COOTBETCTEBYET 3KCINEP T_H OMY OTUYETY

ot 25.10.2024 N= 23585

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPETAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Kopueperens, 50 Mr/r, renb riia3HOM.

2. KAYMECTBEHHBINA U KOJIMYECTBEHHbBINA COCTAB
JelicTBytolliee BENIECTBO: IEKCITAHTEHOJI.

1 r rens conepxut 50 MT 1eKCIaHTEHOJIA.

[TonHbIi epedeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA

['enb rmazHoM.

[Ipo3paunblii WK ClIeTKA ONANIECIUPYIOMNUNA OECIIBETHBIN JIETKO TEKYUYHH Tellb.
4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

JlekapcTBeHHbIl npenapar KopHeperenb Moka3aH K NPUMEHEHUIO Y JETE€d C POXKICHUS U
B3POCJIBIX JJIS:

e JICYCHHE KepaTomaTHH HE BOCHAIMTENBLHOTO XapakTepa, Takoh Kak: auctpodus
pPOTOBUIIBL, PEUUAUBUPYIOUINE OPO3UU, TOPAKEHUS POTOBUIBI TMPU  HOUICHUH
KOHTAaKTHbIX JIMH3.

¢ [PUMCHCHUSA B KaUCCTBC BCIIOMOTaTeJILHOU TCpanuu Jis1 CTUMYJISAOUW IIPOoLeCCa
3AKHUBJICHUS POTOBUIBI U KOHBIOHKTUBLI IIPpU HUX TpaBMaxX H O0XKOrax (XI/IMI/I‘-IGCKI/IX u
TEPMHUECKHUX ).

® T[pUMEHEHHUS B KayecTBE BCIOMOTATEIbHOTO CPEACTBA IMPHU JIEYCHUH HH(PEKIUOHHBIX
MOpaXEeHUH POTrOBUIIBI OAKTEPUATHHOT0, BUPYCHOTO U TPUOKOBOIO MPOUCXOXKICHUS.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

Bspocnvie

B 3aBHCHMOCTHM OT TSKECTH ¥ BBIPAKEHHOCTH 3a0O0JEBAaHUS 3aKalbIBAIOT B HIKHHIA
KOHBIOHKTHUBAJIBHBIN MEIIOK MOPAXKEHHOTO IJ1a3a Mo Karie 10 4 pa3 B IeHb, a Takxke | Kamio
nepe CHOM.

[IpoaomKUTENEHOCTD JIGYCHHUSI HE OTPaHUYCHA M MOXKET OBITh MPOJOJIKEHA O CYObEKTHBHOTO
YIIYYIIEHUS] COCTOSIHUS.

Hemu

Pexxum nos3upoBanust y nereit B Bo3pacte or 0 go 18 jer He oTiauyaercs OT pexuma

A03UPOBaHUA JIs1 B3pOCJIbIX.
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Croco0 IIpuMeHeHus

MecTHO, B BU/Ie MHCTUJUILUN B KOHBIOHKTHBAJIBHYIO MOJIOCTb.

4.3. llpoTuBONOKA3aHUS

[ToBbilieHHasT YYBCTBUTENBHOCTh K JIEKCIIAHEHONY W/MIM K JII0OOMY M3 BCIOMOTaTelbHBIX
BEILIECTB, IEPEUUCIICHHBIX B pazjeine 6.1.

4.4. OcoOble ykazaHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Kopueperens He cieayeT HCHOJB30BaTh B KAueCTBE MOHOTEpANMU HHQPEKIIMOHHBIX
MOBPEXACHUI POTOBUIIBI OAKTEPUATHHOTO, BUPYCHOTO WJIM TPUOKOBOTO MPOUCXOMKACHHUS.

B nepuon neyenus npenapatom KopHeperenb He peKOMEHIYeTCsl HOIIEHUE KOHTAKTHBIX JIMH3
BBUJIY BO3MOXXHOM HECOBMECTHMMOCTH TMIpermapara ¢ MarepuajoM JuH3. OJHaKo, eciu
KOHTAKTHbIC JIMH3Bl BCE >K€ IOKa3aHbl, Nepej] MpUMeHeHueM mpenapara KopHeperenb ux
CJIeTyeT CHATh U BHOBb HAJIeTh HE paHbllle yepe3 15 MUH mocie 3aKkarnbiBaHus Mpernapara.

He cnegyer npukacarbcsi KOHYMKOM MUIETKH TyObI K Tia3y.

TyOy He0OX0IMMO 3aKPBIBATH MOCIIE KaXI0TO UCTIOIb30BaHUSI.

Ecnu ynmydmieHust cOCTOSIHMSI HE OTMEYaeTCsl, TOSBISIOTCS NPU3HAKU pa3[pakeHus IJ1as3,
CleyeT MPeKpaTUTh MPUMEHEHNE Iperapara u o0paTUThCs 3a KOHCYJIbTalluel K Bpauy.

BcnoMorarebHEBIC BEISCTBA

KOHCGpBaHT HNCTpUMHI, BXOI[HH_II/II\/'I B COCTaB Mpcerapara, npu JJIMTCIbHOM WX CJIUIIKOM 4aCTOM
NPUMEHEHUN MOXET BBI3BATh MECTHOE pa3[pa’keHUe IIa3, auNIePrUYeCKUue peakiuu (HKKCHHE,
MOKPAacHEHUE, OUTYIIIEHNEe «MHOPOIHOTO TEJay B IJ1a3y) U MOBPEXKICHUE SMUTEIHS POTOBUIIBL.
4.5. B3aummopaeiicTBMe ¢ [PYrHMH JIEKAPCTBEHHbIMH MNpenapaTtamMu W JApyrue BHAbI
B3aUMOJAeHCTBUSA

Ciyyan HECOBMECTUMOCTH € APYTHMMH IIperapaTaMyi HEU3BECTHBI.

B Tex cnywasx, Korga TpPOBOAMTCS JOIMOJIHUTEIbHAsT MECTHas Tepamnusl TIJIa3HbIMU
KaIIIMU/Ma3siMM, HWHTEpBaJl MEXIy BBeneHueM npemnapara KopHeperenb u Apyrumu
o(TanbMONOrHYeCKMMHU IpenapaTamMu J0KEH COCTaBIATh HE MeHee 15 MuH.

B cuny cBoux ¢usmueckux cBoicTB, mpemnapar KopHeperenb MOXET MNPOUINTH BpeMs
npeObIBaHus IPYTrUX 0PTAIbMOJIOIMUECKUX MPENnapaToB B I1a3y U, TEM CaMbIM, YCUJIUTh UX
nericteue. [Toaromy KopHeperens cieayeT NIpuMeHsTh MTOCIEIHUM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

JlaHHBIE 0 BO3JCHCTBUN TAHTOTEHOBOM KUCIIOTHI IPH MPHEME BHYTPh HA TeUeHHE OEPEMEHHOCTH
U pa3BUTHE ILJI0JIa UK 3/I0POBbE HOBOPOXKJIEHHOTO OTCYTCTBYIOT. OJIHAaKO U3BECTHO, YTO MPHU
preMe BHYTpb MAHTOTEHOBAsI KUCIIOTA, B KOTOPYIO METa0OIM3UPYET JEKCIaHTeHO, CBOOOIHO
MMPOHUKACT UYCPC3 INIAOCHTY W BBIBOAUTCA HYCPC3 TIPYAHOC MOJOKO MPOINOpHHUOHAIBHO

KOJIMYECTBY IPUHATOrO IIpenapara.
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iplaln OB A HOCTE QD03 .
DKCIepUMEHTAIbHbIC KCCICIOBAHUS Ha IKUBOTHBIX I‘BC'JIE'_IEf;lld‘egfa'TlnglfgL' rlgH'roTeHo'BOI/I
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KHCJIOTHI HE BBISIBHJIM MPU3HAKOB TEPATOTCHHOTO UM SMOPHUOTOKCHYECKOTO JCHCTBHSL.
[Tockonbky naHHBIE O KOHIIEHTPAILIMU JIEKCIIAHTEHOJIA (TAHTOTEHOBOM KUCIIOTHI) B TUIa3Me KPOBU
Mocjie MECTHOTO NPUMEHEHHUS B BHJIE TIJ1a3HOTO Telil OTCYTCTBYIOT, IMPUMEHEHHUE Ipernapara
Kopueperens Bo Bpemsi OepeMEHHOCTH W/WIM TPYJHOTO BCKAapPMJIMBAaHHSA BO3MOXHO TOJIBKO
MocCJie KOHCYJbTAallMd C BpadoM, KOrJa OXHJaeMas TMojib3a I MaTepu IMPEBBIIIAET
NOTEHIMATIBHBIN PUCK IS IJI0a U/WIK peOeHKa.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHHu3MaMH

JlexapcTBeHHbI npenapar KopHeperenb OKa3bIBaeT BBIPaKEHHOE BIHMSHHE HA CIIOCOOHOCTD
YIPAaBISATH TPAHCIIOPTHBIMU CPEJICTBAMU U padOTaTh C MEXaHU3MAaMHU.

[Tocne 3akanbIBaHUS Mperapara Ha pOoroBulle 00pa3yeTcs TOHKas IIEHKa, KOTOpask MOXKET
BBI3bIBaTh KPATKOBPEMEHHOE «3aTYMaHUBAHUE» 3PEHUS, CHUKASI TEM CaMbIM CKOPOCTh PEaKIIUHU.
[TosTOMYy K yrpaBieHUIO TPAHCIIOPTHBIMU CPEACTBAMU U MEXaHU3MAMH CJIEyeT MPUCTYNaTh,
KOI'Zla YETKOCTb 3pEHUSI BOCCTAHOBUTCS.

4.8. HexkennaTeibHbIe peakunuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

YactoTa BO3HUKHOBEHHS TOOOYHBIX pEaKIuil KilacCHPUIMpPOBaAaHA B COOTBETCTBHH C
pexomenmanusmu Bceemupnoit Opranusanueit 3apaBooxpanenus (BO3), moOounbie 3¢ ¢heKTh
KJaccu(puIMpoBaHbl O YacTore: odeHb 4yacto (> 1/10), wacro (> 1/100, vHo < 1/10), Hewacto
(> 1/1000, Ho < 1/100), peaxo (= 1/10000, vHo < 1/1000), ouenp peaxo (< 1/10000), gactora

HCU3BCCTHA (Ha OCHOBAaHHMHU UMCIOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

CucremMbl 1 Oprasbl HexenaTenbHasi peakuus HYacrora

pasfpakeHue  Ti1a3,  HalpuMep:
KOHBIOHKTHBAJIbHAST WHBEKIIHS, OTEK

Hapy1eHust co CTOpOHBI OpraHa [KOHBIOHKTHBBI, 00JIb, 3y, OIIyIIEHHE

HewussecTHO
BpEeHUS MHOPOJHOTO TeJa», CJIEe30TeUEHHE,
npexoasuee "3aTymMmaHuBaHue"
BpEHUS.
Hapymenus co CTOpOHBI [Peakiuu runepuyBCTBUTENBHOCTH K |OYEHb pEAKO
MMMYHHOUN CUCTEMBI JIEKCIIAHTEHOJTY HIIH mo0omy

BCIIOMOI'aT€JIbHOMY BCIICCTBY, B TOM

YUCJIC 3y UJIN ChIIIb.
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TLI
Coo0111eHrEe 0 T0I03pEBAEMBIX HEXKEIATENbHBIX DeaKHI/IHg

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENIATENbHBIX PEAKIUAX TIOCIEe PETUCTPAINH
JICKapCTBEHHOTO Tperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIICHHUS
"monp3a - pUCK" JIEKAPCTBEHHOro mNpemapara. MeTuIMHCKUM paOOTHHKAM PEKOMEHIYETCs
coo01aTe 0 JIIOOBIX MOJ03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUAX JIEKapCTBEHHOIO Ipernapara
Yyepe3 HAIMOHATbHBIE CUCTEMBI COOOIIEHHUS O HEXENATEIbHBIX PEaKIUsIX TOCyNapCTB - YJICHOB
EBpa3uiickoro 3K0HOMHU4ECKOr0 COI03a.

Poccuiickas @enepanus.

®denepanbHas cayx0a 1Mo Haa30py B chepe 31paBoOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CraBstHCKas miiomanip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHON ceTH «HTepHeTY:

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

[Tpr mprMEHEHHH TIperapaTa B COOTBETCTBHM ¢ MHCTPYKITUEH MO MPUMEHEHHIO IepeI03HPOBKa
MayioBeposiTHa. [Ipu ciaydaliHOM NpOTJIaTBIBAHMM TIperapara IoKa3aHa CHMIITTOMATHYECKast
Tepamnus.

5. PAPMAKOJIOTMTYECKHUE CBOUCTBA

5.1. dapmakoauHaMHuYecKHe CBOHCTBA

dapMakoTepareBTHYECKas TPyIIa: CPeJICTBA, MNPHUMEHSIEMble B OQTaIbMOJIOTHH, IPyTHe
CpEeICTBA, MPUMEHSEMBIE B O TATBMOIOTHH.

Kom ATX: S01XA12

MexauusMm aeiicreusg. @apmakonmnaamMudeckue 3O HEKTHL.

JeticTByromuMm BemecTBoM mpernapaTta Kopaeperenb sSBasSeTCs JEKCITAaHTEHOJ/TTaHTEHOT —
MPEIIIIECTBEHHUK TTAHTOTEHOBOM KUCIOTHI, KOTOPBINA, TAKUM 00pa3oM, 001Ia/1aeT BCEMHU TEMH KE
OMOJIOTUYECKIUMH CBOHCTBAMHU, YTO U D-TTAaHTOTEHOBAasK KUCIIOTA, KOTOpasi, MPEBPATHBIIUCH B
OpraHu3Me yeroBeka B KopepMeHT A, y4acTByeT BO MHOTHUX Ipolieccax Metabonusma. J[aHHble,
MOJlyYeHHbIE B OKCIIEPUMEHTaX Ha JKUBOTHBIX, CBHUJAETEILCTBYIOT 00 YBEIMYEHUU
nposnpepannu  GuUOpoOIACTOB M HaMMuuu pereHepupymomero s¢dekra. Ilpu HapyxHOM
MPUMEHEHUN JEKCIIAaHTEHOJI CIIOCOOCH BOCIIONHSATH MOBHIIICHHYIO TTOTPEOHOCTh MOBPEKICHHON
KOXH WIHA CIU3HUCTOM 00OJIOUKM B HAHTOTEHOBOM KucCJIOTe. I 1a3sHOM reib 00J1agaeT BBICOKOH
BA3KOCTHIO, YTO MO3BOJIIET JOCTUYb JUIUTEILHOTO KOHTAKTa JEKCHAHTEHOJIA C MOBEPXHOCTHIO

CIIM3UCTON 000JIOYKH TJ1a3a.
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5.2. apmakoknHeTHYECKHE CBOHCTBA

[To pesynpTaTam wW3ydeHUsT MEUYEHOTO TPHUTHEM JIGKCIIAHTEHOJIA YCTAHOBJICHO  €ro
MIPOHUKHOBEHHUE (a7COPOITHsl) Yepe3 KOKHBIE TTOKPOBHI.

Jns  yBenuueHuss NPOAOKUTEIBHOCTH KOHTaKTa BOJHOTO pacTBOpa JEKCHAHTEHONa C
AMUTENIMEM POTOBUIIBI B cOcTaBe mpemnapara KopHeperens comaepkuTcst kapOoMep, KOTOPBIA 13-
3a BBICOKOM MOJIEKYJIIPHON MacChl He MPOHHUKAET B TKAHU IJ1a3HOTO s10J10Ka U He abcopOupyeTcs
B CHCTEMHBI KPOBOTOK.

6. DPAPMAIIEBTUYEKUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

HETPUMU]T

TUHATPUS dAETaT

KapOomep

HATPUS TUAPOKCHU]T

BOJIa JUI1 UHBEKIIUH.

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHMs)

2 roxa.

[Tocne BckpwITHs TYOBI XpaHUTh HE O0s1ee 6 HeeNb.

He ucnonp3oBaTh nocie OKOHYaHUS CPOKA FOJHOCTH, YKa3aHHOTO Ha yIaKOBKeE.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH

B 3amumienHom ot cBera Mecte pH Temneparype He Boiie 25° C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

[To 5 r wym 10 r B TyOBI C TOJOBKOM C COIJIOM M HAaBUHYUBAIOIMIMMCS Konmadkom u3 [19BII.
TyOy BMecTe ¢ HHCTPYKITUEH MO MPUMEHEHHUIO MTOMEIIAIOT B KAPTOHHYIO TAUKYy.

6.6. OcoOble Mepbl TMPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs:
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaAaHUMYJISIIUM C MIPeNnapaToMm.

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccus

000 «baym Xenc»

115093, r. MockBa, BH.T€p.r. MyHULIIMNAJIbHBIA OKpyr Jlanmnosckuil, yn. IlaBnosckas, a. 7,

ctp. 1, nomemr. 1H
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Ten./axc: +7 (495) 510-28-79 (MOCNEOOBATENBHOCTS 0003)

[MpousBoauTensb (Bce cTAANN)

«/p. I'epxapn Mann, Xumuko-®apmarnesruueckoe npeanpustae I MOX», BpyHcoroTrenep
HammMm 165/173, 13581 bepnun, ['epmanust.

7.1. IllpeacraBuTe/ib Aep:KaTesisi PeruCTPAIIMOHHOIO Y10CTOBEPEHU

IIperen3un norpedbuTeeil cueayer HaupaBJsITh [0 aJIPECY:

000 «baym Xency», Poccus

115093, r. Mocksa, yi. [TaBnosckas, a. 7, ctp. 1, momem. 1H

tein./pakc: +7 (495) 510-28-79

E-mail: Pharmacovigilance.Russia@bausch.com

8. HOMEP PET'HCTPAHUOHHOI'O YIOCTOBEPEHUSA

JITT-Ne(007455)-(PT-RU)

9. JATA TEPBUYHOM PEIMCTPAIIMM (IIOATBEPKJIEHUSI PETMCTPAIINM,
HNEPEPEI'MCTPALIUN)

Hara niepoit peructpamuu: 30 okTsaops 2024
10. JATA IEPECMOTPA TEKCTA

OOmast ~ xapakTepuCTHKa JIGKapCTBEHHOro rmpemnapara KopHeperenb  J0oCTynHa  Ha
MH(POPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOrO co3a B HH(POPMALMOHHO-

KOMMYHHUKAIIMOHHOH cetn «aTepHeT» http://eec.eaeunion.org/



