COOTBETCTBYET 3KCMEPTHOMY OTUYETY
o7 15.11.2024 N=25264
OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1715

V  JlaHHBIH JICKAPCTBEHHBIH IpemapaT IMOMJICKHT JIONOJHUTCIEHOMY MOHHUTOPHHTY.
DTO0 MO3BOJUT OBICTPO BBISIBUTH HOBYIO HH(OpMamuio mo Oe3omacHocTd. Mbl oOparmaemcst K
pabOTHUKAM CHCTEMBbI 3JIPaBOOXPAHCHHS C MPOCHOO COO0O0IIAaTh O JIOOBIX IMOJ03PEBAEMBIX
HEXENaTeNIbHbIX peaknusiX. [lopsok cooOlmeHUsT O HEKEeNaTeIbHBIX PEAKIUAX ONKMCAH B
pasnene 4.8.

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

JIykcrypHa, 5 X 102 BeKTOpHBIX T€HOMOB/MII, KOHIIEHTPAT ¥ PACTBOPHTENb VIS TIPHTOTOBICHHUS
pacTBopa J1si CyOpEeTUHAIBLHOTO BBEICHUS

2. KAYECTBEHHBINA U KOJJUYECTBEHHBIN COCTAB

2.1 OO6masi XapaKTepucTHKA

Boperturen HenmapBoBek IpeaCcTaBisieT cOO0N BEKTOp Uil IEpeHoca reHa, B KOTOPOM B KauecTBe
cpeactBa goctaBku komruiemeHntapHou JIHK (kIHK) dyenoBeueckoro Oeika MUTMEHTHOTO
snutenusa ceryatku (hRPE6S5, monexynspHas macca 65 k/la) B KIIeTKHM CeTYaTKH HCIOJIb30BaH
KalcuJ aJeHOacCOLMHUPOBAHHOIO BHUPYCHOro BekTopa ceporuna 2 (AAB2). Boperuren
HEIMapBOBEK IOJIy4YeH W3 BcTpevarouierocs B npupoie AAB c KCHONb30BaHUEM TEXHOJIOTHU
pexomOunantaor JJHK.

2.2 KadecTBeHHBII U KOJIHYECTBEHHBIN COCTAB

JelicTByrolee BEIECTBO: BOPETUTEH HEMAPBOBEK.
1 M1 KOHIIEHTpaTa cofepkut 5 X 1012 BeKTOpHEIX TeHOMOB (BT).

Kaxip1ii (h1akoH BMECTUMOCTBIO 2 MJI, pACCUMTAHHBINA Ha OJIHY J03Yy JIEKApCTBEHHOI'O Mpenapara
Jlykcrypna, comepxkut 0,5 M u3BiIekaeMoro ooObema KoHIeHTpara. llepen BBeneHHeM
KOHIIEHTpAT clieayeT pa3BecTu B cooTHomeHuu 1:10, cm. paszzen 6.6.

Iocye pa3BeneHus Kaxnas f03a npenapara JlykctypHa coaepskut 1,5 x 10! Br B HoMuHamEHOM
ooweme 0,3 M.

[TonHbIM TepeyeHb BCIOMOTaTEIbHBIX BEMIECTB MPUBEIEH B paznene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

KOHI_[eHTpaT " paCTBOPUTEIIb AJIA IPUTOTOBJIICHUA paCcTBOpa JIA CY6peTI/IHaJ'II)HOFO BBCACHUA.

KoH1eHTpaT 1yist IpUroTOBJICHHS PacTBOpa ISl CYOPETHMHAIBHOTO BBEJCHUS — 3aMOPOKCHHBIN
pactBop. Ilocie pa3MopakuBaHusi — TMPO3pauHBIA, OECIIBETHBI pPacTBOp, CBOOOAHBIA OT
MMOCTOPOHHUX BKJIFOUEHUH.

PacTtBopuTens 1Sl NPUTOTOBIEHUS PACTBOpA AJIsl CyOpETHHAIBHOIO BBEJICHUS — 3aMOPOKEHHBIN
pactBop. Ilocrme pasMopaxkuBaHUsT — MpO3pauHblii, OECIBETHBIH pPAaCTBOp, CBOOOAHBIA OT
MMOCTOPOHHUX BKJIFOUEHUH.
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4.  KJUHUYECKHE XAPAKTEPHCTUKKM  [TOCTIEOOEATENEHOCTE 0016]

MY OTUETY

4.1 Tloka3aHusi K NPUMEHEHHIO

[Tpemapar JlykcTypHa moOKa3aH K NPUMEHCHHIO Y B3pPOCIBIX W JCTeH ¢ TOTeped 3peHHs,
0OyCIIOBJICHHON HACJIEICTBEHHOW aucTpoueil ceTyaTKd, BBI3BAHHON TOJTBEPKICHHBIMU
OmayienbHbIMU  MyTanusaMu B reHe RPEGS, npu Hamuumm 10CTaTOYHOrO KOJMYECTBA
JKM3HECIIOCOOHBIX KIETOK CETYATKH.

4.2 PexXuM 103UPOBAHUS U CIIOCOO NMPUMEHEHU

Jleuenne MoOKeT OBITh HA3HAYEHO W NPOBEIEHO PETUHAIBHBIM XHPYPIOM, WMEIOIIUM OIIBIT
[IPOBEICHUS XUPYPrUYECKUX BMEIIATEIbCTB Ha MAKYy!JI€E.

Pexxum 103upoBaHus

Pexomenyemas 103a npenapara coctapiser 1o 1,5 x 101 Br BopeTurena nenapsoBeka B Kask/blif
rias.

O0beM KaKI0l HHBEKIIMU B CyOpeTHHAIBHOE MPOCTPAHCTBO cocTasiseT 0,3 mil.

[Ipouienypa BBeieHHS Mpenapara B KaXKIblid TJ1a3 BBIOJIHSIECTCS B PA3JIMYHbIC THU C HEOOJIbIIUM
HWHTEPBAJIOM, HO HE MeHee 6 JHEH.

Kypc ummynomooynupyrowen mepanuu

J1o Hayasa Kypca IMMYHOMOZYJIMPYIOLIEH Tepanuy U BBEACHU NpernapaTa JIlykcTypHa nanuesra
HEo0XouMo 00ciIeI0BaTh Ha HAaJUYMe CHUMIITOMOB aKTHUBHOI'O MH(EKIHMOHHOTO 3a00JieBaHMS
moboi stuonoruu. Ilpn Hamuuuu Tako MHGEKUMH HAYyalo JICYEHUS CIIEAYET OTJIOXKHUTH 0
BBI3JIOPOBJICHHUS ITALIMEHTA.

3a 3 nHA no BBeneHus npenapara JIykcTypHa B NEpBBIM Ila3 pEKOMEHAOBAHO HA4aTb Kypc
MMMYHOMOYJIUPYIOIIEN T€paruy, KOTOPBIA MPOBOASAT B COOTBETCTBUH C MPEACTABICHHON HIKE
cxemoil (tabmuma 1). Kypc umMMyHOMOAynupyromeil Tepanuu Ajs BTOPOro Ijaza CleayeT
HAauMHATh B COOTBETCTBUM C TOW JK€ CXEMOM, 3amMemias 3aBepUIeHHE Kypca
MMMYHOMOYJIUPYIOIIEN TEpaNuu AJIs NEPBOro Ii1asa.

Ta6nuna 1. Ilpex- m mocjeonepanMoOHHbIN Kypc MMMYHOMOAYJIMPYIOLICH Tepanuu AJs
Ka’/10r0 rjiaza

[Ipenuu30H (WK YKBUBAJICHT),
1 mMr/kr/cyT

(ue 6onee 40 mr/cyT)
[Ipenuu30H (WK YKBUBAJICHT),
4 nHs (B TOM YHMCIie B IeHb BBeeHMs) | 1 Mr/Kkr/cyT

(ue 6omee 40 Mr/cyT)
[IpenHn30H (WK SKBUBAJICHT),
ITocneonepanioHHbIN IEPUOT 3aTeM B TedyeHHEe 5 qHEN 0,5 mr/kr/cyT

(1e 6omee 20 Mr/cyT)
[IpenHn30H (WK SKBUBAJICHT),
0,5 ™Mr/kr omuH pa3 B 1aBa JHS
(1e 6oxee 20 Mr/cyT)

3a 3 gHS 10 IPUMEHEHUs Ipenapara

IIpenonepanuoHHBIN TEPUOL, Jykcrypia

3areM B TeueHWE 5 IHEH IO OIHOM
J103€ OJIMH pa3 B JBa IHS
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Ocobble epynnvl nayuenmos (NOCNEOOBATENEHOCTE 0016)

Jluya nooicunozo 6ospacma
be3zonacHocTh U 3 PeKTUBHOCTH MPUMEHEHHUSI BOPETUT€HA HEITapBOBEKA Y MAIIIEHTOB B BO3PacTe
65 J1eT U cTapiie He yCTaHOBJICHBI. KOppeKIws 10351 Y OXKUIIBIX MAIUEHTOB HE TpeOyeTcs.

THayuenmoi ¢ HapywieHuem QYHKYuY neveHu u noyex

bezonacHocth ¥ 3(PPEKTHBHOCTh MPUMEHEHHS BOpPETHICHA HEMApBOBEKa Y MAIMEHTOB C
HapylnieHrneM (QyHKIUH [IEYCHH U IMOYEK He YCTaHOBIIEHBI. KOppeKIus 10361 y 3THX MAIlMEHTOB HE
Tpedyercs (cM. pa3aen 5.2).

Jlemu

BbezonacHocts u 3¢ pekTHBHOCTH MPUMEHEHNUSI BOPETUTEHA HETIAPBOBEKA Y JIeTell B Bo3pacre 110 4
JIeT He YCTaHOBIeHbI. JlaHHbIe 0TCYTCTBYIOT. KOoppekiust 10361 y aerei He Tpedyercs.

Cnoco6 IIPUMCHCHUA

I[J'ISI CY6peTI/IHaJ'IBHOFO BBCACHUS.

[Ipemapar JlykcTtypHa mnpeactaBiseT coOOM CTEpUIBHBIM KOHIIEHTpPAT MAJs MPUTOTOBICHUS
pacTBopa Juisi CyOpeTHHAIbHBIX MHBEKIUI; [Iepe]l IPUMEHEHUEM TpeOyeTcss pa3MOpaKuBaHue U
pa3BeqieHHe npenapara (cM. paszzaen 6.6).

I[aHHBIfI HeKapCTBeHHLIﬁ nperapar HEJIb3s BBOAUTb HHTPABUTPCAJIBHO.

Onnopa3oBslii QriakoH mpenapata JlykcTypHa npeiHa3HaueH Ui OJHOKPATHOTO BBEACHHUS B OJIUH
rna3. [Ipenmapar BBOIAT B BUAEC CYOpPETHHAIBHOM MHBEKIIUU B KAXKJIbIN TJ1a3 MOCIE MPOBEICHUS
BUTpIKTOMUU. [Ipemapar He ciemayeT BBOAWTH B HEMOCPEACTBEHHOH Omm3ocTu OT (hoBea ams
COXpaHEHUs €€ 1EJOCTHOCTH (cM. paznen 4.4).

BBCI[GHI/IG BOpeTI/IFGHa HeHapBOBCKa cnenyeT HpOI/ISBOI[I/ITI) B OHepaHHOHHOfI KOMHATe HpI/I
coONrofeHNH acenTudeckux ycioBuil. Ilepen mpomenypoil manueHTy CleayeT MpOBECTH
HAJUJIeKAIIYyI0 aHEeCTe3UMr0. B COOTBETCTBHM €O CTAaHAAPTHOM KIMHUYECKOM IPAKTUKON 10
oTiepaIuy CleayeT pacIuPUTh 3pavyoK ri1a3a, B KOTOPHIA OyeT Mpon3BeeHa UHBEKITUS, 1 MECTHO
BBECTU OAKTEPULIUHOE CPEICTBO LIMPOKOTO CIEKTPa JEHCTBUSL.

Mepor npeéocmopowcnocmu, npuHumaembvle nepe() NnpuUMeHeruem npenapama uiu npu pa6ome c
HUM

JlaHHBIN JIeKapCTBEHHBIN MpemnapaT COACPKUT T€HETUYECKH MOAU(PHUIIMPOBAHHBIC OPTaHU3MBL.
[Ipy TPUTOTOBIICHUW ¥ BBEJICHWW BOPETUTCHA HEMApBOBEKa CJICAYyeT HAJEBaTh CPEJCTBA
WHAVBUAYAIbHON 3alUTHl (BKJIIOYAsl JIA0OpATOPHBIM XaylaT, 3allUTHBIE OYKU U TEPUYaTKH)
(cm. paszen 6.6).

WHCTpyKIIMM 1O TPUTOTOBJICHHIO, JIEWCTBHUAX NPH CIyYalHOM BO3JCHCTBUU WM yTHIM3ALUU
npenaparta JlykctypHa npuBeneHs! B paszeie 6.6.
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Mpusenene (NOCNELOBATENLHOCTL 0016)

BBGI[GHI/IG BOpPCTUI'CHA HCIIAPBOBCKA BLIIIOJIHAKOT B COOTBETCTBUU C HpHBeHeHHOﬁ HUHXKEC

WHCTPYKIIUEH:

. [Tepen npuMeHeHneM ciaeayeT BU3yalbHO OCMOTPETh pa3Be/IeHHbIN npernapaT JIykctypHa.
JlexapcTBeHHBIN Mpemapar He CleQyeT NPUMEHSATh NPU HATWYUM BUIUMBIX YacTHI,
IMNOMYTHCHUHU WUJIM UBMCHCHHU LIBCTA.

. [pui, coaepxkamuii pa3BeeHHbIN Mpenapar, IPUCOSTUHSIOT K TPYOKe U MUKpPOKaHIOJIE.
[Ipenapatr MemIEHHO BBOIAT 4Yepe3 TPYOKYy M MHUKPOKAHIONIO, YTOOBI YCTPAaHHUTH BCE
My3bIPBKU BO3/TyXa B CUCTEME.

. Kpaii mopmHs mmpuna ycraHaBiuBaioT Ha otMeTke 0,3 Mi1, 94ToOBl YJOCTOBEPHUTHCS B
HE0OX0AMMOM 00BbEMeE TIpenapara Jyisi HHbEKIIUH.
. [locne 3aBepuieHHs] BUTPIKTOMHUU BBITOJIHAIOT CYOpETHHAJIBHYIO MHBEKIUIO Iperapara

JlykcTypHa mpy MOMOIIY KaHIOIH AJIs CyOpeTUHAIBHON WHBEKIIUHU, BBEIEHHON Uepe3 pars
plana (pucynok 1A).

. B ycnoBusx 3pUTENBHOr0 KOHTPOJS KOHYMK KAHIONMHM JUIsl CyOpeTHHAIBbHOM HWHBEKLIWU
YCTaHABIMBAIOT HAa MOBEPXHOCTH ceTYaTKu. PexomMeHayemMoe MecTo JijIsi MHBEKIIMH JTI0JKHO
pacroiaraThCs psJioM ¢ BEpXHEH COCYAUCTON apKaioil, He MeHee 2 MM JIMCTalbHEe [IEHTpa
dogea (pucynok 1b). HebGombioe kom4yecTBoO mpemapaTa MEUICHHO BBOJIST JIO ITOSIBJICHHS
HAYaJIbHOTO CyOpETHHANBLHOTO IMYy3bIps, 3aT€M MEIJIEHHO BBOJST OCTaBIIMICA O0BEM [0
JIOCTIDKEHMS ITOJTHOTO 00beMa uHbEeKIHH B 0,3 MIL.

Pucynoxk 1A. Kanious 115 cyOpeTHHAILHOI HHBEKIUH, BBEIEHHas1 Yepe3 pars plana

Tpoakap s
BHTPIKTOMHH

Kanromst mist
CyOpeTHHaIBHON
HMHBEKIUN
Pexomennyemas

00J1aCTh MHBEKIMN ¥
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Pucynok 1b. KoHYMK KaHIOIH [Jst cyﬁqunHanbiﬂ)'ﬁ:-'-ﬂﬁgélﬁﬁﬁg%li]ﬁogﬂéﬁﬂﬁﬁ B

PEKOMEHAYEMOM MECTEC HHBbECKIIUH (BI/I}I CO CTOPOHBI xnpypra)

Huz

HazaabHas
CTOpOHA

Bucounas cropona

Bepx
M IIocme 3aBCPUICHUA HHBCKIHUW KAaHIOJIIO JId Cy6peTHHaHLHOfI HWHBCKIMKU HU3BJICKAIOT H3
rja3sa.
° ITocne WHBCKIIUHU HEHCITOIb30BaHHBIN npenapar cCJICAyCT YTHIIM3UPOBATh. 3anpemeH0

OCTaBJIATH pCSCpBHHﬁ mmpun el [MoCJICAYIoHECro MnpUuMCEHCHUS. HpenapaT cieayer
YTUIIU3UPOBATH COTNJIACHO COOTBETCTBYIOIIUM MCCTHBIM PYKOBOACTBAM I10 OHOJIOrHYeCKOI

0€30I1aCHOCTH.

. BrITIONTHSAIOT ra30-)KUIKOCTHONH 00MEH, OCTOPO’KHO M30eras qpeHaa >KUIKOCTH B 001acTh
PETHHOTOMHMH, CO3JIAHHOM I CyOpeTUHALHON HHBEKITUH.

. Cpa3sy mocie omnepanuy MaryeHTa YKIAIbIBAIOT HA CIUHY B TOJOXKEHUH JIUIIOM BBEPX,

KOTOPOC CIICAYCT COXPAHATHL B TCUCHUC 24 yacoB B IMMOCJICONICPALIMOHHOM IICPUOJL.

4.3 TIpoTuBOmOKAa3aHUSA

['MnepuyyBCTBUTENBHOCTh K JIEHCTBYIOIIEMY BEIIECTBY (ACHCTBYIOIIMM BEIIECTBAM) WM K
JTF000MY U3 BCTIOMOTATEIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3ene 6.1.

WNHdexnmonHble 3a0051€BaHus I71a3 U OKOJIOTTIa3HUYHOM 001acTH.

AKTHBHOE BHYTPUIJIa3HOE BOCIIAIICHUE.

4.4  OcoOble yka3aHUsl U MepPbI NPEA0CTOPOKHOCTH NPH NPUMEHEHN U

[Ipurorosnenue u npuMeHenue npenapara JIlykcTypHa J0KHO OCYIIECTBISATHCSA C MPUMEHEHHEM
HaJUIeKAIUX aCeNTUYECKUX METOJIOB.

[Tocne pasmopaxxuBaHUsI pacTBOP JODKEH OBITH MPO3PAYHBIM, OCCIIBETHBIM M CBOOOIHBIM OT
MOCTOPOHHUX BKJIFOUEHUH.

Bo Bpems nporienypbl BBeIeHUS Mpenapara HaOI0AaIiCh CIeIYIOIINe HeXKenaTeIbHbIC PeaKIIUU:

. Bocmanenue rnaza (Bkiarouas dHIO(PTATIbMUT), Pa3pbhlB CETYATKH M OTCIOWKA CETYATKH.
[TarineHTOB HEOOXOAUMO TPEAYNPEAUTH O TOM, YTO MPH MOSBICHUH JIFOOBIX CUMITOMOB,
VKa3bIBAIOIIMX HA pa3BUTHE DSHAOPTATbMUTA WIM OTCIOWKHA CETYATKH, CIECIYET
HE3aMeJIUTEIHHO COOOIIUTE O HUX Bpady Jis IPOBEICHUS COOTBETCTBYIOIIETO JICUSHUS.

. Hapymienne co ctopoHsl ceruaTku (WcTOHUeHWe ¢oBea, yTparta (QyHKIUU ¢oea),
MaKyJSIpHOE OTBEpCTHE, MaKyJonaTwsi (SMUPETHHATbHAS MEMOpaHa, IMHPETUHAIbHBIN
¢bubpo3) u Hapyienue 3penus (oTcaoeHue Gosea).

. [ToBbIIeHNE BHYTPUTIIA3HOTO J1aBiieHus. J[o ¥ rmocie BBeIeHHsI IEKApCTBEHHOT O ITpenapara
ClelyeT KOHTPOJIMPOBATh BHYTPUITIA3HOE MJABJIIEHUE U TMPOBOJIUTH COOTBETCTBYIOIIEE
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neyeHue. IlaueHTOB cleayeT Ipou d)opMméEll'aé:rs—l 50 Réobxb mimocTiC braberats

MY OTYETY

ABHAIIEPEJIETOB U APYIUX IyTEUIECTBUM, CBA3AHHBIX C IIOABEMOM Ha BBICOTY, /10 IOJHOIO
paccacblBaHUSl BO3YIIHOTO IIy3bIpsi, OOpa30BaBILIETOCS B pe3yJbTaTe OIMNEPATUBHOIO
BMeEIIATEIbCTBA I BBEeIEeHU npenapara JIykctypHa. Jlo paccacbiBaHus IIy3bIpsi BO31yXa
MOJKET MPOWUTU IO OJHOW HENENU IOCie UHBEKIHUU WU OoJjee; paccachblBaHHE ITy3bIPS
BO3AyXa JIOJDKHO OBITh MOATBEPXKIEHO MpPH O(TAIbMOIOTHYECKOM O0O0CIIeIOBAHUH.
BeICTpBId MOABEM HaA BBICOTY NPH HAJIWYUM BO3IYIIHOTO ITy3bIpS MOXET BBI3BATH
NOBBIIIIEHUE BHYTPUTTIA3HOTO AABICHHUS U HEOOPATUMYIO TIOTEPIO 3PCHHUS.

Bpemennbie HapylieHHs 3peHHUs, TakMe KakK 3aTyMaHUBaHHE 3peHuss U (GoTrododus, MOryT
BO3HMKAaTh B TEYEHHE HECKOJBKMX HEJeNnb Iocie JiedeHus. llamueHta  ciemyer
pONH(POPMUPOBATH O HEOOXOTUMOCTH OOPAaTUTHCA K Bpady IMPH COXPAHECHUH HAPYIICHUH 3pEHHUS.
[TanmenTtam crnemyer n30eraTh MIaBaHUs B CBS3U C MOBBIIICHHBIM PHCKOM MH(DUIIMPOBAHUS TIa3a.
[TatmenTam cremyer HMCKIIOYATH WHTCHCHUBHYIO (H3MYECKYI0 AaKTHBHOCTh B CBSI3U C
NOBBIIICHHBIM PUCKOM TpaBMaTW3alMM TIJia3a. [lalMeHTsl MOTYT BO30OHOBUTH 3aHSATHS
IUIaBaHWEM M (U3MYECKYI0 AKTUBHOCTh HE MEHEE YeM 4Yepe3 OAHY—IBE HeJeNlu I0cie
KOHCYJIbTAIIH C BPAuOM.

Briaenenue Bupyca

MoxeTt HaOIFIaThCS TPEXOIAINee U HU3KOYPOBHEBOE BBIJICIICHHE BUPYCHOTO BEKTOPA CO CIIE301
nanurenta (cMm. pazgen 5.2). Ilamumentam u (WiaM) JULaM, OCYIIECTBISIONMIMM YXOJI, CJIEAyeT
PEKOMEHJIOBaTh HAJUICKAIIUM 00pa3oM 0O0paIiathCsi ¢ MaTepHallaMH, UCIOJIb30BAHHBIMH IS
MOBSI30K, a TAaKK€ KOHTAaKTUPOBABIIMMH CO CJIE30i W BbIACICHUsAMH U3 Hoca. Cremyer
PEKOMEHIOBaTh XPAHUTh 3TU OTXOJbl B T€PMETHYHO 3aKPBITHIX MAaKeTax 10 yTUIU3alUU. DTH
MepHI TPETOCTOPOKHOCTH CIIEYeT COOM0AaTh B TeueHue 14 aHel mociie BBEICHHUS BOPETUTCHA
HenapBoBeka. [Ipu 3aMeHe MOBS30K M YTWIM3AIMM OTXOAOB TMAallMEHTaM M (WUJH) IJUIaM,
OCYIIECTBIISIIONIAM ~ YXOJ, PEKOMEHIyeTCs HaJeBaTh NEepYaTKH, OCOOCHHO B  CIydasx
OepeMeHHOCTH, KOPMJIEHUS TPYyIbl0 M TPH HMMMYHOAC(UIUTHBIX COCTOSIHUSAX Y JIHII,
OCYIIECTBIISIOLINX YXOJI.

[TanpeHTHl, MOMY4YMBIINE JIEYEHUE TpenaparoM JIykcTypHa, HE MOTYT CTaHOBHUTHCS JTOHOpaMU
KpOBHU, OpPraHOB, TKAHEU U KJIETOK Ul TPAHCILJIaHTAlUU.

MMMYHOT€HHOCTD

Jns cHMKEHUs BEPOATHOCTM MMMYHHOI'O OTBETAa IALMEHTHI JOJDKHBI I0Jy4aThb CHUCTEMHBIE
KOPTUKOCTEPOU/IBI JI0 U MOCIE CyOpEeTHHAIBHON HHBEKLIUN BOPETUI€HA HEMapBOBEKa B Ka)IbIi
rna3 (cM. pazzaen 4.2). KopTukoctepouibl MOTYT CHH)KAaTh BEPOATHOCTh MMMYHHOM peakluu Ha
BEKTOPHBIN Karncuj (BEKTOpP Ha OCHOBE aJIcHOACCOIMUPOBAHHOTO BHpyca cepotuma 2 [AAB2])

nimn TpaHCFCHHBIﬁ MIpOAYKT (6CJ'IOK IIMTMCHTHOTI'O JIIUTCIINSA CCTUATKU MOHCKyanHOﬁ Maccou
65 kJla (RPE65)).

IIpocnexnBaeMocThb

Crnenyer 4yeTrko 0003HauaTh HAaWMEHOBAaHHE M CEpUI0 BBOJUMOIO Ipenapara ¢ IeJblo
o0ecrneveHus MpocIeKUBAEMOCTH OMOJIOTUYECKUX MTPEenapaToB.

Conepxanue HaTpUs
JlaHHBII JIeKapCTBEHHBIN IIpenapaT coAepKUT MeHee 1 MMoutb (23 Mr) HaTpus B OAHOM J103€, TO
ecTbh (PaKTUYECKH OTHOCUTCS K NpernaparaM, He COJEep KALIUM HaTpUH.
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45 B3auMmojaeiicTBMe C JAPYrUMH JIeKap(TBeHHbf-]uII/I'I:'ﬂ a-tfikT;ﬁﬁ”:H -up-g'fne Bhubl

B3aNMO/IeiCTBHUA

Knuandecku 3HaYMMBIC BBaHMOHeﬁCTBHX HCEHU3BCCTHHI. HCCJ’ICI{OB&HI/IH BSaHMOﬂeﬁCTBHH HE
IMPOBOANIINCE.

4.6 @epTUIBLHOCTb, 0EPEMEHHOCTD M JAKTALMS

Ha ocHOBaHMM HaHHBIX JOKJIMHHYECKUX M KIMHUYECKUX HUCCIEAOBaHUI ¢ mpumeHeHneM AAB?2
BEKTOPOB U C y4€TOM CyOpeTHHAIBLHOIO crioco0a MpuMeHeHus npenapara JIykcTypHa ciryyaiiHas
nepenaya AAB BEKTOpOB repMEHATUBHBIM KJIETKaM KpailHe MaJOBEpOSITHA.

bepemeHHOCTD

JlaHHBIC O IPUMEHEHUH BOPETUTCHA HEMAapBOBEKA y OSPEMEHHBIX KCHIIUH OTCYTCTBYIOT WA
orpannueHbl  (Meree 300 wmcxomoB OepemMeHHOCTH). MccnenoBaHusi  penpoayKTUBHOU
TOKCHYHOCTH Ha )KMBOTHBIX HE CBUICTEIBCTBYIOT O HAJTMYHUU TPSIMBIX WIH HETPSIMBIX BPEIHBIX
3¢ dexToB (cM. myHKT 5.3).

B kxauecTBe mpenynpeauTesbsHOH Mephl MPEAIOYTHTENFHO He IPUMEHATh mpenapar JIykctypHa
BO BpeMsi OEpEMEHHOCTH.

JlakTaims

[Ipumenenue npenapara JIykcTypHa y KOPMSIIIMX XKEHITUH HE U3y4deHo. CBeJIeHUS O BbIICIICHUN
BOPETUI'€HA HEMapBOBEKa C TPYAHBIM MOJIOKOM YeJIOBEKa OTCYTCTBYIOT. Puck s
HOBOPOXJICHHBIX/MJIAJICHIIEB HE MOKET OBITh UCKITIOUEH. HeoOxoaumMo MpuHATh pemieHue Judo o
MPEeKpaIIeHuH TPYJHOTO BCKapMIIMBaHUs, TMO0 00 oTMeHe Tepamuu mpemnapatom JIykcTypHa,
MpUHUMAs BO BHUMaHUE TMOJIb3y IPYIHOTO BCKAPMIIUBAHUS JUIsl peOCHKA U TI0JIb3Y TE€panuu s
MaTepH.

DepTUabHOCTD

Knnanueckue JAAaHHBIC O BIIMAHUHA JICKAPCTBCHHOI'O IIpC€I1apaTa Ha (bepTI/IJ'ILHOCTB OTCYTCTBYIOT. B
HCCIICAOBAHUAX Ha XWBOTHBIX BJIWAHHUC IIpCIiapaTra Ha q)epTI/IJ'II)HOCTI) caMIl0B M CaMOK HE€
OLICHUBAJIOCH.

4.7 Biausinme Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAMHM M padoTaTthb ¢
MeXaHU3MaMH

[Ipenapar JlykcTypHa oOKa3bIBa€T HECYIIECTBEHHOE BIHMSHHE Ha CIIOCOOHOCTH YIIPaBIATH
TPAHCTIIOPTHBIMU CPEJICTBaMU U paboTaTh ¢ MexaHu3Mmamu. [locie cyOpeTHHaIbHOW MHBEKIIUU
npenapara JIykcTypHa y MarieHTOB MOTYT HAOIIOAThCS BPEMEHHBIE HapYIIECHUS 3pPEHUS.
[TaruenTam He clieqyeT YHPaBIATh TPAHCHOPTHBIMU CPEACTBAMU M PAOOTATh C TSKEIBIMU
MCXaHU3MaMH OO0 MOMCHTA JO0CTATOYHOI'O BOCCTAHOBJICHUSA 3PUTCIBHBIX ®YHKHHﬁ COTJIaCHO
peKoMeHIanuu oraabMoora.
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4.8 HexenarejbHble peakIuu

Pesrome npoduiist 6e3onacHocT

VY 3 u3 41 (7 %) nauMeHToB 3aperuCTPUPOBAHBI TPU HECEPHE3HBIC HEXKENIATEIbHbIE PEaKlUu
(GOpMHPOBAaHUSI PETUHAIBHBIX JCTO3UTOB, KOTOPHIE COWIM CBSI3aHHBIMH C THPUMEHCHHEM
BOpETHIeHa HemapBoBeka. JlaHHBIE TpW Ciydas MpeACTaBIsUIM  co0OM  mpexojsiiee
0ECCUMITOMHOE MOSIBJICHUE PETUHABHBIX MPEIUITUTATOB HIDKE MECTa MHBEKIINY Yepe3 1—6 Hei
10CJI€ MHBEKIINU, KOTOPBIE PA3PEIIMINCh 0€3 OCIOKHEHHH.

B xoxe KIMHMYECKMX HMCCIEIOBAaHUN y TpeX MAIMEeHTOB ObUIM 3apEeTHCTPHPOBAHBI CEPbE3HbIC
HEXeJaTeIbHbIC PEaKIMK, CBA3aHHBIC C MpOLEIypoil BBeneHus mpenapara. Y 1 uz 41 (2 %)
NAlUEHTa 3aperucCTPpUpOBAaH TSDKEIBIM CiIydaill TOBBILIEHUS BHYTPUIJIA3HOTO JIaBJICHUS
(BTOpUYHOE MO OTHOIIEHUIO K IPUMEHEHUIO JIENI0-CTEPOUAa) Ha (OHE JIeUeHUs SHAOPTAIBMUTA,
CBSI3aHHOTI'O C IIPOLIE1ypOH BBEIEHNUS MTpenapara, KOTOPbIi MpUBel K aTpo(uu 3pUTEIbHOIO HEPBA;
y 1 u3 41 (2 %) nauueHTa 3aperucTpupoBaH TSKEIbIN Clydail MOBpEXJIEHHUs ceT4yaTKu (yTpara
¢yHkuuu ¢GoBea), KOTOPHI COWIN CBA3aHHBIM C MPOLEAYpOi BBelneHHs mpemapara. Y 1 u3 41
(2 %) mammeHTa 3aperHCTPUPOBAH TSKENIBIA CIydail OTCIONHKH CETYATKH, KOTOPYHO COUWIN
CBSI3aHHOM C MPOIe1ypoil BBEACHUS IIpenapara.

Haubosiee yacTto BCTpEUaBIIMMUCS HEXKETATEIbHBIMH pPEaKIUsAMH (dacToTa pas3Butus > 5 %),
CBSI3aHHBIMU C MPOLIETYpPOH BBEICHUS Mpernapara, ObUIM TUIepeMus KOHBIOHKTUBBI, KaTapakTa,
MOBBIIICHUE BHYTPUIJIA3HOTO JABJIEHUS, Pa3pbIB CETYATKH, JUJIEH, MaKyJSIPHOE OTBEpPCTHUE,
cyOpeTHHaTbHBIE IEMO3UTHI, BOCIIAJICHUE TJ1a3a, pa3pa)keHue riaa3a, 00Jb B I71a3y U MaKyJIOMnaTus
(cxkam4aToCTh MOBEPXHOCTH MAKYJIbI).

TabnmuHoe PE3I0OME HEKENATCIILHBIX PEaKIINH

HexenatenbHple peakiMy IEPEYMCICHBI 110 CUCTEMHO-OPTaHHBIM KJIacCaM UM 4acToTe
BO3HHUKHOBEHHS, ONpeIesIeMOl CleayronM obpa3oM: odeHb yacto (> 1/10), gacro (> 1/100
< 1/10), newacro (> 1/1000 < 1/100), peaxo (> 1/10 000 < 1/1000), ouenp peaxo (< 1/10 000),
HEU3BECTHO (HE MOXKET ObITh YCTAaHOBIIEHO Ha OCHOBAHUU MMEIOIINXCS TaHHBIX).

Tabnuna 2. HexenarejJbHble peaknuu, 00yCJOBJICHHbIe NPHMEHEHHEM BOPETHICHA
HelmapBOBeKa

CucTeMHO-OpPraHHbIH
kjacc / Yacrora pa3Butusi
HapyuieHus co CTOpOHBI OpPraHa 3peHus

Yacro | PernHanbHbIC ACTIO3HTHI

HexenarenbHble peakuuu

Taoauna 3. HekenarTeabHble peakuum, CBsI3aHHbIE ¢ MPOLIEYPOil BBeleHUS Mpenapara

CucTeMHO-OpraHHbIH
He:xenarejbHble peakuuu

kjaacc / Yacrora pa3BuTus

Ilcuxuyeckne HapyleHust

Yacro | TpeBoXKHOCTh

Hapymienus co CTOpOHBI HEPBHOI CHCTEMBI

Yacro | TonoBHast GOlb, FOIOBOKPYKEHHE

Hapymienus co CTOpOHBI OpraHa 3peHus

OueHb yacTo I'nnepeMusi KOHBIOHKTHBBI, KaTapaKTa

Yacto Pa3peiB ceTuaTku, AUIEH, MaKyJISIPHOE OTBEPCTHE, BOCTIATIEHUE IJ1a3a, pa3pakeHue
miaza, 0oib B TIJa3y, MaKyJIONaTHs, XOPHOMJAIBHOE KPOBOUZJIUSHHME, KHCTa
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(MOCTEOOBATENBHOCTE U0TE]

CucTeMHO-OpraHHbIH

He:xenaTeabHbIe peakiiy
kiace / Yacrora pa3Butusi p

KOHBIOHKTHUBBI, HAPYHICHUC 3pCHUA, NPUNTYXJIOCTh I'J1a3a, OIMYIICHUEC NHOPOAHOTO
TCJla B TIJla3dy, MaKyJisIpHad ACTCHCpalusd, SHZ[O(bTaJ'II)MI/IT, OTCIIOMKaA CCTYATKH,
TMOBPEIKACHNUEC CCTYATKU, PETUHAJILHOC KPOBOU3JIUAHUC

HewusBectHo* Ouaru MOMyTHEHHUS B CTEKJIOBUIHOM TeJle, XOPUOPETHHAIbHAs aTpodus**
Kesry10uHO-KHIIIeYHbIE HAPYIIEHHSI

Yacto | TomHoTa, pBoTa, 00NIH B BEepXHEH 001aCTH )KUBOTA, O0JIb B I'y0ax
Hapyuienust co cTOPOHBI KOKH M IOJIKOKHBIX TKaHei

Yacro | Ko)KHasi Chillb, OTEK LA

JlaGopaTopHble H HHCTPYMEHTAJIbHBIE IaHHbIE

Ouenp yacTo [ToBbIlIEHNE BHYTPHUIVIA3HOTO TABJICHUS

Yacro WuBepcus 3youa T Ha s1eKTpokapanorpamMme

TpaBMbl, HHTOKCMKAIIMH U 0CJI0KHEHUS MPOLEAYP

OcnoXHEHHE HA0TpaxealbHOW MHTYOAINH, PACXOXKICHUE KPaeB XUPYpPruiecKon
paHsl

* JlaHHAs! HeXKeNaTebHasl peakuus ObLIa BBISIBICHA BO BPEMsI IOCTPETHCTPAIIHIOHHOTO OMBITA.

**BrIlo4aeT JereHepauo CeTYaTKy, ASMUTMEHTALUI0 CETYaTKH 1 aTPO(QUI0 B MECTE HHBEKIHH.

Yacro

Onucanue HCKOTOPBIX HCKCIATCIBbHBIX peammﬁ

XODMODemuHCl]ZbHCl}l ampod)uﬂ

VY HeKOTOpBIX MalMEeHTOB Obla OMNKMCaHA MPOrPECCUPYIOIas XOPUOpPETHHAIbHAsA aTpodus.
HabGmonanach BpeMeHHasi CBs3b Pa3BUTHS CllydyaeB JaHHOW pEaKLUM C JICYEHUEM, M OHa
IPENOI0KUTEIbHO BO3HUKANIA B 30HE, TJIe IPOBOANIACH Tepanus — B 00J1acTH (POPMUPOBAHUS
ny3bIpsi. B cOOOMEHSIX 0 TOCTUHBEKIIMOHHON aTpOo(pUu CeTYaTKN y MAIMEHTOB OTCYTCTBOBAIIN
JTAaHHbIE O NMOPaXEHUHU (OBea WU 3HAUUTENbHOM (DYHKIIMOHAJILHOM HapyLUIEHUU 3PEHUS.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxHo coo0marh 0 TM0J03pEBAEMBIX HEXKENAaTeIbHBIX pEAaKLUUsAX IOCIe pPEerucTpalnuu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1eIbl0 00ecnedyeHrs HeNpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MenuIuHCKUM pa0OTHHKAM pPEKOMEH]yeTcs
coo0HaTe O JIOOBIX MOJO3PEBAEMBIX HEKENATENbHBIX PEAKIUAX JIEKAPCTBEHHOIO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEeXKEJIaTeNIbHBIX peakIUsIX ToCyIapCcTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®edepavus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CrnaBsiHCKas TUTOIIab, 1. 4, cTp. 1
Tenedon: +7 800 550-99-03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOpMaIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTn «HTepHEeT»:!
https://www.roszdravnadzor.gov.ru

Pecnybnuxa Benapyco

VII «LleHTp 3KCnIepTU3 U UCIIBITAHUI B 3[paBOOXPAHEHU
Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®akc: +375 (17) 242-00-29

DnekTpoHHas nouta: repl@rceth.by

Caiit: https://www.rceth.by
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4.9 TIlepeno3supoBka (MOCNEOOBATENEHOCTE 0016)

KiylmHMYeCKUil ONBIT B OTHOLICHWM IMEPENO3UPOBKH BOPETUICHA HENApBOBEKA OTCYTCTBYET. B
Clly4ae Iepelo3UPOBKU PEKOMEHYETCs CUMITOMATUYECKOE U MTOAJIEP/KUABAIOILEE JICUCHUE, €CIIU
JevaIui Bpad CYUTACT 3TO HEOOXOAUMBIM.

5.  ®APMAKOJOTMYECKHUE CBOVMCTBA

5.1 ddapmakoguHaAMH4YeCKHe CBOICTBA

®dapmakoTepaneBTuyeckas rpynma: [Ipoune npenapatsl 115 JiedeHus 3a001eBaHMi 1I1a3.
Koxg ATX: SO1XAZ27.

Mexanusm ageiicTBus

benok, crienuUuHBINA 11T TUTMEHTHOTO SIUTEIHS CeTYaTKH, ¢ Maccou 65 kmmonansToH (RPE6S)
HAaXOAMWTCS B KJIETKaX MHUTMEHTHOTO JIHTEINS CeTYaTKH U OTBEYaeT 3a MpeoOpa3oBaHUe
MOJTHOCTBIO-TPaHC-PETHHOMA B | 1-IIMC-peTHHOII, KOTOPBIH BIOCIECACTBUU 00pa3yeTr Xxpomodop,
11-uuc-peTvHanb, B XOA€ 3PUTEIBHOTO (PETHUHOMAHOIO) LHMKIA. DTO BaKHEHIIHME JTambl B
OMoJIOrMYecKOM IIpeoOpa3zoBaHuu (POTOHA CBETA B AIEKTPUUYECKUN CUTHAN B ceTyaTke. MyTanuu
B reHe RPEGS npuBoAAT K CHMXKEHHUIO UITH OTCYTCTBHIO MOJTHOCThIO-TPAHC-PETUHII-U30MEPA3HON
aktuBHOCTH RPE6S, 6510KMpYst 3pUTENbHBIN ITUKII, YTO MPUBOJUT K TTOTepe 3peHus. Co BpemeHeM
HAKOIUICHHE TOKCUYHBIX MTPEIIIIECTBEHHUKOB IPUBOIUT K THOEIH KJIETOK MTUTMEHTHOTO SITUTEINHs
CETYATKH U, KaK CJICJICTBUE, K IPOTpECCUpYIoNIeH rudenu (oTopenentopoB. Y Uil ¢ aucTpoduei
CeTyaTKH, CBA3aHHOU ¢ OMayuieabHbIMU MyTalusMu B reHe RPEGS, nHa0ronaeTcs morepst 3peHus,
B TOM YHCJIe HapyIICHUE TIOKa3aTenel 3pUTeIbHBIX (DYHKIMHA, TAKMX KaK OCTPOTa 3PEHUS U T0JIe
3peHHs], YacTO B JIETCKOM WJIM MOJPOCTKOBOM BO3PACTE; TAKOE CHIDKEHUE 3PEHUSI B KOHEYHOM
UTOT€ MPOTPECCUPYET IO TTOTHOMN CIETOTHI.

Wubexius BopeTUreHa HermapBoBeKa B CyOpeTHHAIbHOE TPOCTPAHCTBO MPUBOANUT K TPAHCAYKIIUU
k/IHK, xonupytomelr HopmanbHbli Oenok RPE65 denoBeka (reHHas Tepamust Mo IyTH
YBEJIMYEHUS! KOJIMYECTBA HOPMAIbHBIX TE€HOB), B KJIETKH MUTMEHTHOIO SIUTENUs CETYaTKH,
o0ecreunBasi BO3MOKHOCTb BOCCTAaHOBJICHUS 3pUTEIBHOIO IIUKJIA.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Honrocpounyto OGe3omacHocTh W 3¢ (dekTuBHOCTH mpenapara JIykcTypHa OLIGHUBAIN B:
UCCIIEIOBaHUM 0€30MacHOCTH ¢ moBblimeHueM 11036l I ¢assr (101), B koTopom 12 yuacTHUKaM
MCCJICIOBAHMSI IPOU3BOIUIIHN CYyOpeTHHAIbHBIE HHBEKIIMA BOPETUTEHA HETIaPBOBEKA B OJMH TJ1a3;
B nociaeayromeM uccienoBanuu (102), B KOTOpOM BOPETUTEH HEMAPBOBEK BBOJUIIN BO BTOPOM
a3 11 u3 12 manueHToB, y4acTBOBaBUIMX B UCCIEAOBAHUM C MOBBIIICHUEM J03bl; B OTKPHITOM
KoHTpoupyemoM uccienoBanuu I ¢assl npopomkurensHocteio 1 rog (301), B kotopom 31
NalMeHTa PAaHJIOMHU3MPOBAIM B JBYX HCCIENOBATENbCKUX IEHTpaX; B MPOJOJIKEHUHU
uccinenosanus 11 ¢a3pl ¢ nepekpecTHBIM U3aliHOM, B KOTOPOM 9 MaIlMeHTaM IPpyIIbl KOHTPOJIS
OBLJIO MPOBEJICHO BMEUIATENHCTBO. BCero B KIIMHUYECKUX UCCIICOBAHMSIX MPUHAN ydactue 41
nanueHT (MHbeKIuY B 81 ri1a3 (oAuH ManyeHT, MpUBIeYeHHBIN K yuacTuio B | (aze uccnenoBanusi,
HE COOTBETCTBOBAJ KPUTEPHUSIM BKIIOYCHHS IS BTOPOH HMHBEKIMH)). Y BCEX YYaCTHUKOB
WCCIIeIOBaHMUS OBbUT YCTAHOBIIGH KJIWHWYECKUHA JHArHO3 BPOXKICHHBIM amaBpo3 JlebGepa, y
HEKOTOPBIX TMAlMEHTOB MOIJIM HUMETh MECTO MPEABAPUTEIbHBIE WIM JOMOJIHUTEIHHO
YCTaHOBJICHHBIE KJIIMHUYECKHE OUArHO3bl, BKJIOYAsl MUTMEHTHBIA PETHHUT. Y BCEX IMALMEHTOB
OBUTM TOATBEPKICHBI OWaiienbHble MyTaiuu B TreHe RPEGS w Hamuume mOCTaTOYHOTO
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KOJIMYECTBA KU3HECTIOCOOHBIX KJIETOK CETUYATKH (Hannqﬁquac-lﬁv;g@‘qamig lélﬁpezlgna)i 33u1f{ero

r1 OTUETY

HoJIIoca rJ1aza ToamuHoi 6onee 100 MUKpPOH 1O JAaHHBIM ONITUYECKOI KOTepEeHTHOM ToMorpaduu
(OKT)).

HUccnedosanue Il ghaswi

B oTkpbeITOE paHAOMHU3MpPOBAHHOE KOHTpoiupyemoe wuccienoBanue 301 Obur BrimoueH 31
nanueHt: 13 myxunH U 18 xeHmuH. CpeTHHA BO3pacT MalMeHTOB cocTaBmwi 15 et (ot 4 no 44
JIeT), KOJIMYECTBO jAereit coctaBuio 64 % (n = 20, Bo3pact ot 4 710 17 j1eT), KOJIMYECTBO B3POCIIBIX
—36% (n=11). Y Bcex y4aCTHUKOB UCCIICAOBAHUS ObLI JHATHOCTUPOBAH BPOKICHHBIN aMaBpO3
Jlebepa, xoTOpBI ObLT O0yCHOBIEH HamumuueM MyTanwii B reHe RPEGS, monarBep:kaeHHBIX
pe3yJibTaTaMi F'€HEeTHYECKOI0 aHAIN3a, BHIIOJTHEHHOTO B CepTU(PUIIMPOBAHHOMN J1a00OpaTOPHUH.

VuacTHUKH ucchaenoBanust (n = 21) ObUIM paHIOMU3UPOBAHBI IS TOJYYCHUS CyOPETHHAIBHBIX
MHBEKIUI BopeTureHa HernapBoseka. Cpennssa octpora 3penus (LogMAR) nepBoro riasza y aTux
HAIMEHTOB B UCXOJHOM COCTOSHUHU cocTaBmia 1,18 (cranmapraas omubka (CO) - 0,14). Onun
MAIUEHT TMPEKPaTHJI yYacTHEe B WCCICIOBAHMHM 10 Hadana JjedeHus. 10 TanueHToB ObLIH
pPaHIOMU3UPOBAHBI B TPYIIy KOHTpojis (0e3 BMmemarenabcTBa). CpedHsss OCTpOTa 3pEeHUS
(LogMAR) nepBoro riasa y 3Tux maideHTOB B HCXOHOM COCTOsiHUH cocTaBmia 1,29 (CO —0,21).
OauH mamnyueHT TpyInbl KOHTPOJsS OTO3Bal MH(MOPMHUPOBAHHOE COTJIAaCME U OBbLI BBIBEACH W3
uccienoanws. J[eBsITh MAaIMEHTOB, KOTOPBIE OBLUTH PaHAOMU3HPOBAHBI B TPYIITY KOHTPOJIS, ObUTH
NEPEKIIIOUEHBI ISl TONMy4YeHUsl CyOpeTHMHANbHOM MHBEKIIMHM BOPETUIeHAa HEMapBOBEKa MOCIe
OJIHOTO ToJla HaONIOJCHUSA. B KaxIplidi Ta3 NPOW3BOAMIN CyOPETHHAIBHYIO WHBEKIIUIO
oHOKpaTHO B 103¢e 1,5 x 10 Br Boperurena nenapposeka o6mumM 06bemoM 300 Mk MiHTepBan
MEXIy UHBEKIUSMU B IJ1a3a y OJJHOTO MAIlMEHTa COCTABIISLI OT 6 10 18 mHei.

[TepBuuHOil KOHEUHOM Toukoi uccaenoBanus Il ga3pr 6110 cpeaHee U3MEHEHHE MOOUIIBHOCTH
nalMeHTa B IPOCTPaHCTBE MPHU pa3HbIX ypoBHAX ocBeuieHHOcTH (MLMT) npu OMHOKYJIsIpHOM
3pEHUU Yepe3 OAMH I'oJ] [0 CPAaBHEHHIO C UCXOAHBIM YPOBHEM B IpYIIEe BMEIIATENbCTBA U TPYIIIE
koHTpois. Ilokasarens MLMT Obu1 pa3zpaboraH Al OLEHKH H3MEHEHUH (DYyHKIIMOHAJIBHOTO
3peHusl, B YaCTHOCTH, CIIOCOOHOCTH MallMe€HTa TOYHO U ¢ HOPMAJIbHOM CKOPOCTBIO NEpEMEIaThCs
IO OIIPENIETIEHHOMY ITyTH IIPH PA3HBIX YPOBHAX OCBELIEHHOCTH OKPYXKAIOIIET0 IPOCTPAHCTBA. JTa
CIIOCOOHOCTh 3aBHUCUT OT OCTPOTHI 3pEHUsl MAIMEeHTa, MOJS 3PEHHUs] U CTENEeHM HUKTaJONUU
(CHMXKEHHsI CIOCOOHOCTH BOCTIIPHHUMATH ¥ (MJIM) BHICTh MPU CITa0OM OCBELICHHU) — (YHKIHIA,
HapylLIeHHE KOTOPBIX CHEUPUUHO I AUCTPO(UN CETUATKU, 00YCIOBICHHONW MyTallUsIMU B T€HE
RPEG65. B uccnenoBanuu III ¢asel npu npoenennn MLMT wucnonb3oBanu cemMb ypoOBHEH
ocBellleHHOCcTH B auamnaszoHe oT 400 mo 1 jiroke (UTO COOTBETCTBYET, HAIpUMEp, AMAINA30Hy OT
SAPKO OCBEIEHHOro oduca 10 Oe3ayHHOW JeTHell HouM). BeimonHsnack BuaeoperucTpanus
UCHBITAaHUS I KaXJO0ro TMalMeHTa; OILIeHKa pe3yJIbTaTOB IPOBOJAWIACH HE3aBUCHMBIMU
cnenuanucramu. Yiydmenuem nokasarenss MLMT cunrtaercs npoxoxkaeHne TecTa IpyU MEHbILIEM
YPOBHE OCBEILLIEHHOCTH, & MAaKCUMaJIbHO BO3MOXKHOE yiyulenue nokasarenss MLMT cocrasisier
6 eaunun. Takke wHccaenoBaId TPU BTOPUYHBIE KOHEUHBIE TOUYKM: IIOPOI CBETOBOM
qyBCTBUTEIBLHOCTH JUTs Beero moJist 3penus (FST) ¢ ucrmonp3oBanueM 0eoro cBeTa; M3MEHEHHE
nokazarenst MLMT s nepBoro riasa, Ha3HA4EHHOI'O JUIsSl JIEUEHMS; PE3YJbTAaT IIPOBEPKU
octpoTsl 3perus (O3).

B maugaie HUCCIICA0BAHUA MAaUCHTBI MPOXOJWIN TECThI HA MOOHMIILHOCTE IIpru MHTCHCUBHOCTHU
OKpY KaloIIero OCBelleHNs B quana3zone oT 4 10 400 mrokc.
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Taéauua 4. H3meHenuss mokazateass MLMT: qep'@'-i-'-;lgnl'n: Et'i)-ggg {HH ¢ TCXOTHBIM

cocrosiHueM (momyJisius ITT: n = 21 — BMemaresibeTBO, N = 10 — KOHTPO.IB)

Pazanyue 95 % AN)

HN3menenns nokazareass MLMT (BMelIaTeILCTBO B CPaBHEHUHM | SHAYeHHe P
¢ KOHTPOJ1eM)

py GUHOKYJISPHOM 3PEHHH 1,6 (0,72,2,41) 0,001

IIPU  WCTIONIB30BAaHUM TOJIBKO TIEPBOTO  TJa3a, 1,7 (0,89, 2,52) 0,001

HA3HAYEHHOTO JIJIS JICUSHHS

IIPU  WCITIOJNB30BAaHUHM TOJNBKO BTOPOTO TJasa, 2,0 (1,14, 2,85) < 0,001

HAa3HAYCHHOT'O IJI4 JICYCHUA

N3menenue nokazarenss MLMT nipu MOHOKYJISIPHOM 3p€HUU JIOCTOBEPHO YIIYUIIAJIOCh B TPYIINE
JiedeHus U OBUIO aHAJIOTUYHO TAKOBOMY NP OMHOKYJISIPHOM 3peHHH (CM. Tabuiy 4).

Ha pucynke 2 nmoka3an 3pQeKT JiekapCTBEHHOTO TperapaTa B TSUYCHHE TPEXJIETHErO NeprUoIa B
rpynmne JIeYeHHUs BOPETHIEHOM HEMapBOBEKOM, a Takxke 3(QeKxT B rpymnmne KOHTPOJs IMOcie
MEPEKIIIOUCHUsST €€ YYaCTHUKOB Ha CyOpETHHAIBbHYI0 WHBCKIUIO BOPETUICHA HEIapBOBEKA.
JocroBepHbie paznuuus pe3yiabTatoB MLMT npu OMHOKYISIpHOM 3peHMH HAOMIOAAIUCh s
TPYIIIBI JICUEHUS] BOPETUTECHOM HEmapBOBEKOM Ha 30-i JA€Hb M COXPAHSUIMCh Ha MOCIETYOIIUX
BU3UTaX B TEUYEHHE TPEXJETHErO NEpPHOJia; U3MEHEHHUs B IpyNme KOHTPOJIS OTCYTCTBOBAIIU.
OpnHako TocIie TMEepPeKITIOYCHHS] HAa CYOpeTHHAIBbHBIE WHBEKIIMA BOPETHUTCHA HEMAPBOBEKA Y
MAIMEHTOB TPYMIbl KOHTPOJs HaOMoJalcs KIMHUYECKUH OTBET Ha IpemapaTr, CXOIHBIM ¢
TAKOBBIM y TALIMEHTOB MCXOAHOM I'PYIIIIbI JIEYEHUS BOPETUTCHOM HEITAPBOBEKOM.

Pucynok 2. MH3menenus: nokaszareass MLMT npu OMHOKY/JISIPHOM 3pEHMH OTHOCHUTEIbHO
BPEMEHH /10/110CJIe BO3/1efiCTBHS BOPETHICHA HEeMapBOBEKAa

1™ Konrpons/Bmemarensctso (N = 9)

HUcxonHoe Bmemarensctso (N = 20)

————————

————

- - - - - - - -~ — -~

H3menenue
niokazartenst MLMT 2
TIpH OHJIaTepaTbHOM
HCCIICIOBAaHUUH
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KoHTpoapHbI 0cMOTp (BH3HT)

Kaxnpiit 610k npencrasisier cepenunnblie 50 % pacripenenenust usmeHenus nokaszateast MLMT. BepTtukaibHbie
MYHKTHPHBIE JMHUHM 0003HAYAIOT JIOTIOJHUTENbHEIE 25 % BBIIE M HIDKE OsloKa. ['opu30oHTaNBHAS 110JI0Ca B KaXKI0M
650ke 0003HavaeT MeauaHy. To4ka B KaXJ10M OJIOKeE Tpe/ICTaBiIseT cpefHee 3HadeHne. CIIonIHast JIMHUS COSTUHSACT
cpenHue u3MeHeHus nokaszarens MLMT no BuzuraMm B rpynne JiedeHus. [lyHKTUpHas JIMHUS COEOUHSET CPEAHME
n3MeHeHus nokazatenst MLMT no BuzuTam B rpymnrne KOHTPOJIS, BKIIO4Yas MATh [MOCEIIEHUN B TEYEHUE TIEPBOTO roja
6e3 moyueHHs1 BOPETUICHA HEMApBOBEKAa. BOPETUIreH HEMapBOBEK BBOAWIICS MAlMEHTaM TPYMIBI KOHTPOJIS IOCIE
OJIHOTO T'0J1a HAOIIOAECHUS.

MY — ucxonnslii ypoBeHb;
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I'l, 12, T'3: ogun, ABa U TpH rojia MOCJe Hayasla UCCIIEOBAHMUS,

k-MY; k-130; k-190; x-/[180: ucxoauslii ypoBeHb, 30-#, 90-it u 180-ii n1HU mociie Hauaga UCCIeNOBaHUS I TPYTIIIbI
KOHTPOJISI, MEPEKITIOUEHHOM Ha MMOJIy4YeHre MpenapaTa;

x-I'l; x-I'2: oguH M Ba rojaa mocje Havajga MCCIeI0BaHus IJIsl TPYIIBl KOHTPOJIS, NEPEeKIIOUYEHHONW Ha MOTydyeHue
mpemnapara.

Pe3ynbTaThl aHa3a IOpora CBETOBOM YyBCTBUTEIBHOCTH JUTs Beero nosis 3penust (FST) uepes 1
rojl Tmocie Hayana McclaeqoBaHMs Ha Oenblii cer [LoglO(kmec/M?)], mpeicTaBieHsl B

MIPUBEJICHHOMN HIDKE TaOIuIE S.

Tabauma S. AHaJM3 NOPOra CBeTOBOM YyBCTBUTEJIbHOCTH VISl BCEr0 MOJIsl 3peHu st

AHaJIN3 MOPOra CBeTOBOH YYBCTBUTEIBHOCTH /ISl BCEro NoJis 3peHus, nepssbiii riaa3 (ITT)
BmemarteabcTBo, N = 21

HcxoaHblii ypOBEHb Yepes 1 roa HN3menenne
N 20 20 19
Cpennee SHAUCHIE )| 1 23(0,10) -3,44 (0,30) -2,21 (0,30)

(ctaHapTHas omMOKa)

Konrpoas, N = 10
N 9 9 9

Cpemnee SHAACIIC] 1,65 (0,14) -1,54 (0,44) 0,12 (0,45)
(ctaHapTHas omMOKa)

Pazmuue (95 % JIN) (BMemaTenbCTBO B CPAaBHEHUH ¢ KOHTPOJIEM)
-2,33 (-3,44,-1,22), p < 0,001

AHAaJIN3 MOPOra CBETOBOI YYBCTBUTEIBbHOCTH J1JIsl BCEro MoJisi 3peHus, Bropoii raa3 (ITT)
BmemarteancTBo, N = 21

HcxoaHblii ypoOBEeHb Yepes 1 roa HN3meneHnune
N 20 20 19
Cpennee SHAUCHIE | 1 35 (0,09) -3,28 (0,29) -1,93 (0,31)
(ctanapTHas omnOKa)

Kounrpoas, N = 10
N 9 9 9

Cpennee SHAACHUE| 1 64 (0,14) -1,69 (0,44) 0,04 (0,46)
(cranaapTHas omMoOKa)

Pazmiaue (95 % JAU) (BMemaTenscTBO B CpaBHEHUH ¢ KOHTPOJIEM)

-1,89 (-3,03, -0,75), p = 0,002

AHAJIHN3 OPOra CBeTOBOii YyBCTBUTEILHOCTH /IJISI BCET0 MOJIS 3pEeHNs1, yCpeTHeHHbIe JaHHbIe ISl 000X IJ1a3
(ITT)

Pasmune (95 % M) (BMemaTenbcTBO B cpaBHEHHH ¢ KoHTposiem) -2,11 (-3,19, -1,04), p < 0,001

yﬂy‘ILHCHI/IC rnopora CBETOBOH YYBCTBUTCIILHOCTHU IJI BCCTO MOJIA 3pCHUA COXPAHAIIOCH B TCUCHUC
3 ner Ha6J'IIO,ZIeHI/I$I IMOCJIC MHBCKIINU BOPECTUTCHA HCIIAPBOBCKA.

Yepes 1 rox mocie BBeACHHUS BOPETHIeHAa HEMApBOBEKa YIIYUIICHHE OCTPOTHI 3pEHUSI HE MEHEe
0,3 LogMAR wnabmoganoce B rpymme BmemartensctBa B 11 m3 20 (55 %) ciyuaeB mocie
UHBEKIMH B MepBbIi 1a3, u B 4 u3 20 (20 %) ciayvaeB mocie UHbEKIIMH BO BTOPOM TJ1a3; HU Y
OJTHOTO M3 MALMEHTOB IPYIIBl KOHTPOJIA HE OTMEUYEHO TAKOTO YJIYUIIEHUS OCTPOTHI 3pEHHS HU
JUIS TIEPBOTO, HU JUIsL BTOPOTO TJa3a.
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5.2 dapmakokuHeTHYECKHE CBOICTBA

MY OTUETY

Oxupaercsi, YTO BOPETUTCH HEMAapBOBEK OyAeT NOCTyNaTh B KIETKH 4Yepe3 peLenTopbl
remapuHCyIb()aT-MPOTEOrIMKaHa U Pa3pyIlaThCsl SHIOTCHHBIME O€JIKaMH M IIPU YYaCTHH ITyTeH
karabonu3ma JIHK.

JIOKIMHUYSCKHUE UCCACIOBAHUS 6I/IODaCHDeZ[€JI€HI/ISI

buopacnpenenenue npenapara JIlykcTypHa  OLICHMBAIXM 4Y€pe3 TPU  Mecsla  I0CIe
CyOpeTHHaIBHOrO BBeIEHUS Y 00e3bsiH. CaMble BBICOKME KOHILIEHTPALUK 110CIe10BaTEIbHOCTEH
BekTopHBIX JIHK Obun 00Hapy KEHBI BO BHYTPHUTIIA3HBIX XKHUAKOCTSX (BJIara rnepeaHei KaMepsl 1
CTEKJIOBHJIHOE TEJIO) IJIa3, B KOTOpblE ObLIM IPOM3BEAEHbl MHbeKLUU. Hu3kue KoHUEHTpanuu
nocienosarenbHocteld BekTopHoi JIHK Obimm oOHapyXeHBI B 3pUTENLHOM HEpBE TIJa3a, B
KOTOpBIl ObUT BBEJIEH BEKTOp, B 3pUTENILHON XHa3Me, CEIe3€HKEe M NEeUeHH M CIOPaJu4YecKu B
KeNyIKe U TMM(PaTHIECKUX y3/1ax. Y 0JHOTr0 )KMBOTHOTO, ITOIy4HBIIero mpenapar JlykctypHa B
nosze 7,5 x 10 Br (5-xpaTHOe NpeBbIIICHUE J03bI, PEKOMEHIYEMOI ISl BBECHHS B OJMH TJ1a3),
nocienoBarenbHocT  BekropHoi  JIHK ~ Obtm oOHapyXeHbI B TOJICTOHM  KHIIIKE,
JBEHALIATUIIEPCTHON KHILKE M Tpaxee. B MOJ0BBIX jkene3ax IOCIeN0BaTENbHOCTH BEKTOPHOU
JAHK ob6napyxeHbI He ObLTH.

Kinnaunueckas dhapMakOKMHETHKA U BBLIEJICHUE BUPYCaA

BriieneHne BEKTOPHBIX BHPYCOB M OMOpacmpeseleHHe OICHMBAIM B clie3e 00OMX TIJas,
CBIBOPOTKE KPOBH U LIEJIHHON KPOBH YUaCTHUKOB KiInMHHUecKoro uccnenaopanus 11 ¢azer. ¥V 13 u3
29 (45 %) manueHToB, MOJYYHMBIINX WHBEKIUU B 00a Iia3a, MOCAeI0BATECIBHOCTH BEKTOPHOMN
JHK npemnapara JlykctypHa OblIM OOHapyskeHbI B oOpasliax cje3bl; y OONBUIMHCTBA M3 ITUX
MAIUEHTOB MOJIYYCHBI OTPHIIATEIBHBIC PE3YyJIbTaThl aHAIN3A ITOCJIC BU3UTA B MIEPBHIH JICHB MOCIS
WHBEKIUU; OJHAKO, Yy YETHIPeX W3 ATHX MAalMEHTOB pPe3yJbTaThl aHalM3a O0OpaslloB CIE3bI
COXPAHSUTUCH TIOJIOKUTEIBHBIMU 3a TIpeelaMi 1-ro JHS TMOCIe WHBEKIUH, Y OJTHOTO MaIlMeHTa
MOJIOKUTEIIBHBIE PE3YNIbTAaThl AHAIU30B COXPAHSIIUCH 10 14-TO JHS MOCe UHBEKIIUU BO BTOPOU
rna3. Bekropusie mocnegosarensHoctd JJHK Obuin oOHapykeHBI B CBIBOPOTKE KpOBH 3 u3 29
(10 %) y4acTHUKOB MCCIICIOBAHUS, B T. 4. Y JIBYX MAIIUEHTOB C MOJOKUTEIbHBIMU PE3yIbTaTaMU
aHaym3a 00pa3IoB CJIE3bl, HO TOJBKO JI0 3-TO IHS MOCIIe KaKI0H HHBEKITUH. B 11e70M, BpeMeHHOe
MPUCYTCTBUE U HU3KHE KOHIIeHTpauu BekTopHoi JIHK Ol 0OHapy KeHBI B clie3e U e AMHUYHBIX
oOpasimax ceIBOpOoTKH KpoBH Yy 14 u3 29 (48 %) yuactaukoB uccienoBanus 11 ¢a3br.

CDaDMaKOKI/IHeTI/IKa B 0COOBIX rpynmnax naimucHTOB

q)apMaKOKHHeTquCKHe HCCIICOA0OBAaHNA BOPETUI'CHA HCIIAPBOBCKA B 0COOBIX Tpynmnax nmaqu€HTOB
HC MPOBOJUIINUCH.

Hapywenue ¢pynxyuu nevenu u nouex

[Ipenapar JlykcTypHa BBOAUTCS HETOCPEACTBEHHO B Tia3. Okumaercs, 9YTo QYHKIUS MEYCHA U
noyek, nonuMop¢usM muroxpoma P450 u crapeHune He OKa3bIBAIOT BIMAHUS Ha KIMHUYECKYIO
3¢ dexTBHOCTH U O€30MacHOCTh MpenapaTta. TakuM 00pa3oM, KOPPEeKIUs J03bl y MAaUEHTOB C
HapyleHrneM (QyHKIMY eYeHH U TOYeK He TpeOyeTcs.

5.3 JlaHHbIe JOKJIHHHYECKOH 0€301acHOCTH

I'ucromarongorudyeckoe HCCIAeIOBaHHE TIJja3 cobak wu OGCSBSIH, MOJIy4yaBIINX BOPCTUI'CH
HCMIApBOBCK, BBIABUJIO TOJIBKO HE3HAYUTCIBHBIC HW3MCHCHHSA, B OCHOBHOM CBSA3aHHBIC C
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WCCJICIOBAaHUH aHAIOTUYHBIN BeKTOp AAB2, BBOIMMBIN coOakaM cyOpeTHHAIBHO B 03¢, B 10 pa3
MPEBBIIIAIOIIECH PEKOMEHIYEMYIO J103Y, M0 IaHHBIM TUCTOJIOTHYECKOTO UCCIIeI0OBAaHUS PUBOIIIT
K OYaroBbIM TOKCHYECKHM IIPOSIBIICHUSM B CETYaTKe W HHQPWIBTPAIMH BOCHAIHTEIHLHBIMU
KJIETKaMu o00JyiacTel, MOJBEpPraBIIUXCS BO3JECHCTBUIO BEKTOpa. JlaHHBIE JOKIMHHUYECKHX
MCCJICIOBAHUI BOpPETUIE€HA HEMapBOBEKA TAKXKE CBHUJICTEIBCTBYIOT O HAIMYUM CIyYalHBIX U
M30JIMPOBAHHBIX BOCIAIUTENBHBIX KJIETOK B ceTuaTke Oe3 siBHOI AereHepanuu ceryatku. [locne
OJIHOKPATHOTO BBEJICHUSI BEKTOPOB Yy COOAK BBIPAOATHIBAIMCH AaHTUTENIA K BUPYCHOMY KarlCHUAY
BekTOopa AAB2, KOTOpBIE OTCYTCTBOBAIIA Y HE TMOJYYABIIHNX JICUCHUE 00C3bsIH.

6. ®APMAIEBTHUYECKHUE CBOMCTBA

6.1 Ilepeyennb BcmoMoraTeJbHBIX BelllECTB

KonueHnrpar

Harpus xsopun

Harpus nuruapodocdat MmoHoruapar
Junatpus rugpodocdaT quruapat
ITonokcamep 188

Bopa g nabekui

PacTBOpUTENH

Harpus xiopun

Hatpus nuruapodocdat moHOrHapar
Hunarpus runpodocdat nuruapat
ITosmokcamep 188

Bona s nabexnuit

6.2 HecoBMecTHMOCTDH

B cBsA3M ¢ OTCYTCTBHEM MCCIIEIOBAHNN COBMECTHMOCTH, JAHHBIM JICKAPCTBEHHBIN Mpernapar He
CJeyeT CMEUIUBATh C APYTUMU JIEKAPCTBEHHBIMU IIPEIapaTaMH.

6.3 Cpok rogaocTu

HeBckphIThIE 3aMOPOKEHHEIS d)J'IaKOHLI

3 rona.

[Iocae pa3zMopakKuBaHMs M pa3BEACHUS

[Tocne pa3smopakxuBaHMsI JIEKAPCTBEHHBIN IIpenapaTr HE CJIEAYET 3aMOpPaKMBaThb IOBTOPHO U
ClIeTyeT OCTaBUTh IPU KOMHATHOH Temmneparype (Huxe 25 °C).

PaCTBOp CJICOYCT UCIIOJIb30BAaTh HEMEAJICHHO ITOCIIC pa3BCACHUA B aCCIITUYCCKUX YCIOBUAX, €CIIN

pacTBOp HE MWCIOJIb30BaH HEMEIJICHHO, BpeMs €ro XpaHEHUs IIpU KOMHATHOM TeMIlepaType
(amxke 25 °C) 10DKHO COCTaBIIATH HE Oosiee 4 4acoB.
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6.4 Ocobbie MephI npexocTopoxnocTH npufxpanenit- ~ IELUEATENEHOLTE DU1E)

XpaHUTh U TPAHCIOPTUPOBATH MPH TEMIEpaType He Bbiie MUHYyc 65 °C.

VYcnoBusi XpaHeHHs JIGKAPCTBEHHOTO IIpernapara IMocjie pa3MOpPaXKUBAHUS U pa3BEIACHUS CM. B
nojapaszene 6.3 HaCTOSIIEro pasaena.

6.5 XapakTep u cojiep:kaHUe NEPBUYHON YIAKOBKH

Konnenrpar
ITo 0,5 mn xoHueHntpara B nonumepHsiii Guakon West Daikyo Crystal Zenith, ykynmopenusii

poOKO U3 XJTOpOYTHIIKAYyYyKa i 00)KaThlii KOMOMHUPOBAHHBIM aTIOMHUHHEBBIM KosnaykoM Flip-
Off ¢ mIacTUKOBOW KPBIIIKON JTAHMOBO-3€JIEHOTO IIBETA.

PacTBOpUTENH
[To 1,7 mn pactBopuTens B nonuMepHsiit ¢iakon Daikyo Crystal Zenith, ykynopennsliit mpoOkoi

U 00kaThlii KOMOMHHPOBAHHBIM ATIOMUHUEBBIM KonmadkoM Flip-Off ¢ minacTukoBoil KpeImikoi
OeJoro 1BeTa.

[To 1 dbnakoHy ¢ KOHIIEHTpAaTOM M MO 2 ¢IakoHA C PACTBOPUTEIEM BMECTE C MHCTPYKIMEH MO
MEAMIMHCKOMY IPUMEHEHUIO (JIMCTOK-BKJIABIII) B KAPTOHHYIO [TAYKy C KOHTYPHBIMU sueiikaMu
13 KapTOHa BHYTpH. JlonmyckaeTcss Haau4ue KOHTPOJISI IEPBOTO BCKPBITHSL.

KapronHas nauka repmeTuyHO 3amanBaercsa B komOnHupoBaHHbd PET/Alu maker.

6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHHUYTOKEHMM  HMCHOJIB30BAHHOTO
JICKapCTBEHHOI0 TMpemapara WJIHM OTXO0AO0B, IOJYYECHHBIX IOCJ€¢ TPHMEHEHHSA
JIEKApPCTBEHHOI'0 NpenaparTa ujiM padoTbl ¢ HUM

Kax(z[as[ KapTOHHAaA Imavka COACPIKUT 1 (bHaKOH C KOHLCHTPATOM U 2 (I)J'IaKOHa C paCTBOPUTCIIEM,
KOTOPBIC IMMPE€AHA3HAUCHBI J1JIs1 OAHOKPATHOI'O MPUMCHCHUA.

[lepen npuMeHeHueM cieyeT olleHUTh npenapat JlykctypHa BusyanbHo. DiakoH, cofepxaiinii
OJIHy 103y JIEKapCTBEHHOI'O IIpernapara, He CJIeyeT IPUMEHATh IPU HAJIMYMK BUJIMMBIX YacTHII,
MOMYTHEHUH WM U3MEHEHUH €ro I1IBETa.

Cnenyer u3beratp ciydaifHOro Bozzeiictsus. Ilpu nmpurotoBneHuu, BBEACHUH U OOpalllEHUH C
BOPETUI€HOM HEMAapBOBEKOM CIIEAyeT CcoOM01aTh TPeOOBaHUS MECTHBIX PYKOBOJICTB IO
Ouosornyeckoi 0e30MacHOCTH.

. [Ipn npuroTOBIEHNN U BBEACHMM BOPETUI€HA HEMApBOBEKA CIIENYET HAJlEBaTh CPEACTBA
WHAUBUAYAIbHON 3alluThl (B TOM 4HCIE JaOOpaTOpHBIM Xanar, 3alIUTHBIE OYKH U
HepYaTKH).

. Cnenyer u3beraTh ciay4yailHOro BO3JEHCTBHS BOpPETUI€Ha HEMapBOBEKa, B TOM 4YHCIIE

KOHTAaKTa C KOXeW, TIJla3aMH M CIM3UCTBIMH oOojoukamu. Ilepen oOpaiienueM c
IIPEnapaToM CJleayeT 3aKPbITh BCE OTKPBITHIE PaHBI.

. Bce moBepxHOCTH, Ha KOTOpbIE TOMAN BOPETUI'eH HEMAapBOBEK, HEOOXOAUMO 00paboTaTh
BUPYJULUJHBIM CPEACTBOM, TakMM Kak 1| % THUNOXJIOPUT HATpus, M OYHCTUTH C
UCIIOJIb30BaHUEM a0COPOUPYIOIINX MaTepUAIIOB.

. Bce Marepuansl, KOTOpbIE MOIJIM HAXOAUTHCS B KOHTAKTE C BOPETUIEHOM HENApBOBEKOM
(HampuMmep, (¢UIakoH, INNPHI, WIJA, MapieBas cai(erka, MepyaTKd, MAaCKd WU
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PYKOBOJICTBAMHU IO OMOJIOTHYECKO 0€30IacHOCTH.

CnyyaliHoe BO3JIEHCTBUE

. [Ipu cnyuaitHoM BO37eiCTBHM Ha pabodyeM MecTe (Harpumep, MonajgaHnue OpbI3r Ha riias3a
WM CIIM3UCThIE 000JIOUKH) TPOMBITh YUCTON BOJON HE MEHEEe 5 MUHYT.
. B cnydae BO31€HCTBUS HA MOBPEKICHHYIO KOXKY WJIM YKOJIa UIJIOM TIIATEIbHO OYUCTUTH

MOpPaXEHHBIN YYaCTOK BOJOW C MBLJIOM U (WJIK) 1e3UH(PUIHUPYIOMIUM CPEJICTBOM.
JlaHHBIN JIeKapCTBEHHBIN IMpernapaT COACPKUT M'eHETHYECKH MOAU(PHUIMPOBAHHBIC OPTaHU3MBI.
Heucnonb30BaHHBIM JIEKapCTBEHHBIN NpenapaTr cleayeT YTUIM3UPOBATh B COOTBETCTBUU C

PYKOBOJCTBOM I10 0100€e30I1aCHOCTH.

ITopsinok MpUroTOBICHUS

[IpuroroBnenue npenapata JlykcTypHa BBIIOJHAIOT B IIpeaesax 4 yacoB 10 Hayaia npoLerypbl
BBEJCHUS B ACENTUYECKUX YCIOBUSAX B COOTBETCTBHUM CO CIEAYIOIIEH PEKOMEHIYEMOM

MIPOLIETYPOM.

[Ipy xOMHATHON TemmepaType pa3MOPaXHUBAIOT OIWH (HJIAKOH, COAEPKAIIUN ONIHY 03y
KOHIICHTpATa, ¥ /1Ba (piakoHa c pacTBOpUTENeM. AKKYpaTHO IATh Pa3 MEPEeBOPAUYNBAIOT (PIIAKOHBI
JUTSI TIEpEMEILIMBAaHUS COJIEPKUMOTO.

OcMmaTpuBaOT Ha HATMYUE BUIUMBIX YACTHI] U OTKIOHEHUH OT HOPMBIL. O JIF0OBIX OTKIOHEHUIX
OT HOPMBI M BHJIUMBIX YaCTUIAX CJEAYeT COOOIIUTh JEPXKATEII0 PErucTPallMOHHOTO
YAOCTOBEPEHUSI U HE NPUMEHATH Ipernapar Npyd HAIWYMKU TakKoBbIX. Ilocne pasmopakuBaHus
pacTBOp IOJKEH OBITh MPO3paYHBIM, OECIIBETHBIM U CBOOOJIHBIM OT IMOCTOPOHHUX BKIIFOUCHUMH.

C moMOmBI0 IMMpHUIIAa BMECTUMOCTBIO 3 MJ HAaOMparoT 2,7 MJI pPacTBOPHUTENSI H3 JIBYX
PasMOPOXKEHHBIX (DIAKOHOB M TEPEHOCAT B IyCTOM CTEpUIIbHBIM CTEKJISHHBIN (IIakoH
BMeCTUMOCTBHIO 10 M.

Jns pasBemeHus mpenapata nepeHocsT 0,3 MiI pa3MOPOKEHHOTO KOHIIEHTpaTa € IMOMOIIBIO
HIMPUIIA BMECTUMOCTBIO | MJI B CTEpUIIBHBIA CTEKISHHBIM (PIIakOH BMecTUMOCThIO 10 M,
COJICpIKAINI PAaCTBOPUTENb. AKKYpaTHO IEPEBOPAYMBAOT (IAKOH HE MEHEe IATH pa3 s
HaJNexamero nepemermuBanus. OcMaTpUBalOT Ha HajdW4uuMe BUIAMMBIX YacTull. Pa3BeneHHBIN
pacTBOp JOJKEH OBITh TPO3PAYHBIM WM CieTKa omnajgecrupyromuM. CTeKISHHBIN (IakoH
BMECTUMOCTBIO 10 MII, conepkamuii pa3BeJICHHBI KOHIICHTpPAT, MAapKUPYIOT CIEAYIOINUM
obpazom: «JIykcTypHa B pa3BeACHUN.

He CIICOYCT MOAroTaBJIWMBATh INIMPHIBLI IMPU MOBPCKIACHUU q)HaKOHa WJIN HAJIWYUN BHUIUMBIX
gactull. [loArOTaBIMBAIOT INMOPUIBI AJIE HMHBEKIHH, OTOMpas B CTEPHIbHBIA IIIPHUIL
BMecTUMOCThIO 1 M mo 0,8 M pa3BeneHHoro pactBopa. I[loBTropsroT mpoueaypy Aist
MPUTOTOBJIEHUSI PE3EPBHOrO IIMPHIIA. 3aT€M 3aMOJHEHHBIE MpenaparoM MINPUILbLI CIEAyeT
NEPEMECTUTE B OHepaHHOHHBIﬁ 0JIOK B CricMaJIbHO MPEAHA3HAYCHHOM JJI1 3TOT'O TPAHCIIOPTHOM
KOHTENHEpE.
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7. JIEPJKATEJb PETUCTPAIIMOHHOIO YIOCTOBEPE RIS EHUCTE 0016]

HIBeitnapus Switzerland
«Hosaptuc ®apma Al'» Novartis Pharma AG
JIuxTmpacce 35, Lichtstrasse 35,
4056 bazerb 4056 Basel

7.1. llpeancraBuTeib AepKaTesisi PeruCTPAIMOHHOTO YA0CTOBEPEeHUA
[Iperen3uu noTpeduTeNe HAMPABIATH 110 aAPECY:

Poccuiickas @edepayus

00O «HoBaptuc ®apmar»

Anpec: 125315, r. MockBa, Jleaunrpaackuit npocrnekr, 1. 70
Temedon: +7 495 967 12 70

daxkc: +7 495 967 12 68

DnexTponnas noyra: drug.safety russia@novartis.com

Pecnybnuxa benapyce

[TpencraButensctBo AO «Novartis Pharma Services AG» (Llseitnapckas Kondenepamus) B
Pecny6nuke benapych

Anpec: 220069, r. Munck, nip-T. [[3epxkunckoro, 5, mom. 3, opuc 3-1

Tenedon: +375 (17) 360 03 65

Onekrponnas modra: drugsafety.cis@novartis.com

8.  HOMEP PETUCTPAIIMOHHOTI' O YIOCTOBEPEHUS

JIIT Ne (000712)-(PT-RU)

9. JIATA MEPBOM PETUCTPAIIUU (IOATBEPXIEHUSI PETHMCTPAIIAMH,
INEPEPETUCTPAIIN)

Hata nepBoii peructpanuu: 20 ampens 2022

10. JATA NEPECMOTPA TEKCTA

OO61as XxapakTepHUCTHKa JIEKapCTBEHHOT 0 Ipenapata JIykcTypHa gocTynHa Ha HH()OPMAalMOHHOM
nopraje EBpaBHﬁCKOTO 3KOHOMHUYECCKOIo COr3a B I/IH(I)OpMaI_II/IOHHO-KOMMyHHKaHHOHHOﬁ CETHN
«Hurepuer» http://www.eurasiancomission.org.
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