlatanompoct-C3, He BBI3BIBATIO OPOHXOCIA3MA.

B cnydae nepeno3upoBKU JaTaHOIIPOCTOM JIEUEHUE JOJIKHO OBITH CUMIITOMATHYECKUM.

5. PAPMAKOJIOTHTYECKHUE CBOVMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapmakorepaneBTiuueckass rpynmna:  IlpenapaTtsl, npumeHseMble B O(QTaJbMOJOTHH.
[TpoTuBOrIayKOMHBIE NTpEnapaThl U MUOTHUUYECKUE CPEICTBA. AHAJIOTH IIPOCTArIaHINHOB.

Kon ATX: SO1EEO1

MexaHu3Mm 1eUCcTBUA

JlelicTByroliee BEIIECTBO JIATAHONPOCT IPEJCTaBIseT COOOM aHaJIor MpocTariaHguHa Faa,
ABJISIETCS] CEJIEKTUBHBIM arOHUCTOM IIPOCTAaHOMJHBIX penentopoB FP, koropsiii camxaer BI'/L,
yCUJIMBasi OTTOK BHYTPUIJIA3HOM kuakocTH. Y uenoBeka BI'Jl HauMHaeT cHUXaTbcs MPUMEPHO
yepe3 3—4 yaca mociie BBEJCHHS Iperapara; MakCUMalbHbIA 3 dekt mocturaercs yepes 8—12
gacoB. CHmwxkenue BI'J] coxpansercs He MeHee 24 yacoB. MccnenoBaHus Ha XUBOTHBIX U Y
YyeJloBeKa II0Ka3bIBAlOT, YTO OCHOBHBIM MEXaHU3MOM JEWUCTBUS SIBISIETCS YBEIUYEHUE
YBEOCKJIEpAJIbHOTO OTTOKAa, KPOME TOT0, y YeJIOBEKa TAK)KE OMUCAHO HEOONbIIOE MOBBIIICHHUE
MPOIMYCKHOW CIOCOOHOCTH OTTOKA (CHUYKEHHE CONPOTUBIIEHUS OTTOKY).

Knuanyeckast 3¢ (heKTHBHOCT ¥ 6€30M1aCHOCTb

OnopHble UCCIEOBaHUS TOKa3aldM, 4YTO O(TaIbMOJIOTHYECKHE PACTBOPHI JIATAHOIPOCTA
3 EeKTUBHBI MPU HCIOJIB30BaHUM B KauecTBe MOHoTepanuu. Kpome Toro, B KIMHMYECKHX
MCCJIEIOBAaHMSIX OLIEHUBAJIM IPUMEHEHHE IIperapara B coOCTaBe KOMOMHUPOBAHHOM Tepanuu. JTo,
Cpead TpoYero, MCCIENOBaHUsA, JAEeMOHCTpUpyroue 3(@eKTUBHOCTh JaTaHONpocTa B
KOMOMHAIlUM €  aQHTAaroHUCTaMu  OeTa-aJ[peHepruuyecKUX  pPeLenTopoB  (TUMOJIOIOM).
Kpartkocpounsie uccienoanus (1 wim 2 Heenn) CBUAETENbCTBYIOT B IOJIb3Y TOTO, YTO JeiicTBHE
JATaHOIPOCTA aJTUTUBHO MPH €0 IPUMEHEHUH B KOMOMHAIIMHN C arOHUCTAaMU a/Ip€HEPTrUYECKUX
peuenTopoB (AMMUBAIWI SNUHE(YPUHOM), HEpOpabHBIMU HHTHOUTOpaMH KapOOaHTHIpa3bl
(amrerazonamMun) U, MO KpaliHEH Mepe YaCTHUYHO, aJAUTUBHO MIPH €ro NPUMEHEHUH C arOHUCTaAMU
XOJIMHEPTUYECKUX PELENTOPOB (IMHIOKAPITHHOM).

Knunnueckue wuccienoBaHusi MOKa3zaid, YTO JIATAHONPOCT HE OKAa3bIBAE€T CYILECTBEHHOTO
JeicTBUS Ha BBIPAOOTKY BHYTPHUIIa3HOM KuAKOCTH. He ObLI0 BBISBIEHO KaKOTr0-I100 AeHCTBUS

JATAaHOTIPOCTA HA TeMaToo(TaTbMUYECKHI Oapbep.

VY 00e3b5H U B KIIMHUYECKHX /103aX JaTaHOMPOCT OKA3bIBAET JIMIIb HE3HAUUTEIIbHOE BIMSHNUE HA

BHYTpUIJIa3HOE KpOBOooOpallleHue, eciau Booo1ie oka3piBaeT. OqHaKO MPU MECTHOM MPUMEHEHUH
MOIJIM pa3BUBAaThbCs JIeTKas WJIM yMEpEHHas KOHBIOHKTHBaJbHAas WM DSIHCKIEpabHAs
TUIIEPEMUS.




COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 29.01.2026 N= 1463

[To manHBIM (QIIIOOPECIEHTHON aHruorpaduu THTETBHOE MECTHOE TeTeHHE I:;iré-l'l];.ﬁ(l)j[;p‘l(;':éerM

00€3bsH M0CJIe IKCTPAKATCYISIPHOM SKCTPAKIMU KaTapaKThl HE OKA3bIBAJIO0 HUKAKOTO BIMSHUS Ha
KPOBEHOCHBIE COCY/Ibl CETUYATKH.
[Tpu KpaTKOCPOUYHOM MPUMEHEHHUH Y MALMEHTOB C MceBA0(haKUel TaTaHOIIPOCT HE CITOCOOCTBOBA
IpOCayMBaHMIO (pIyopeciienHa B 3aIHUI CEIMEHT I1a3a.
[Ipy npuMeHEeHUH JaTaHONPOCTa B KIMHUYECKUX J03aX 3HAUYUMOro (hapMaKoJIOTHYECKOTro
BO3CUCTBUS HA CEPACYHO-COCYTUCTYIO M JBIXaTEIbHYIO CUCTEMBbI HE HAaOII0AaJI0Ch.

eTH
O¢ddexkTuBHOCTE 0(TATBMOIIOTHYECKOTO pacTBOpa JATAHONPOCTa y TMAIMEHTOB JIETCKOTO
Bo3pacta < 18 jer npoaeMOHCTpuUpoBaHAa B 12-HEAEIbHOM JIBOMHOM CJIENOM KJIMHUYECKOM
UCCIIEJOBAaHUM, B KOTOPOM JIATAHONPOCT CpPaBHMBAJIM € TUMOJNOJIOM Yy 107 mnanmeHToB C
BHYTPHTJIQ3HOW THUIIEPTEH3UEH M JETCKOW riiaykoMol. HoBOpoKIeHHBIE NOKHBI OBUTH MMETh
recTaloOHHBINA BO3pacT He MeHee 36 Henenb. [laruenTs ObUTH paHA0MU3UPOBAHBI IS IOTYYCHUS
a0 JaTaHoNpocTa B 103UpoBKe 50 MKI/MI OJUH pa3 B CyTKHd, Jubo tumonona 0,5 % (wm
tumosona 0,25 % juist nauueHToB Mitaie 3 JeT) ABa paza B CyTKH. [lepBuyHOI KOHEUHOM TOUKOM
o1eHKH 3P pexTuBHOCTU OBLIO cpenHee cHrkenne BI'J] oTHOCUTENbHO HCXOIHOTO YPOBHS Yepes
12 nenenv neuenus. Cpennee cHwkeHue BI'J[ Obuto aHasornyHelM B 2 rpylnmnax Tepanuu
(TaTa”ompocT ¥ TUMO101). Bo Bcex uccnemyeMbIx Bo3pacTHbIX rpymnmnax (ot 0 go <3 met, ot 3 10
<12 ner u or 12 no 18 ner) cpennee cumwxkenue BI'J[ mocne 12 Henenb sneueHus B rpymime
JaTaHompocta ObUIO TaKUM K€, KaKk W B Tpymme Tumoiona. TeM He MeHee, JaHHBIE IO
3¢ (HEeKTHBHOCTH JIATAHOIIPOCTA B BO3pacTHOU Tpytie oT 0 10 <3 jeT moiaydeHsl TOIbKO uist 13
MAIUMEHTOB, a JUIs 4 MalMeHTOB, KOTOPbIE MPEACTaBISIN Bo3pacTHyto rpynmy ot 0 no <1 roxa,
COOTBETCTBYIOMIEH 3(h(heKTUBHOCTH HE OBIIIO TPOAEMOHCTPUPOBAHO. J[aHHBIE IO TPUMEHEHHIO Y
HEJIOHOILIEHHBIX JeTel (TeCTallMOHHBIN BO3pacT MeHee 36 Hellelb) OTCYTCTBYIOT.
AnanornuHbiM 00pa3om, cHmwkenue BI'Jl y manueHToOB ¢ mEepBUYHOM BPOXKIEHHOW TiIayKOMOU
(IIBT") ObL10 OAMHAKOBBIM B 2 TPYIIAX Tepanuu (J1aTaHONIPOCT U TUMOJI0M). CX0KKe pe3ynbTaThl
HaOMoanuch B JIpyrod MOArpynne (HE MepBUYHAs BPOXKIEHHAs TIJayKoMa, HallpuMep,
IOBEHUJIbHAS! OTKPBITOYTOJIbHAS TIIayKoMa, adakuuecKas riiayKoma).
Cuamxenne BI'/l, nabmoaBiieecs nocie nepBoi Heenu ieueHus (CM. TabJInIly), COXPaHsIIOCh B
TedeHHue 12 Henenp UCCIIE0OBAHNUS, TaK XK€, KaK U Y B3pOCIIbIX.
Tabmuna. Camwkenune BI'J] (MM pT. cT.) yepe3 12 Henenb mo rpymnmnam akTUBHOTO JIEYEHUS U
VCXOJHOMY JIUar"o3sy.

Jlatanonpoct Tumosnon

N =53 N =54
Cpennee 3nadenue npu Bimodenun | 27,3 (0,75) 27,8 (0,84)
(CO)
Cpennee usmenenue ornocurenpro | —7,18 (0,81) -5,72 (0,81)
HCXOHOTO YPOBHS uepe3 12 Hexenn
nevenus’ (CO)

p-3HadeHus B cpaBHeHnH ¢ rpynmoi | 0,2056
Tepanuy THMOJIOJIOM

I1BI' He IIBI' I1BT He IIBT

N =28 N =25 N =26 N =28
Cpennee 3nadenue npu pxmouennn | 26,5 (0,72) | 28,2 (1,37) | 26,3 (0,95) |29,1(1,33)
(CO)
Cpennee usmenenue ornocutenpao | —5,90 (0,98) | —8,66 (1,25) | 5,34 (1,02) | —6,02 (1,18)
HCXOJIHOTO YpOBHS uepe3 12 Henenb
nevernus’ (CO)

p-3HaueHus B cpaBHeHUH ¢ rpynnoit | 0,6957 0,1317
Teparuy THMOJIOJIOM

CO - crangapTHOE OTKIIOHEHHE.

fCkoppekTHpOBaHHAas OllEHKA, OCHOBAHHAs HA MOJIENH KOBapHalMoHHoro ananu3a (ANCOVA).
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5.2. ®apmMaKoKHNHeTHYeCKHUe CBOMCTBA

AGcopbuus
Jlatanompoct (MonekynsipHas macca 432,58) mpencraBiser coO0OW H30MPOMWIOBBIA dPUp U

ABIISIETCS IPOJIEKAPCTBOM, KOTOPOE CaMo IO cede HEaKTUBHO, HO IOCIIE TUAPOIIN3A A0 KUCIOTHI
JATaHOMPOCT MPUOOPETACT OMOTOTUIECKYIO AKTHBHOCTb.
[IponexapcTBO XOpOIIO BCACHIBAETCS Yepe3 POTOBHUILY M, MOJIHOCTHIO THAPOJIM30BAHHBIM MpU
MPOXOXKACHUU Yepe3 Hee, MOMaaaeT BO BHYTPHUTIA3HYIO KUIKOCTD.
Pacnpenenenue
HccnenoBanusi y 4YeIOBEKa MOKA3BIBAIOT, YTO KOHIICHTPAIMS BO BHYTPUTJIA3HOW IKUIAKOCTU
JIOCTUTAeT MaKCUMyMa IIPUMEPHO Yepe3 JIBa yaca 1ociie MeCTHOro pumeHenus. [locie mecTHoro
MPUMEHEHHUS Y 00€3bsH JIATAHOTIPOCT B OCHOBHOM pAaCIIpe/IeIIsICTCS B IEPEIHEM CETMEHTE Iiasa,
KOHBIOHKTHBE U Bekax. JIMIb He3HauuTelIbHAs 4acTh Mperapara JOCTUraeT 3aJHEr0 CerMeHTa
riasa.
BuoTtpandopmans u dmuMHUHALIAS
B rna3sy natanompoct B ¢dopMe KUCIOTHI MPAKTUYECKH HE MOJIBEPraeTcsi MeTadoINYecKOMY
npeBpaiicHno. MeTabonu3M  OCYIIECTBISICTCS TJIAaBHBIM  00pa3oM B medeHW. [lepuon
MOJTYBBIBEICHUS U3 IJIa3Mbl KPOBH y YEJIOBEKA COCTaBIAET OKoJio 17 MunyT. B riccnenoBanusx Ha
JKUBOTHBIX TIEPBHYHBIC MeTa0oNmuThl, 1,2-muHOp W 1,2,3,4-TeTpaHop-MeTadoIuThI, 00JIanaIn
JUIIb CNa0oi OMOJOTMYECKOW AaKTUBHOCTBIO WM He o0jazanu BooOIle, U B OCHOBHOM
BEIBOJWJIMCE C MOYOH.

eTH
[TpoBeneHO OTKpBITOE (hapMAKOKHHETHYECKOE HCCIICIOBAHUE TI0 HM3YYCHHIO KOHIICHTpPAIU
KHUCIIOTHI JIATAHOIIPOCTA B IUIa3Me KPOBU y 22 B3POCIHbBIX MALMEHTOB U 25 MallUEHTOB JIETCKOTO
BO3pacTa (B BO3pacTe OT POKIeHUs 10 <18 JeT) ¢ BHYTPUTIIa3HOM TUIIEPTEH3UEH U TJIayKOMOM.
[TarueHTHI BceX BO3PACTHBIX TPYII MOJyYail JICYSHHE JTaTaHOIPOCTOM B 103UpOBKEe 50 MKT/MIT
M0 OJHOW Karule CKEIHCBHO B KAXKIBIA Ia3 B TCUYCHUE MUHUMYM 2 Henenb. CHUCTEMHOE
BO3/ICIICTBUE KHUCIOTHI JIATAHOIIPOCTA Y JIeTeil B Bo3pacTe OoT 3 1o <12 jeT ObljI0 mpuMepHO B 2
pasa BbIIIIE, YeM y B3pPOCIbIX MAIMEHTOB, a y JIeTel B BO3pacTe Miaiie 3 JeT - B 6 pa3 BhIIIIE, YeM
y B3pOCHBIX; MPU ITOM COXPAHSJICS IIUPOKHIM Juana3oH O€30MacHOCTH B OTHOIICHUU
BO3HUKHOBEHUSI CUCTEMHBIX HEXenaTeNbHBIX 3¢ dekToB (cM. pazaen 4.9.). Cpennee Bpems 10
JOCTHIKEHUS TUKOBOI KOHIICHTPAIMH B IJIa3Me KPOBU BO BCEX BO3PACTHBIX IPYIIAX COCTABUIIO
5 MuHYT Tocne BBeAeHHs 103bl. CpelHUN TIEpUOJa TOJYBBIBEICHUS W3 TUTA3MBI KPOBH OBLI
KOpOTKUM (<20 MUHYT) U OJMHAKOBBIM Yy JE€Teil M B3POCIBIX, ONarogaps ueMy HaKOTICHUS
KHCJIOTHI JJATAHOMIPOCTAa B CHCTEMHOM KPOBOTOKE MPU PAaBHOBECHOM COCTOSTHUU HE HAOJI01a710Ch.

5.3. laHHbIe TOKJINHNYECKOH 6e30MacHOCTH

OdTamTbMOJIOTHYECKYIO0 U CHCTEMHYIO TOKCHYHOCTD JIATAHOIIPOCTA UCCIIEAOBAIH Y Pa3HBIX BUIOB
KUBOTHBIX. B 11€J10M, TaTaHONPOCT XOPOIIO MEPEHOCUTCSI C BBICOKUM 3aracoM 0e30MacHOCTH,
CHUCTEMHas TOKCUYHOCTH 10 KpaitHeit mepe B 1000 pa3 mpeBbIIaeT KIMHUYECKYIO JO3UPOBKY IS
MECTHOT0 NpUMEeHEeHHs. BHyTpHUBEeHHOE BBe/IeHHE BHICOKHX J103 JIATAaHOIPOCTA, TPUOIUZUTENHHO
B 100 pa3 mpeBHIIAIONIMX KIMHUYECKYIO JO03y/KI' MacChl Tejla, 00e3bsiHaM 0e3 aHEeCTe3WH,
BBI3BIBATIO YBEIMUYEHHE 4YacTOTHl JbIXaHUSA. OTO, BEPOSITHO, OTpPa)xkaeT KpPaTKOBPEMEHHBIN
Oponxocna3Mm. B uccienoBaHusIX Ha )KHUBOTHBIX CEHCHOMIM3UPYIONIMX CBOMCTB JJATAHOIIPOCTA HE
Ha0JII01aJ10Ch.

Toxcuueckux 3¢)(HeKToB y KpOJIUKOB M 00€3bsIH, MOTy4aBIINX 1036l He Oonee 100 MKr/rias/cyT.
(KJIMHUYECKas J103a COCTaBISIET OKoJo 1,5 MKr/rnas/cyt.), He Habmoganock. OnHaKo y 00e3bsH
JATaHOTIPOCT BBI3BIBAJI YCHIICHUE MUTMEHTAIIMH PAIYKHOH 000IOYKH.

MexaHu3M yCUJICHHS MHUTMEHTAlUH, MO-BUAMMOMY, 3aKJIIOYAETCs B CTUMYJSLMH BBIPAOOTKH
MeJaHWHAa B MEJIaHOIMTaxX paayKHOH 0005I0uku 0e3 MpoiaudepaTuBHBIX H3MEHEHHH. ITO
U3MEHEHHE 1IBETa PATYKHON 000J0UKH MOXKET ObITh HEOOPATHMBIM.

B nccnenoBaHusIX XpOHUYECKOH OPTaTBMOIOTHUECKONH TOKCHYHOCTH IIPUMEHEHHE JIATAaHOIPOCTA
B /03¢ 6 MKI/TJIa3/CyT. TaKXKe BBI3bIBAJIO yBEIMUYEHHE INIA3HOM Hienau. DToT 3PP eKT oOpaTum u

8
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He HaOJIFoJajIcs.

Tect Ha oOpaTHBle MyTanmMu y OakTepui, TECT HAa TEHETHYECKHE MYTalud Yy MbIIIeH u
MUKPOSIIEPHBIA TECT Yy MBbIIICH Janu OTpUllaTelIbHbIE PE3yNbTaThl AJIs JlaTaHoMNpocTa. B
MCCJICIOBAHMH in Vitro Ha TUMQOIUTAX YeTOBEeKa HAOIIOIaTUCh XPOMOCOMHEIE abeppariu.

O nono6ubIX 3 dekrTax cooduianocs u 1id npocrarianauia Fa, - mpocrarnananHa npupogHoro
MIPOUCXOXKICHHUS, YTO CBUICTEIHCTBYET O TOM, YTO 3TO AP PEKTHI (PapMareBTUIECKOro Kiiacca.
Hpyrue uccienoBaHus MyTareHHOCTH in Vvitro/in vivo IO OILICHKE BIWSHUS Ha perapaTUBHBINA
cunre3 JIHK y KpbIC ganm OoTpuLaTelIbHBbIE pPE3yJbTaTbl M IOKA3alIM, YTO JIATAHOIPOCT HE
o0JasaeT MyTareHHOM TOKCUYHOCThI0. MccnenoBaHusl KaHLIEPOT€HHOCTH Y MBILIEH U KPbIC Aalln
OTPHIIATEIIbHBIEC PE3YIIbTATHI.

B uccnenoBaHusx Ha JKMBOTHBIX HE OBLJIO MPOAEMOHCTPUPOBAHO BIUSHUS JIATAHOIPOCTa Ha
PENPONYKTUBHYIO (PYHKLHMIO CaMIIOB WJIM caMOK. B mccienoBanuM SMOPHOTOKCHYHOCTH HA
KpbICax AMOPHUOTOKCUYECKOTO JEUCTBUSA JIATAHOIIPOCTA MPH BHYTPUBEHHBIX Ao3ax 5, 50 u 250
MKI/KT/CyT. He Habmoaanock. OIHAaKO y KPOJIMKOB JIATAHOIIPOCT BBI3BIBAJI THOEIb SMOPHOHOB ITPU
J103aX 5 MKI/KI/CYT. WJIH BBILIE.

Hoza 5 wxr/kr/cyr. (uro mpumepro B 100 pa3 BbllIe KIMHUYECKOW [103bI) BBI3BIBAIA
CYILIECTBEHHYIO SMOpHUO(ETaNbHYI0 TOKCHYHOCTb, KOTOpas XapaKTepU30BaIach MOBBIIICHHON
YacTOTON BO3HMKHOBEHUS MO3IHUX PE30pOLUil M BBIKMABIINICH, a TaKXKe MOHWKEHHOW Maccou
IUI0JIOB NpH poxkeHuu. [IpuzHaku TepatoreHHbIX 3 (HEeKTOB OTCYTCTBOBAIIH.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTeibHBIX BelllECTB
OCH3AJIKOHUSI XJIOPHU/T

HaTPHS XJIOPH]T

HaTpus quruapodocdarta TUruapaT

HaTpus ruapodocdar

BOJIa JUI1 UHBEKIUU

6.2. HecoBMecTHMOCTD

WccnemoBanust in Vitro mokasanu, 9TO NpPU CMEIIMBAHUHM TJIa3HBIX Karelb, COACPIKAIMX
THOMepcal, ¢ O(PTaIbMOJIOTHYECKHMH pPACTBOPAMHU JIATAHOMPOCTa MPOUCXOIUT O0Opa3oBaHUE
ocaaka. HpI/I HUCIIOJIB30BAHUNU TaKHUX J'IeKapCTBCHHI)IX npenapaTOB TJIA3HBIC Kalljln cnenyeT
3aKamnbIBaTh C MHTEPBAJIOM HE MEHEe 5 MUHYT.

6.3. Cpok roaHocTH (CpOK XpaHeHHSs )
2,5 roza.
CpoK TOAHOCTH MOCIE BCKPBITHS (PJlaKOHA-KaNeIbHULIBI — 28 CYTOK.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU
Xpanutb B xonoawibHuKe (2—8 °C). BCkphIThii (hr1akOH-KaneIbHUILY XPAaHUTh TIPU TEMIIEpaType
Huxke 25 °C.

6.5.XapakTep u coaepkaHue NEPBUYHON YIIAKOBKH

[To 2,5 unm 5 M1 IeKapcTBEHHOTO MpenapaTta Bo (pIakOHBI-KAaNeIbHUIBl U3 MOJUIIPOIUIICHA,
YKYIOPEHHBIE TIPOOKaMH-KaNeIbHUIIAMA W3 TOJTMATHIIEHa BBICOKOTO JABJICHHUS M KPBIITKAMH
HABUHYMBACMBIMU M3 TMOJIMATUIEHA HHU3KOTO MaBJCHHUS WIH BO (IaKOHBI-KANEIbHUIBI U3
MOJIMATUJIEHA BBICOKOTO JABJICHUS, YKYIOPEHHBIE MPOOKaMHU-KAleIbHUIIAMH W3 TOJUITHIICHA
BBICOKOTO WJIM HHU3KOTO JABJICHUS WU KPBIIIKAMH HABHHYMBAEMBIMH W3 MOJIUAITHIIEHA HU3KOTO
JTaBJICHMUSL.

Ha ¢nakoHbI-KanensHUIBI HAKICUBAIOT ITHKETKA U3 OyMaru 3TUKETOYHOW WM TMHUCYEH WK
CaMOKJIES I ECS.



ot 29.01.2026 N= 1463

1 win 3 akoHa-KaneaIbHUIBI BMECTE C JIMCTK JM-BKna,hlr:ll'nie'n] ﬁt-ilﬁrr'e_ﬁri‘alo_l‘ li:ﬁéf{ky RapTOHHYIO

U3 KapTOHA I MOTPEOUTETHCKOM Taphl.

6.6. Ocodble  Mepbl  NPEIOCTOPOKHOCTH MNPH  YHHYTOKEHHMH  HCMOJIb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIM  OTXO0J0B, MOJYYeHHBIX TOCJe MpPUMeHeHUs
JIEKAPCTBEHHOI0 Mpenapara, u Jpyrue MaHuNyJsiHU ¢ penapaTomM

Het oco0bIx TpeOOBaHMH K yTHIIM3AIUH.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUSA

Poccus

HAO «Cesepnas 3Be31a»

IOpunnveckuii anpec npeanpUsSTHII-TPOU3BOIUTEIIS:

111524, r. MockBa, BH.Tep.I’ MyHUIIUNIAIBHBIA OKpyT IlepoBo, yin. Dnekrponnas, 1. 2, ctp. 34,
nomert. 47/2

ten/dakc: +7 (495) 137-80-22

aeKTpoHHas nouta: electro@ns03.ru

7.1. IlpencraBuTe b AepaKaTe/isi perHCTPAIMOHHOIO YA0CTOBEPEeHuUs!

[Iperen3un norpeduTesiell HAIPABIATH 110 AJPECY:

Poccus

HAO «Cesepnas 3Be31a»

Jlenunrpanckast 001., MyHUUUDAIbHBIN  paiioH  JlomoHocoBckuii, c.1.  Husunckoe,
tep. [IponsBoacTBeHHO-aqMuHUCTpaTUBHAs 30Ha Ky3Heusl, yn. Antekapckas, 31. 2, JIUT. E.
tex/akc: +7 (812) 409-11-11

tenedon ropsiueit muaun: +7 (800) 333-24-14

aneKTpoHHas noyra: safety@ns03.ru

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHHS
JITT-Ne(003070)-(PT-RU)

9. IATA NEPBUYHOH PETMCTPAIIMM (IIOJATBEPXJIEHUS PETUCTPAILIUU,
MNEPEPETUCTPALINN)
Jara nepBoii peructpanuu: 28.08.2023

10. JATA HEPECMOTPA TEKCTA

OOmiass  xapakTepucTHKa JIeKapcTBeHHOro mpemnapara Jlatanompoct-C3  mocTymHa Ha
UHpOpPMAaLlMOHHOM mopTtane EBpa3uiickoro 5»KOHOMHYECKOTOo COK3a B HH(DOPMAIMOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHe™ https://eec.eaeunion.org.
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