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Onaranon™, karuiy ria3Heie 1 Mr/mi - Tekct JIUCTKA-BKJIAAbIIIa

JIncTok-BKAaABIN - HHPOpPMaNHs 1J151 NALHEHTa
OnaraHoa™, 1 Mr/mJj1, KanJia rja3Hbie ‘ ] .
g , 090 MU e 7S
JleiicTByIOIIE€E BELECTBO: ONONATaANH )

Ilepen npuMeHeHHEM MpeNapaTa NoJHOCTHIO NPOYHTANTE JHCTOK-BKJIAAII, OCKOJbKY
B HEM coJiepKaTcsi BaxkHble 1J1s1 Bac cBenenns!

e CoxpaHuTe JUCTOK-BKJIabil. Bo3moxxHo, Bam notpebyercs npoyuTaTh €ro euie pas.

e Eciu y Bac BO3HHK/IM JOMOJHUTENbHBIE BONpPOCHL, OOpaTUTECH K Ji€4alleMy Bpauy,
pabOTHUKY anTeKH MJIK MEAMLIMHCKOM CecTpe.

e [lpenapar Ha3HaueH uMeHHO Bam. He nepenaBaiite ero apyrum monsaM. OH MOXeT
HaBpPEIUTh MM, JIaXKe €CJI CUMIITOMBI UX 3a00/1€BaHKs COBNAAAlOT ¢ Bammmu.

e Eciau y Bac BO3HUKIM Kakue-TMOO HeXenaTelbHble peakUuH, oOpaTuTech K Jieyallemy
Bpady, pabOTHHKY anTeK! UM MEAULIMHCKOM cecTpe. JlaHHas peKOMEHIalMsl pacpOCTPaHsET s
Ha 1I00bIE BO3MOXKHbIE HEXeNlaTeIbHbIE PEaKLU1, B TOM YUCJIEe HE NIEPEYHCIIEHHbBIE B paszee 4
JIMCTKA-BKJIa/AblLIA.

CopeprkaHue JHCTKA-BKJIAAbIIA

1. Yro u3 cebs npeacTasiseT npenapat OnataHon™ U Ajs 4€ro €ro NpUMEHSIOT
2. O ueM cleayer 3HaTh nepea NpuMeHeHreM npemnapara Onaranon™

3. Ilpumenenue npenapara OnaraHon™

4.  B03MOXHbIE HEXeENaTeIbHbIE PEaKLUH

5. Xpanenue npenapara Onaranon™

6. ComepXUMO€e YNaKOBKH U NMPOYUE CBEIACHUA

1. Yro u3 cebsn npeacraBiasier npenapat Onatanoa™ H AJIs1 Y€ro ero NpUMeEHsIoT
[penapat OnaTaHoa™ COAEP:KAT AelCTBYIOIIee BEMECTBO 0JI0NATAAHH.

OnonaTajvH — MPOTHBOAIEPrUYECKOe CpeacTBO, O1okaTtop H1-rucTaMHHOBBIX PELIENTOPOB.
OH 1eHCTBYET MyTEM YMEHbIIEHUS! MHTEHCUBHOCTH aJJIEPTHUECKUX PEaKIM.

Hekotopble BelnecTBa (a/UlepreHbl), TaKME KaK MbUIbIA, JOMAIUHSAS MbUIb MM IIEPCTh
’KUBOTHBIX, MOT'YT BbI3bIBaTh aJJIEPrHYEeCKUEe PEaKLMH, IPUBOAAILME K 3y/y, IOKPACHEHHUIO, a
TaK)KE OTEKY MOBEPXHOCTH Ij1a3a.

Ioka3aHue K NPHMEHEHHIO

Jleuenue O(TATLMOJOTMYECKUX TPOSBICHUH M CHMIITOMOB CE30HHOIO aJIepruyecKoro
KOHBIOHKTHBUTA.

2. O 4em cJeayer 3HATH Nepe] NpUMeHeHHeM npenapaTta OnaTtanoa™

He npumensiite npenapar Onaranoa™:

«  ecan y Bac ajqeprusi Ha oJlonaTagvH WM Kakue-1u0o Jpyrue KOMIIOHEHTHI Npenapara
(nepeunciieHHble B pa3jeie 6 TMCTKa-BKIabllla).

«  ecnu Bbl KOpMUTE IpyABIO.

Oco0ble yka3aHus H Mepbl IPEA0CTOPOKHOCTH
[lepen npumeHeHueM npenapara OnaraHosn™ NPOKOHCYITUPYHTECH C BPAYOM.
[lepen npumeHeHuem npenapara OnaraHon™ ciieyeT U3BJ€Yb U3 IJ1a3 KOHTAKTHBIC JIMH3BI.
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He npumensiite npenapar y aereii B Bozpacte ot 0 10 3 jer. Her gaHHbIX no 6€30MacHOCTH U
3(dexTHBHOCTH NpUMeHeHHs npenapata OnartaHon™ y feTeil B BO3pacTe /10 3 JieT.

JIpyrue JekapcTBeHHbIEe NpenapaTthbi 1 npenapat Onatanoa™

CoobmuTe nevyaiieMy Bpady O TOM, 4TO Bbl mpuUMeHseTe, HEAABHO MPUMEHSIIH WK MOXKETE
HayaTh NPUMEHATh KaKUe-TMO0 Jpyrue npenapars.

Ecnu Bel npuMensieTe aqpyrue riasHbie Karid Wik Masd 1715 I71a3, BbIACP)KUBANTE HHTEPBAJ HE
MeHee 5 MHHYT MEXIy NPMMEHEHHEM KaXJOro M3 IpenapatoB. [1a3Hble Ma3u cleayer
MPUMEHSATD B ITOCIIEAHIOI OYEPEb.

BepeMeHHOCTb H rPyIHOE BCKAPpMJIMBaHHE

Ecan Bbl GepeMeHHBI HJIM KOPMHTE rpyablo, peanoJaraere, 4To Morju 3abepemMeHerb,
WIM  IUIaHupyeTe  (GepeMeHHOCTb, Tepel  HayajJoM  INpPUMEHEHHMs  [perapara
IPOKOHCYJIETUPYHTECH C JiedaluM BpadoM. He npumensiite npenapar OnataHon™ B Mepuoj
IPYHOTO BCKapMJIMBaHHUSI.

YnpasjieHHe TPAHCIIOPTHBIMH CPeICTBAMH M paboTa ¢ MEXaHH3MAMHU

Cpa3sy nocie npuMeHenus npenapara OnaraHon™ Bbl MOXETE UCIBITHIBAT HEYETKOE 3pEHHUE.
He ynpassiiTe TpaHCIIOPTHBIMU CPECTBAMM U He paboTaiiTe ¢ MexaHu3MaMu, noka Baiie
3peHKe He BOCCTAHOBHUTCS.

IIpenapat OnataHoa™ coaepuT OEH3aIKOHHS XJIOPH/L.

Kaxzpie 5 M1 JaHHOro npenapara coaepkar 0,5 Mr 6eH3aJIKOHUS XJIOPHIA, YTO SKBUBAJIEHTHO
0,1 mMr/mi.

Conepxammiics B mpenapare OmnataHon™ KOHCEPBAaHT O€H3aIKOHHMs XJIOPU MOXeET
a6copOUpOBaTHCS MATKMUMU KOHTAKTHBIMH JIMH3AMU M MOXKET U3MEHATD LIBET KOHTAKTHBIX JIMH3.
I'[epeu MNPAMEHEHUEM IIpEIapaTa Bam HCO6XOZIPIMO CHATH KOHTAKTHBIC JIMH3bI U HA/IETh UX CHOBa
He paHee, 4eM 4epe3 15 MUHYT mociie NpUMEHEHHs npenapara. beH3auKoHHs XJIOPH/ MOXET
BBI3BaTh pa3JApaKEHHE I1a3, 0COOEHHO NPH HATMYMH CHHPOMA «CYXOro» rjasa uim 6osesHei
poroBuisl (MpO3payHblil CIOW MepefHeld uacTd riasa). Eciu nocne npuUMEHEHMs 3TOro
nexapcTBa Bbl uyBCTByeTe HEOObIYHBIE OILyLIGHHE B I71a3y, MOKalbIBAHWE MM 0OJb,
MPOKOHCYJIbTUPYHTECH C JIEYallliM BPa4yoM.

Ilpenapar OnaTtanoa™ coaep:kKHT AHHATPHA PocdaT JoaeKaruapar.

Kaxzple 5 MI1 JaHHOTO Tpenapata couepxar 16,72 mr docdaros (B 63,05 mr qunatpus pocdar
JI0JIeKarupara), 4YTo SKBUBaJIEHTHO 3,34 Mr/mi1.

Eciu, Bbl cTpajgaere OT TSHKEJIOro MOBPEXKIAEHHMs NMPO3PAvyHOro Cjosi B MEpeHed 4acTy riasa
(poroBuiisl), hocharsl B O4EHb PEAKUX CIIy4asX MOTYT BbI3bIBaTh IMOSBJICHUE MYTHbIX MIATEH Ha
POrOBHIIE BCIIE/ICTBHE HAKOIJIEHUS KaJIbLIMs BO BPEMS JICYECHHUSI.

3. Ilpumenenue npenaparta Onaranoa™

Bceraa npuMeHsiiTe npenapar B MOJHOM COOTBETCTBUM C PEKOMEH/IALMAMH JICHAIero Bpaya.
I1py NOsIBJIEHMH COMHEHHMIT TIOCOBETYHTECH C JIeHallliM BpauoM MJIM paGOTHUKOM Al TEKH.
Pexomenayemasi 103a COCTaB/IsI€T OJIHY KaIUIIO Mperapara B IJ1a3 MJHM I71a3a [Ba pa3a B CyTKH,
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YTPOM U BEUEPOM.

Mcronb3yiiTe npenapaT MMEHHO TaKuM 00pa3oM, ecii Bam Bpau He roBopuT Bam aenats nHave.
[Mpumensiite npenapar Onaranon™ B 06a riia3a TONBKO M0 Ha3HayeHHIO Bpaya. [Ipumensiite
Tpenapar CToJIbKO BpeMEHH, CKOJIbKO PEKOMEH/I0BA JIeYallluii Bpay.

Onaranon™ cienyer NpUMEHATh TOJILKO B BHJIE IJIa3HbIX Kamelb.

IlyTh 1 cnocod BBeaeHHsA

i

1 2
. Bo3bmurte ¢iakon npenapata OnataHon™ M 3epKajo.
. BeimoiiTe pyku.
. Bo3bmute pakoH U OTKPYTUTE KPBILIKY.
. [Tocne CHATHS KPBILIKH, €CU (PUKCHPYIOIEE KOIbLO AJIsi KOHTPOJS NEPBOrO BCKPBITHA
ocnabneHo, yjanuTe ero nepesi NpUMEHEHUEM Ipernapara.
. Jlepxxute GiakoH, HAIPaBUB €r0 BHU3, MEXKAY OONBIIMM U CPEJHUM NajIbLaMH PYKH.
. OtkuHbTE ronoBy Hazal. OTTSIHUTE BEKO YUCTHIM MAJTBLEM TaK, YUTOOBI MEXY BEKOM
¥ IJIa30M MOJTy4YrIICcs «kapMany. HeoGxoaumo, 4To6kl Karis nomnaina B 3Ty 061acTh (pUCYHOK 1).
. [TomHecute KOHYMK (pakoHa K riasy. J{ng oOnerdeHus 3aKanblBaHWs MCIOJb3YHTE
3epKa’o.
. He npukacaiitech KaneibHbIM J03aTOPOM K IJ1a3y WM BEKY, OKPYXKarOLMM 00/1aCTAM MK

JPYTUM TIOBEPXHOCTSAM. DTO MOXET IOBJeYb pa3BUTHE MH(QEKIMM B KaluAX Mpenapara,
ocTaBlerocs Bo (akoHe.

. AKKypaTHO Ha)XMUTE€ Ha OCHOBaHHME (hakoHa, 4YTOOBI BBICBOOOJAMTL OJHY KaIlIKO
npenapara OnataHon™ 3a oJIuH pas.

. He cxumaiite ¢uiakoH: oH pa3paboTaH Takum 00pa3oM, 4TOOBI JIETKOrO HaXaTHs Ha
OCHOBaHME ObIIO 1OCTATOYHO IS 3aKarbIBaHUs (PUCYHOK 2).

. Ecnu Bbl 3akanbiBaete npenapat B o6a riasza, HOBTOPUTE OMUCAHHBIE BBILIE LIArH, YTOOBI
3aKanarb rnpenapar Bo BTOpO# rias.

. [1noTHO 3aKkpyTHUTE KpBIIKY ()1aKOHA cpa3y Mocie NPUMEHEHHUS.
Ecnu kanns He nonana B ria3, nonpoOyiite eie pas.

Ecau Bl npumenunsn npenapara Onaranoa™ 6oJibme, 4em cnenonam;
[IpomoiiTe rnaza Ttersioii Bojmoil. He 3akanbiBaiiTe KamiM, MOKa HE HACTYIIUT BpeMs Ui
CJIEJIYIOLIErO 3allJIaHUPOBAHHOIO 3aKalbIBaHHUS.

Ecan Bel 3a0b151 npumMeHuTh npenapat Onatanoa™

Hcnonb3yiiTe OfHY KaIulio, KaKk TOJBKO BCIIOMHHMTE, a 3aTE€M BEPHHMTECH K CBOEMY OOBIYHOMY
PeXUMY JI03UPOBAHHUS.

OnHako, eciu y)Ke MOYTH MPUILLIO BpeMs A CEeIYIOIIEH 103k, IPOIYCTUTE MPOMYILEHHYIO
103y, TIPEXK/IE YEM BEPHYThCSA K CBOeMYy OOBIMHOMY pexuMy Ao3upoBanus. He 3akambiBaiTe
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JBOMHYIO 103y, 4YTOObI KOMIIEHCUPOBATH IPOIYLIEHHYIO.

Ecan Bbl npexpaTuin npumMenenue npenapara Onaranoa™

He npekpamaiite npuMeHEHHE JJAHHOTO MpernapaTa, He IPOKOHCYIbTHPOBABLIMCH C JICUALUM
Bpa4yoM.

[Ipy HamMuuu BONPOCOB MO MPHMEHEHHIO MNpenapara o0paTUTech K JieyalleMy Bpady M
pabOTHUKY anTeKH.

4. Bo3MokHbIE HexeslaTe/IbHble PeaKIHH

ITogo6HO BCEM JeKapcTBEHHbIM MpenapataM npenapat OnartaHon™ MOXET BbI3bIBaTh
HEXeNaTeNIbHbIE PeaKL[UH, OJJHAKO OHU BO3HHMKAIOT HE Y BCEX.

ITpn npumenenun npenapara OnaraHon™ HabMIOAAIUCH CIIEYIOLIME HEXENaTebHbIE PEAKLIUK:
YacTto (MOryT BO3HHKAThH He 0oJiee yem y 1 yesioBeka u3 10)

HexenarenbHble peakliui ¢O CTOPOHBI OpraHa 3peHus

Bonb B rna3sy, pasapaxeHue riasza, CHHIPOM «CyXOro» riasa, Hapyll€HHE 4yBCTBUTEIbHOCTH

rj1asa, oulyuieHue quckoMdopTa B riasax.
OO0111Me HeXeIaTeNbHbIE PEAKIIUU
["onoBHas 60J1b, yCTaJIOCTh, CyXOCTb B HOCY, AUCTEB3HS.

HeuacTto (MoryT Bo3HHKATh He osiee yem y 1 yesioBeka u3 100)

HexenarenbHble peakliii cO CTOPOHBI OpraHa 3peHus

HeyeTkocTh 3peHHs, CHIDKEHUE OCTPOTHI 3PEHUS, HApyLLIEHUS 3pEHH s, BOCNIAJIEHUE MTOBEPXHOCTH
rnasa ¢ MOBPEXJIEHHUEM WM 6e3 MOBPEXIECHHs, BOCMAIEHHE MM MH(MEKLIMS KOHBIOHKTHBBI,
BBIZIEJIEHHS M3 IJ1a3, MOBBIIIEHHAs CBETOYYBCTBUTEILHOCTD, MOBBILIEHHOE CIE30TEYEHHUE, 3y B
riasax, TUIEpeMHUs Ija3, HapyLIEHWE CO CTOPOHBI BEK, 3yH, MOKPACHEHHE, OTEYHOCTb HIIU

TMOSBJIEHHE KOPOYEK IO KParo BEK.
OO611Ke HeXeaaTeIbHbIE PeaKIu

W3mMeHeHHass WM CHHXKEHHAs 4yBCTBUTEJIbHOCTb, OJIOBOKPYKEHUE, PUHHUT, CYXOCTb KOXH,
BOCIJIEHUE KOXH.

Heu3BecTHO (HMCXOAsi M3 MMEKOIIMXCS JAHHBIX YaCTOTY BO3HHKHOBEHHS ONpPENEJHTH
HEBO3MOKHO)

HexxenarenbHble peaKLIMM CO CTOPOHBI OpraHa 3peHus

OrTek a3, OTeK poroBHilbl, U3MEHEHHE pa3Mepa 3pauka.

O061ue HexenaTenbHbIE PEaKIUU

OiplllIKa, yYaleHHe CAMITOMOB aJlJIEPIUU, OTEYHOCTB JIULA, COHJIMBOCTD, OOLIEE HEJOMOTaHHUE,
TOLIHOTA, PBOTA, CAHYCHT, MOKPACHEHHUE U 3yl KOXKH.

B oyeHb peAKHX CiydasX y HEKOTOPBIX MAallMEHTOB C CEPbE3HBIM MOBPEXKIECHUEM POrOBHIIbI
(mpo3pa4Hoii 060JIOUKHM, MOKPBIBAOIIEH MEPEJHIOK YacThb Ija3a), Ha €€ MOBEPXHOCTH MOrYT
MOSBUTHCS MYTHBIE MATHA M3-32 HAKOTUICHHS KaJIbLIUS B MPOLIECCE JIEYEHUS.

Cool1menne 0 HeJKeJIATEIbHBIX peaKIHAX
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Ecnu y Bac BO3HMK/IM Kakie-TMO0 HEXenaTeNbHbIe pEaKLiH, IPOKOHCYIbTUPYHTECH C BPauOM.
JlaHHas peKOMeH/alKsi pacpoCTPaHAETCs Ha JIOObIE BO3MOXKHBIE HEXKENATe/IbHBIC pEAKIUH, B
TOM YMCJIE U HA HE TIEPEUMCIICHHBIE B JAaHHOM JIMCTKE-BKJIA/IbIILIE.

Coobimas O HeXeNaTeNbHbIX PEeaKuMAX, Bbl MoMoraere NONYYUTh Oonblue CBEIACHHH O
0e30MmacHOCTH npenapara.

5. Xpanenue npenapata Onaranoa™

[1pu Temneparype He Bbilie 30°C B HEAOCTYIHOM UL A€TEH MECTE.

He npumeHsiiTe nmpenapar nocjie UCTeYeH s CpoKa roAHOCTH, yKa3aHHOTO Ha KapTOHHOM MavKe.
JlaToii ucTeueHus Cpoka rOJHOCTH SIBJIAETCA MOCAEAHUM IeHb JAaHHOTO MecAla.

WUcnonb3oBaTh B TeueHHe 4 Helelb NOcie BCKPBITUS (akoHa. 3anMIuUTe JaTy OTKPbITHA Ha
KopoOKe.

He BbiGpachiBaiiTe (He BbLIMBaiiTE) MpenapaTsl B KaHATIM3aUMIO (BOJOIPOBOA). YTOYHUTE Yy
paGOTHMKA aNTeKH, KaK yTHIM3UPOBATh pernapar, KOTopbli 6o/biie He NOTpeGyeTcs. ITH Mepbl
TMO3BOJIAT 3ALIUTUTb OKPYKAIOLLLYIO CPENY.

6. Conpepkumoe yNaKOBKH H NIPOYHe CBEICHHUS
IIpenapar Onatanoa™ coaepxuT
JIeliCTBYIOLMM BELLECTBOM SIBJIAETCS OJIONATa1H.

1 M7 pacTBOpa coiepxut 1 Mr osonaraguua (B BUje oyionataauHa ruapoxiopusa 1,11 mr).
BcrnoMoraTeibHBIMU  BEILIECTBAMU  SBJISIOTCS OEH3aJKOHMS XJIOPMJA PacTBOpP, 3KBUBAJIEHTHO
OeH3alKOHMA  XJIOpWJa,  HaTpus  XJjopun,  auHatpus — docdar  momekarujpar,
XJIOPMCTOBOJOPO/IHAS KUCIIOTA KOHIIEHTPUPOBAHHAS W/WIM HATPUs THAPOKCHN (11 IOBE/ICHUS
pH) u Bozia ouuniieHHasl.

BHewmHuii Bua npenapata OnataHoa™ M cofepKHMOe YNaKOBKH

Karnnu rnasssie.

[Ipo3pauHblii WM Clierka ONajleclUpyIOMUi pacTBOp OT GECLBETHOro 10 GJI€IHO-KENTOro
BETA.

[To 5 mn Bo ¢akoHe-KameabHHIE, BKIIOYAIOIEM (IaKoH C KpBIIKOH-KaNelIbHULICH H3
MOJIMATUIIEHA HU3KOM IUIOTHOCTM M 3aKPYy4YMBAIOIIYIOCS KPBILKY M3 mosnunponuieHa. Ilo 1
(baakoHy BMECTE ¢ MHCTPYKLIMEN 10 MEAUIIMHCKOMY MPUMEHEHHIO B KAPTOHHOM KOPOOKE.

JepaTtelib pErHcTPalHOHHOIO Y10CTOBEPEHHS
Hosaptuc ®apma AT, Jluxturpacce 35, CH-4056 bazens, 11IBeiinapus /
Novartis Pharma AG, Lichtstrasse 35, CH-4056 Basel, Switzerland

IIpousBoauTenn
c.a. AJIKOH-KYBPEP H.8., Pusikcser, 14, 2870 I1yypc, benbrus /
s.a. ALCON-COUVREUR n.v., Rijksweg, 14, Puurs, Belgium.

3a m060#i MHpopManuei 0 mpenapare, a TaKKe B CIy4asiX BO3HHKHOBEHHsI NpeTEH3Hi
cieayeT o0pamaTbcsl K MECTHOMY NpPEeICTABHTENIO J[epXKaTesisi PerHcTpanHOHHOro
YAOCTOBEpPEHHS:
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[IpencrasutensctBo AO «Novartis Pharma Services AG» (Llseiiuapckas Kondenepauus) B
Pecny6nuke benapyce;

220069, r. Munck, np-t J{3epxuHckoro, 5, nom.3, opuc 3-1

Ten.: +375173600365

OnektponHas noyta: drugsafety.cis@novartis.com

JIMCTOK-BKJIAABILI MEPeCMOTPEH
IIpoune nerouHHKH HHPOpMAHH

YciaoBus oTHyCKa U3 aNTeK
ITo peuenty Bpaua.

14.11.2023 EU PL 2022-08-24; BY SPC 2020-07-28 crp. 6 u3 6



