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BuramMoxc — Texer adcTka-nrantsis JIB)

JICTOK-BRAANLIM - HHGOPMALKE I8 NauuenTa
Buramoke”, 5 mr/ma, Kanim raasnbie

JleiCTRYIONMEE BEMIECTBO: MOKCH(AOKCALIHH

Ilepe/i npUMEHENHEM NPENAPATA NOANOCTHIO NPOYHTANTE JHCTOK-BRAAALIL, NOCKOTLKY
B HEM CONCPAATCH BAKIbIC 148 Bac ceeaenns.

e Coxpannte nMcToK-BRAabi, Bosmoxuo Bam notpebyerca npounTaTh €ro ewe pas.

e FEcau y Bac BOIMMKIM JIONONMMTENLHBIC BONPOCH, ODpaTHTECH K Jjievamiemy Bpaty
JICHAUIEMY BPayy WiH paGOTHHKY AIITEXH HIH MCAHIMHCKOR cecTpe.

e [llpenapar nasHaven umenno Baw, He nepeaasaiite cro Jpyrum JOAsM. On Moxer
HABPCAUTH MM, LAKE ECITH CHMITTOMBL WX 3200ICBaHHA COBNANAIOT C Baummmu.

o FEcany Bac Bo3HuKAM KaKue-THO0 HEKCAATEIbHLIE PEAKIMH, 0GPATHTEC K IeHalleMy Bpaty
wi paboTHHKY ANTEKH WIH MCIHUMHCKOR cecTpe. JlaHHas PEKOMEHALMA PacpOCTPAHACTCA
Ha OOBIE BOIMOKHBIC HEKCIATEILHLIE PEAKLHH, B TOM YHCNE HA HE NCPCHHCIEHHEIE B pasacinc

4 nUCTKa-BKIaabIa.

Conepaanne JRCTRA-BRAAALIIA
. Yro u3 cela npeacTasiseT npenapar Buramokc® # 1A HEro ero NpUMEHAIOT
O yem cheayeT 3HATH NEPE/L NPHMEHEHHEM nIpenapara Buramoxc”™

[Npumenrenue npenapara Buramoxc®

-

BO3MOXHEIE HEXKCHATCIBHBIC PEAKUIMH

Xpanenue npenapara Buramoxc®

T

Conepxumoe YIakoBKH ¥ NPOYHE CBE/ICHHA

1. Yro w3 cebn npeacrasaser npenapar Buramoke™ o L1 9€ro ero npHMensior

I'maskbic kanan  Buramoxe® comepkar acicTyiomee BEmIECTBO MOKCHIOKCALMH
GTOPXHHONOHORLI AHTHOMOTHK, BKTMBHBI B OTHOWEHHM WHPOKOro criekTpa GaxTepwii,
criocobHuX BeBBaTh rnasHeie wHdexumn. [penapar Buramokc® nokaszan i JeHeHHS
THOMHBIX  GaKTepHaNbHBIX  KOHBIOHKTMBHTOB,  BbI3BAHHBIX  HYBCTBMTCIBHBIMM K
MOKCH(IOKCAUHHY WITAMMAMH MHKPOOPIaHHIMOB. AHTHOMOTHK, COACPKALMACA B IIasHbIX
karisx Buramokc®, sddexrieen B oTHOWCHMM HE BCEX MHKPOOPraHuiMoBn. IIpumenenuc
HCNPABHABHO BHGPAHHOrO MAM HEMPABIILHO AOINPOBAHHOID AHTHOHOTHKE MOKCT BhIIBATE
ocaokHeHHA. [103TOMY HHKOIA He HCNONB3YHTE FIa3HbIE KAIUTH Buramokc® camocTosTenbHO

N8 neueHHs apyrux 3abonesammii win Apyrux mojeli. B caydac BOIHHKHOBCHHMA HOBHIX

16102023 BY PIL 2000-04-24, FAEL PL 023.04-28, CDS v. 20 2121.07.22 cp lm7
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FAA3HBIX MHPCKUMA B JaisHemeM He Henons3yiTe npenapar 6e3 NOBTOPHON KOHCYALTALMK C
Bpa4om.

2. O uem caeayer 3HATH Hepea npHMeneHnem npenapara Buramoxe®
lpornsonokaanns

He npumensiime npenapam Buzamonc®:

- ecan y Bac anneprus (runepuyBCTBHTENLHOCTS) HA MOKCH(AOKCALIMH HIN ApYIHe
aHTHOHOTHKH IPYNTIbI XHHOMOHOB WK HA JIOOkIE JIPYIHE KOMIIOHCHTE Npenapara

(nepeurcnennsie B pasjene 6 AMCTKa-BKAaAMIIA),

Ocobnie yKa1anus # Mepsi NPeIOCTOPORHOCTH

lMepen npumenenues npenapara Buramoxce™ npokoHCYILTHPYATECH © ICHAMM BPAYOM.

® AJUIEPrHYECKHE PCAKIMH BOZHHKAIOT HEYACTO, @ CEPLeIHbIE PEaKiHi BOIHHKAIOT PEIKO,
Ecan npn npumenenun npenapara Buramoxc® y Bac sozmmkaa aasepruveckas
PEAKIHA (FHNEPUYBCTBRTEALIOCTS) HIN KaKas-NH00 JApYras HeKEAATCIbHAS PCaKius (CM.
pasien 4), NpeKpaTHTE JICHCHNC W HEMELICHHO 0bpaTHTecs K Bpayy.

e Ecan Bu nocure konrakTubie annsst ¥ y Bac ecth Kakue-1r60 NpH3HAKNA HIH CHMITOMb!
rAaIHoR WHQEKUMH, NPEKPaTHTC HOCHTL JHH3L. Bwmecto storo mazenste oukw. He
BO300HOBARHTE HOIIEHHE IHHY, IOKA HE HCHEIHYT NPHIHAKK M CHMITOMBI HHCKIMH H noKa
Bbl HE npekpaTHTC NPHMEHATL Npenapar.

e OreqsocTs ¥ paspuis CYXOKHIHA CAYMAIHCH Y MOACH, NPHHHMAOIWMX (GTOPXHHONOHN
BHYTPb MM BHYTPHBCHHO, OCOOCHNO Y NMOKHILIX NALMEHTOR K ¥ TEX, KTO OJIHOBPEMCHHO
NPHHUMAN FOPMOHANBLHBIC NIpenaparsl (koprukocTeponan). Ecan y Bac noasnserca Soas
HITH OTEUHOCTS CYXOXMIMA (TEHAHHUT), IPEKPATHTE IPUMEHEHHE Npenapara i obpaTHTech
K Bpauy.

e Kax u B ciywac ¢ mobGbiM ApyrdM aHTHOHOTHKOM npuMenenue npenapata Buramokc® »
TEYEHHE JUIMTENLHONO BPEMEHH MOKET MpuUBeCTH K Jpyium uudexumam. B caywac

BOZHWKHOBCHHA HOBON MH(CKUHK NMPEKPATHTE NPHMEHEHHE npenapara M obparurecs K

Bpa4y.

Jlemn
Hmerotea orpanusennsie Janusie 00 2pdiekTHBHOCTH 1 Ge30NacHOCTH NpHMEHENHS npenapara

BHIaMOKC npH JICYCHHH KOHBIOHKTHBHTA V HOBOpoXaeHHuX. [lodtomy, npenapar we
PEKOMEHIYETCA NPHMEHRTE 118 JEYEHHR KOHBIOHKTHBHTOR Y HOBOPOXKACHHBIX.

16.10.2023 BY PIL 2020-04-24; EAEU PL 2023-08-2%, CDS v 2.0 2021-07-22 cp 2’
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Manwentit 65 aer w crapue
Ecan Bam 63 ner wim Gosiee, Byt Moxere npuMensTs npenapar Buramokc™ B 1ex xe 103aX, 4To

H JIPYTHE B3POCBIC NALUMEHTHI.

Jlpyrue npenapatsi n npenapar Buravoxc®

Ecam But npuaHMaeTe WK HEAABHO PHHUMAIH KAKHE-THOO JICKAPCTBCHHBIC NPENAPATE, B TOM
yucae ornyckaemsie 6e3 peuenta, coobuiure 06 FTOM Nedaiemy spavy.

Ecnn But npHMeHAETE APYIHE 1Ia3HLIE KAIH WK Ma3H, BELICPKHBANATE HHTEPBAN HE MEHCE 5
MHHYT MEXKIY NPHMEHEHHEM KaAIOT0 M3 npenaparon. [IasHuie Mas CACAYCT NPUMEHATE B

NOCACAHIONW ONCPCIb.

bepeMennoCTS, rpyaHoe BCKAPMARBAHKE M PEPTHALHOCTH

Ecan But GepeMeHHsl WIH KOPMHTE TPYABIO, AyMacre, 410 salepeMeneiin, wiH niaHHpyere
GepeMeHHOCTh, Nnepefl HAYaNOM MPHMCHCHHA NPENapara NPOKOHCYIALTHPYHTECH C JICHAMM
spadom. Buramoxc® BOIMONKHO nPHMEHATE BO BpeMA OCPeMCHHOCTH WMAM PYAHOrO

BCKAPM/IHBAHAA TONLKO B CITYYae KpaiHeH HeOOX0MMOCTH 110C/IE KOHCYILTALHH C BPAYOM.

Ynpasienue TPAHCHOPTHRIMH CPeACTBAMM H paboTa ¢ MEXAHHIMAMMH
Cpaay nocne npumeticus npenapara Buramokc® y Bac MOKET BOSHHKHYTh HCHETKOCTh IPEHHA
B TCHCHHC KOPOTKOro Bpemexi. He cajurecs 3a pynbs M He paboTaiiTe ¢ MEXaHHIMAMH, NOKa

Baine 3peHne He BOCCTAHORWTCA.

3. Npumencune npenapara Buramoxe®

Beer1a npumensiite npenapar Buramoxc® 8 TOMHOM COOTBETCTBIM ¢ peKoMeH1alHamMK Bamero
spaya. [pn NOSBACHNH COMHEHHRA NMOCOBETYRTECH C NEYALIHM BPavOM,

PexomenayeMan 1038 COCTABIACT OJIHY KAILII0 NPENapara 8 NOPAACHHLIA r1a3/r/iasa Tpu pasa
B CYTKMN.

IMpusmensiite npenapar Buramokc™ ToabKo 175 3aKanbiBanns B riasa,

OGHMHO YAYHMIICHHC COCTOSHHS HacTynaer seper 5 auel. Ecan yayuicHMe HE HACTYNmMio,
HeOGXO0IMMO OOPaTHTLCA K Bpavy. Jleyenne cae/yeT NPOAOIANTS B NOCACAYIOUME 2-3 AHA KK

TaK 040, KaK pexosmeniosan Baw nevauuii spay.

Kak caeayer npumensts npenapar Baramoxc®

16102023 BY PIL 2020.04.24; EAEU PL 2023-04-28, CDS v, 2.0 2021.07.22 cpim7
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e Bosmure daakon npenapara Buramokc® 1 seransTe nepes 3epranos.

* Brimoiite pyxn.

o OTKpyTHTE KPHILLKY.

o [locne cHATHA KPBILKH, €M (PUKCHPYIOUICE KOMBLO A% KOHTPOISA NCPBOrO BCKPLITHA
ocnabneHo, yaanuTe ero nepea NPHMEHCHHEM Tpenapara.

o Jlepxure (hrakon, HANPABKE €rO BHHI, MEXAY GONLIIMM H OCTAILHBIMK NAILLAMK PYKH.

o OrxuHbTe rosioBy Hazal, OTTAHHTE BEKO MHCTBIM NAALUCM TaK, 4TOObI MCAKLY BEKOM
M raazoMm noayunacs okapsady, HeoOxoammo, wrobu kamns nonana 8 sty obnacts
(prcynok 1).

o [loanecnre kon4uk Quakona K raazy. Jlis obnerseHns saxanbBasns MCnOIb3yHTE 3CPRano.

* He npukacaiirecs KANEALULIM 03ATOPOM K 1123y HAKH BEKY, OKpYRAOMWMM obaacram
MR APYTHM NOBEPXHOCTAM. DTO MOKET NOBICYS PAIBHTHE MHPEKIMH B KANIAX NpEnapara,
OCTaBIerocs Bo (uiakone.

® AKKYPaTHO HAKMHTC Ha ocHOBaHHC (iakoHa, YTOOR BUNYCTHTL 110 OIHOM Kanae npenapara
32 OAMH pa3 (PHCYHOK 2).

o Tocae npumerenns npenapara BuraMmokce™ npuaMuTe naieil K yro/iky r/1a3a g HanpasicHum
HOCA Ha 2-3 MHHYTHI (PHCYHOK 3). D10 NOMOXKET NPEAOTEPATHTE NIONAJAHNE NpenapaTa 8
OpraHu3M i MOBLICHT HPPEKTHBHOCTL MCCTHOIO ACHCTBHA Npenapara.

e Ecan Be sakanwueaere npenapar 8 o0a rnasa, BLIMORTE PYKH Nepel HOBTOPEHHEM
ONHCAHALIX BHIE ACHCTBHI IR BTOPOro raasa. 710 NOMOKCT MPEAOTBPATHTL
PACHPOCTPAHEHHE HHPEKIMH ¢ OHOIO 111a3a Ha APYTOR.

o [1707HO 3aKPYTHTE KPbILIKY PAAKOHA CPa3y MOC/C 3AKANBIBAHNS.

e Ecaun xanas He nonaja 8 raas, nonpodyiite ewe pa3.

Ecaun Bui 3akanaiau Gonswme npenapara Buramoxc”, wem caenosano
[Mpomoiite raasa tennoi Bogoil. He sakansiBaiite KamiM, noKa HE HACTYNHT BPEMA JUIA
CACAYIOUIEND 3AIIAHHPOBAHHONO 3AKANBIBAHUA.

Ecan Bui 3abpuim 3akanars npenapar Buravoxc®
16.10.2023 BY PIL 2020-04-24, EAEL PL 2023-04-28, CDS v 2 0 2001407-22 cp dm)
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[Mponomaaiite co crcayomedi 3anIaHHPOBAHHON A03b!. He 3akansisaiive npofinyio o3y,

410l KOMIEHCHPOBATH IPONYIICHHYIO.

Ecan Bu npumensiere Apyrue rianbie Kanam win Mass
BhigepAHTE HE MEHEC 5 MUHYT MEXIY 3aKanhiBaHHeM npenapara Buramoxc® W npuMeHcHHEM

APYIMX Kanens win Ma3u. [nasHeie Main CreyeT MPHMCHATS B NOCACAHIOK OHEPEb.
Ecan y Bac ecTh BOnpocs! 110 IPHMEHEHNI0 NPEnapar, ofpaTurecs K aeuamemy spay.

4. BoamoAknbIie HUKCIATEALHBIC PeaKuny

Kak # 8 cryqae ¢ moObIMH JpYIHMH TIpenapaTaMi, ¥ HEKOTOPBIX NALKCHTOR, HO HE Y BCCX, Ha
(oHe NPUMEHECHHA IAHHOIO NPENAPATa MOTYT PA3BHTHCA HEAKCAATC/ILHBIC PEAKIIHH.

B Goasmmncree caysaes Bui mokere npoaoKath NPHMEHNATL KAILTH, CCOM TOABKO

NOCACACTBHA HE ABJIFIOTCA CCPHCIHBIMH H HE PA3BHBACTCA TAXKEIAA ANNCPruYecKan peaKiHa.

Ecan y Bac paisuBacrcs THReIAN AUICPIHYECKas Peakuus M NPOHCXOanT awboe u3
CACAYIOMKX ABACHNH, HEMELICHRO NPEKPATHTE NPUMEHEHNEe npenapara Buramoxc®
cpazy ®e coobmmre of ITOM CBOEMY BPAvy: OTEK PYK, HOT, JIOABIKEK, AHUA, ry6, pra win
ropna, KOTOpsAl MOXKeT BbI3BATH 3aTPYAHEHHE MPH TJIOTAHHM WIH ABIXaHHW, Cbillb HIH

KpanHBHHLA, GOMBIIHE 3AN0HEHHLIE KHAKOCTHIO (1Y 3hIPH, 3B,

JIpyrue BO3MOAKHbBIC HEAKCAATEALHBLIE PEAKITHN, KOTOPLIE MOTYT HAG11014THC UPH NpHeve
npenapara Buravoxc™

Yacro (MoryT BosHnkars ne Goaee yem y 1 wenonexa us 10)

bosb B raasax, pajipaKeHne raas,

Heuacto (MoryT sosunkats ne Gonee yem y 1 wesonexa us 100)

Toueunbiii KEPATHT, CYXOCTS 17143, KPOBOHITHAHNA B KOHLIOHKTHBY, MHIEPEMHUS I1a3, Ma3HON

1y/1, OTEK BeK, riazHoil auckomopr, roosias 6onb, HapyleHHe BKyCa.

Peaxo (MoryT Bo3snukath He Hosee wem y 1 wenosexa us 1000)

[TOBPEAACHHE INHTEHA POFOBHLIbLL, NOBPEKACHHE POTOBHLLL, KOHBIOHKTHBNT, Gaedapur, oTex
71233, OTCK KOWBIOHKTHESL, JATYMAHHBAHUC 3PCHMUA, CHHAKEHHE OCTPOTHI IPEHHA, ACTCHOMMA,
IPHTEMA BCK, CHIDKEHME reMOrnobHHa, NapecTelns, HasalbHbiA auckoMpopT, rA0TOYHO-
ropranias 6o/b, OULYIIEHHE HHOPOAHOIO Tena (B ropae), peoTa, NOBLILICHHE YPORHA AJIT,
raMma rayramuirpancdepasul.

16 102023 BY PIL. 2020-04-24, EAEU PL, 2023-04-28, CDS v 2.0 2021-07-22 cp Sm7T
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Hen3BecTHo (HEBOIMOAKNO OHEHHTE HACTOTY N0 HMEIOMMMCS TAHHBIM)

IHAODTATLMHUT, AIBEHHKIT KCPATHT, IPOIUA POrOBHILLI, HCTOHUEHHE POTOBMIIM, YBETHYEHHE
BHYTPHITIA3HONO MaBJIEHHS, NNOMYTHEHHE POrOBHLILL, POFOBHYHBIH HHYHALTPAT, OTAOKCHUS Ha
POTOBMUE, WLICPIHA T71a3a, KEPATHT, OTEK POrOBHIBL, CBETODOAIML, OTEK BEK, YBCAHUYCHHOE
CACI00TACACHHE, BBUICICHHA W3 11a3, OULYIICHHE MHOPOJAHOTO TC/A B a3y, MOBBILIEHHAR
HYBCTBHTENLHOCTE MMMYHHOH CHCTCMBI, TFONOBOKPYAEHHE, YHalicHHOe cepaueduenne,

OQJILILIKR, TOWHOTA, IOKPACHEHHE, Chillb, 3V, KpanKBHKHLA,

Coobmenne 0 HEKEAATEABHBIX PCARIHAX

Ecsm y Bac po3nHKkIH Kaxne-TH00 HeXeNaTenbHbie PEaKiii, NPOKOHCYIbTHPYHTECH ¢ BPauoM.
HanHas peKoMeHAAURA PACTIPOCTPRHACTCA HA JIODBIC BOIMOKHLE HEKEIATENLHBIE PEAKIHH, B
TOM HHC/IC H HA HE NEPEUHCIICHHBIC B IAHHOM JIHCTKE-BRAABIIC,

Cooluas 0 HexenareabHbIX peakuusx, Bui nomoraere noayunts Goaswe ceegesuit o

GezonacHocTH npenapara.

5. Xpauenwe npenapara Buramoxc®
py Temneparype ve spiue 30°C B HEAOCTYTHOM Ans ACTCH MecTe.

He npumenaiite npenapar nocie HCTeYeHHs CPOKA FOIHOCTH, YKAIAHHOIO Ha KAPTOHHOI navke.
Jaroi MeTedeHH CPOKA MOAHOCTH ABAACTCA TIOC/ACAHNI JICHL AaHHOTO MeCALLA.

Hcnonsiopars & Tevenue 4 Hepeinb nocae BCKpuiTHs (riakona, 3anmiumMTe A8ty OTKPHITHA Ha
kopobke. Bubpocute daakon uepes 4 Hene/in nocne neproro OTKPLITHA, 4T00L! NPeIOTBPATHTL
HHPUUMPOBAHKE M HCNONB3YHTE HOBBI (aakoH.

He sribpachisaiite (He BhUIHBAHTE) nmpenaparsl B KananH3auuio (sogonporos). Yrounure y
paboTHHKE ANTEKH, KAK YTHAHIHPOBATH NPENapart, koTopsiit Gosbiie He noTpebyercs. ITH Mepst
NO3BOJAST SAUMTHTH OXPYKRIOUIYIO CPEILy.

6. Conepaumoe ynakoBKH U NpPOUHe CBEJCHNS

Yro copepxnt npenapar Buramoxc®

JleiicTByloniee BEILECTBO - MOKCH(pROKCALIMH.

| Ma pacrsopa conepxut 5,45 mr mokcnduiokcaunsa rmapoxiaopuaa (coorsercreyer 5,00 mr
mokcuaokcaunna). [pounmy HHrpeaHeHTaMH (BCIOMOTATE/ILHLIMH BELIECTBAMH) ARINIOTCA:
HATPHA XJOPHJL, KHCAO0TA BOPHAR, XJIOPHCTOBOIOPOIHAN KHCIOTAa H/HIH HATPHR MHAPOKCH (A8

noseacHus pH), Boaa oynueHHas.
16102023 BY PIL 2020-04-24, EAEU PL 2023-04-28, CDS v. 20 2021 417-22 cp 6m7
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Buramore — rexcr ancrra-sxaaana (JIB)

Buemnwnit pua npenapara Buramokc” n copepaumoe ynakoBkH

Kannu rnasuuie.

lNpenapar npeacrasaser coboit Npo3paylbifi PACTBOP 3CNCHOBATO-XKENTOrO IBCTA,

1o 5 mn 8o uiakoHe-KaneaLHULUE 3 NOIKMITHACHA HIU3KOR oTHocT. TTo | duakony emecre ¢

HHCTPYKLHEH 110 IIPHMCHCHHIO B KAPTOHHO# Kopobke.

JlepAarens perucTpaAuHOREONO YA0CTOBEPeHus
Hoeapruc ®@apma AT, Jluxrurrpacce 35, CH-4056 Bazens, [llseiinapus/
Novartis Pharma AG, Lichtstrasse 35, CH-4056 Basel, Switzerland

Ipomssoaurens
c.a. AJIKOH-KYBPEP u.8., Puaxceer, 14, B-2870 Ilyypc. beabrus /
s.a. ALCON-COUVREUR n.v., Rijksweg, 14, B-2870, Puurs, Belgium

3a moboit nndopmauneii 0 npenapare, a TAKKe B CAYYANX BOIHHKHOBEHHA nperensni
caeayer ODPAMATLCH K JOKANLHOMY NPEICTABMTEII0 ACPAATEAN PErHCTPAUHOHHONO
YAOCTOBEPeHNA:

Pecnyvéruxa beaapycs.:

Mpeacrasureascrso AO «Novartis Pharma Services AG» (ILIseiinapckan Kondeaepauns) B
PecnyGnuke benapycn;

220069, r. Muuck, np-r [laepxunckoro, 5, oduc 3-1
Ten.: +375173600365

InexTponnan noyra: drugsafety.cis@novartis.com

Janssiil ANCTOR-BRIAABIN HEPECMOTPEH

IMpoune uerouankn REPopMALHH

VeAoBHS OTHYCKA W3 ANITEK
1o peuenty spava.
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