OBIIAS XAPAKTEPUCTHUKA ITPEITAPATA
BU3UH® Komdopt

1.  HAWMEHOBAHME JJEKAPCTBEHHOI'O ITPEITAPATA:
BU3UH® KomdopT

2. KAUYECTBEHHBIN 1 KOJIMYECTBEHHBINA COCTAB

2.1. Omnucanme: [Ipo3paunsblii OT OECIBETHOTO 10 CBETIO-KEJITOTO IIBETA PACTBOP.

2.2. CocraB

eticmeyrowee sewyecmso’ TerpusonuHa rugpoxiopun — 0,50 mr/mi.

Bcnomozamenvhvle sewgecmea: raunepon 99,5 %, runpomeriosa-2910, makporon-400, 6opHas
KHCTI0Ta, HaTpus runpodocdat, HaTpUs UUTPAT, Kallus XJIOPUJ, MarHUs XJIOpUAa TeKcaruapar,
pactBop Hatpus (S)-makrata (50 % pacTBOp), I'TMIUH, aCKOPOMHOBAsl KUCIIOTA, JEKCTPO3BI
MOHOTHIpAT, MOJUKCETOHUS XJIopu/ (monukBaTtepHuym 42) (33 % pacTtBop), BoJa OUHILIEHHASI.

3. JJEKAPCTBEHHAS ®OPMA: Kariu riia3gele.
4, KIMHUYECKHUE JAHHBIE

4.1.  Ilokazanus K npumeHeHUIO

Jns cHATHA OTeKa M TUIEPEeMHH KOHBIOHKTHBBI (IIOKpPACHEHHUs TJa3), OOYyCIOBIEHHBIX
BO3/ICHICTBUEM XMUMHUYECKUX U (PU3n4YecKuX (PaKkTOpOB, TAKUX KaK AbIM, MbUIb, XJIOPUPOBAHHAS
BOJIa, CBET, KOCMETUYECKUE CPEICTBA, KOHTAKTHBIC JIMH3BI.

Jetsim mnazmie 6 JeT Ha3HavyaeTcs MO KOHTPOJIEM Bpayva.

4.2.  Pesxcum 003upoeanusn u cnocod npumenHeHus

[To 1 nnu 2 xanu B nopakeHHbIN T71a3 2-3 pa3za B CYyTKH.

[TponomKUTENBLHOCTD JIEYEHUS JOJKHA OBITh KaK MOXHO KOpOYe, Tepanusi MOKET POBOIUTHCS
TONBKO TPHW HAJIHMYUM COOTBETCTBYIOUIMX CHMOTOMOB. He pexoMeHmyeTcs HempephIBHOE
IpUMEHEHUe npemnapara oosnee 4 qHEH.

Jlemu.

VY nereit crapiie 2 neT npenapar MPUMEHSIOT B TEX XK€ J103aX, YTO U Y B3POCIIBIX.

Jletsim B Bo3pacTe 110 6 JIeT mpenapaT Ha3HavyaeTcsl MoJ] KOHTPOJIEM Bpaya.

Jetsim B Bo3pacte 10 12 neT npenapar cienyer IpUMEHSTh [0/ IPUCMOTPOM B3pPOCIIBIX.
B3pocnvie cmapuwe 60 nem:

Koppekuust 103b1 He TpebyeTcs.

HHCTpYKUMS 110 HCIO/Ib30BAHUIO (PJIAKOHA-KATICJIbHHUIbI

JlexapcTBeHHBIN IpenapaT MOCTABISETCS B YIMAKOBKE, 3aIIMIIEHHOM OT CIy4yallHOTO BCKPBITHSA
JIETbMH.

[Ipy mepBHYHOM HCIOJIB30BAHUU (JIAKOHA HEOOXOAMMO YAAIUTh JIEHTY-KOHTPOJIb IEPBOIO
BCKPBITHSI C KPBIIIKH.

HanaButh cBepXy Ha KpbIKY (pakoHa, OJHOBPEMEHHO IOBOpayMBasi €€ MPOTHUB YacOBOM
ctpenku. CHATH KPBILIKY ¢ (pi1akoHa-KaneJlbHULIBI U IEPEBEPHYTH (DIIaKkoH.

He notparuBaThcsi KOHUMKOM (hIaKOHA IO KAaKUX-JTMOO MOBEPXHOCTEH.



[Tocne mprMeHeHus: 3aBUHTUTH KPBIIIKY (iakoHa-KaIreIbHHIIbL.

4.3. IIpomueonoxazanusn

- MIOBBINIEHHAS YYBCTBUTEILHOCTh K KOMIIOHEHTAM Tpernapara;
- Y3KOYTOJIbHasl TJIayKOMa;

- IGTCKHUI BO3pacT 110 2 JIeT.

4.4.  Ocobvie ykazanus u mepvl NPEOOCMOPOIHCHOCIMU RPU RPUMEHEHUU

Y OOJIBHBIX C TSDKEIBIMU CEPJCYHO-COCYTUCTHIMU 3a00JeBaHUSAMHU (UIIeMHuYecKas OO0Je3Hb
cepaua, apTepualibHas TUIEePTEH3Hs, apuUTMUH, aHEeBpH3Ma), TUIIEPTUPEO30OM,
(beoXpoMOIIMTOMO, caxapHbIM JuabeToM UMy OOJBHBIX, MOJYYAIOIIMX WHTUOUTOPHI
MOHOAMUHOOKCH/Ia3bl WJIM JPYTHe CPEJCTBa, CIOCOOHBIE MOBBICUTH apTepUAIbHOE JaBIICHUE,
nepe NpUMEHEeHUEeM Mpernapara Heo0X0IMMO MPOKOHCYIBTUPOBATHCS C BPAuOM.

Jns cHuKeHus: cUCTeMHOU alcopOuuu mpernapara peKOMEHAYeTCs cierka MpukaTh HallblieM
BHYTPEHHUI yroJl rias3a Juisi 3aKpbITHs HOCOCJIE3HOTO KaHala ¥ He OTKPHIBATh I71a3 B T€UEHUE 2
MUHYT TIOCTIE PUMEHEHUS Tpernapara.

KoHTakTHBIE TUH3HI ClIeyeT CHATH Mepe] 3aKarbIBaHUEM IIperapara U yCTaHOBUTh X HE paHee,
yem uepe3 15 MUHYT.

Ipenapar Busun® KomdopT mnenecoobpa3sHo NPUMEHATh TOMBKO MPH JIETKOM pa3ApakeHHH
ra3. Ecnu B TeueHue 48 4acoB COCTOSHUE HE YIydllaeTcs WU Pa3ApakeHHe U KpacHOTa
COXPAHSIIOTCS WJIM HApacTaloT, CleAyeT OTMEHHUTh Mpemapar M oOpaTuThcs K Bpauy. [lpu
MOSIBJICHUH WHTEHCUBHBIX OoJiell B Tiia3ax, rOJIOBHOW OOJIM, M3MEHEHHM WJIM TOTEpe 3PEHUs,
BHE3AITHOM TMOSIBIICHUU «IJIABAIOLIUX» ISITEH Mepel ria3aMu, MOKPacHEHWs TIiia3, OonH MpH
BO3/ICIICTBUM CBETa WJIM JIBOCHHS B ria3ax, HEOOXOAUMO HEMEIJICHHO oOpaTuThcs K Bpady. He

NPUMEHATh TpenapaT Busua®

Komdopt, ecnu pasgpaxeHue WIM KpacHOTa CBSI3aHbI C
Cepbe3HbIMU 3a00JIEBAaHUSIMHM OpraHa 3peHus: MH(EKUHs, UHOPOIHOE TEJIO MM XUMHUYECKas
TpaBMa POTOBUILIBI.

UpesmepHoe WM IPOJOJDKUTEIBHOE MWCIOIB30BAHUE IIpenapara MOXET IPUBECTH K
MOBBIILIECHHOMY IIOKPACHEHUIO TJIa3.

Venaxusomue kamu Busua® Komdopt comepsxar dpochatsr.

JlanHblil npenapat coaepxut 7,5 MKr ¢ocdaro B kaxaoi karte. Ecnu y manueHta uMeercs
Cepbe3HOE MOBPEXKJCHHE MPO3PAYHOrO CJOS POTOBUIIBI, (ocdaTbl MOTYT B OYEHb PEIKUX
CIy4asX BBI3BIBATh IIOSIBJICHUE MYTHBIX IISITEH HA POTrOBUIE M3-3a HAKOIUICHWS KajblLUs BO
BpeMs JICUCHUS.

He cnepyer ucnonp3oBarh mpemnapar, €Ciad pacTBOpP IIOMEHsUI LBET WIM CTal MyTHBIM. Eciu
UCTEK CPOK I'OJJHOCTHM - HE BBUIMBAHTE €ro B CTOYHBIE BOJBI W HE BbIOpachiBaiiTe Ha ymiuiy!
Crnenyer MOMECTUTH JIEKAPCTBEHHOE CPEACTBO B IAKET U IOJIOKUTH B MYCOPHBIM KOHTEHHED.

OTH Mepbl IOMOTYT 3alUTUTh OKPYKAIOLLYIO cpexy!

4.5. Bzaumooeiicmeue c¢ Opyumu J1eKapCMEEHHLIMU Cpeocmeamu u opyzue Qopmol
ezaumooeiicmeus

3HauMMBIC B3aUMOACHCTBHUS C JPYITHMH JICKAPCTBEHHBIMHU CPEICTBAMU  HEH3BECTHBI.
Heob6xo1nMo mMpOKOHCYIBTUPOBATHCS C BPAuoOM IMEpe UCIIOIIb30BAHUEM COBMECTHO C JPYTUMHU
0 TATEMOJIOTHYECKUMU TIPETapaTaMH.



4.6. bepemennocmo u nakmayus

JlaHHBIX 00 WCHOJB30BaHMM TIpenapaTa BO BpeMs OEpeMEHHOCTH U KOPMIICHUS TPYAbIO
HEJI0CTATOYHO, YTOOBI OIEHMTh PHCK IIOTEHIHAIbHOM TokcuuHOCTH. Ilpemapar Buzun®
Komdopr He cieayer MCHONb30BaTh BO BpeMsi OEpeMEHHOCTH MM KOPMIICHHS TPYyIbIO, 32
UCKJIIOUEHHEM CilydaeB, Korga »dTo abcomoTHO HeoOxomumo. llepen npumeHeHunem
JIEKapCTBEHHOI'O CpEACTBA B IEpPUOJ OEpPEMEHHOCTH WM KOPMIIEHUS TpPYAbIO CIEIyeT

IIPOKOHCYJIbTUPOBATHCS C BPAUOM.

4.7. Bnuanue Ha cnocoOHOCMb YNpaenams mpancnopmHlMU CPEOCmEamMu u pabomams ¢
MeXAHU3IMamu

B penkux ciydasx mocie IpUMEHeHHs ThasHbIX Kanenb Busun® Komdpopr nabmopaercs
pacliupeHre 3padka M BO3HHMKAET 3aTYMAaHEHHOCTb 3pEHUs, KOTOpas MOXET IOBIMITH Ha
CIIOCOOHOCTH YIPABIIATH aBTOMOOMIIEM U MEXaHU3MaMH.

4.8. Heswcenamenvnole peakyuu

Ouenp gacto (> 1/10), wacto (> 1/100, <1/10), meuacto (> 1/1000, <1/100), peaxo (> 1/10000, <
1/1000), owyenp pemko (> 1/10000, BkIrOYas OTHAENBbHBIC COOOINCHHWS), YaCTOTAa HEM3BECTHA
(yacToTa BOBHMKHOBEHHUS HE MOXKET OBITh OLIEHEHA HAa OCHOBAHUH MMEIOIINXCS TAHHBIX ).
Hapywenus co cmoponvl opeana 3penus: 4acTo — pa3Apa)X€HHE CIU3UCTOM OOOJOUKM TIJia3
(Oousib, MOKaJbIBaHUE, XOKEHUE), HAPYIIEHHE 3pPEHHUS; 4YacTOTa HEU3BECTHA — IIOBBILIEHHOE
CJIE30TE€YEHHE, PACILIUPEHHUE 3PAUKOB.

Obwue paccmpoiicmea u HapyweHus 6 Mmecme 68edeHus; 4acTOTa HEW3BECTHA — PEaKIUU B
MecTe BBEJCHHSA (BKIIOYAs MOKEHHE B TIJa3ax W OOJIACTH OKOJIO TJja3, IOKpacHEHHeE,
pasapaxeHue, 0TeK, 00JIb U 3y1).

Bo03MOXHBI aliepruyecKie peakiym.

[TpomomKUTEIPHOE WIIM YacTO€ WCIOJIB30BAHUE Mperapara BHI3HIBAET NMPUBBIKAHHE U MOXKET
SABUTBHCS IPUIMHON PEAKTUBHOMN THIIEPEMHUH.

[Toce mpekpalieHus Teparnuy MOXeT Pa3BUTHCS PEIUANBHPYIOIIAs Ba30AUIIATAIHS.

4.9. Ilepeoo3uposeka

[Ipy mpUMeHEHWH B COOTBETCTBHHM C HHCTPYKIIMEH PHUCK BO3HHUKHOBEHHS MEPEI03UPOBKH
MUHUMAJIEH.

Opnako B cllyyae HEOCTOPOKHOTO ToOMagaHus B kemynouHo-kumieyHbld TpakT (KKT)
BO3MOXXHBI CJIEAYIOIIHME CHUMITOMBI MEPEIO3UPOBKH: pACIIMPEHHE 3paudka, TOLIHOTA, LHaHO3,
JIUXOpajiKka, CYIOpOTH, TaxUKapAus, apuUTMHUsS CepJIa, OCTAaHOBKAa Cep/lla, TOBHIIICHNE
apTepHallbHOTO JaBIIEHUS, OTEK JIETKUX, HApYIICHUS JbIXaTeNbHON (QYHKIMH, (YHKIITU
[EHTPaIbHOW HEPBHOW CUCTEMBI, KOMA.

Puck pa3BuTHS CHUMIITOMOB MEPEIO3UPOBKH, CBSI3aHHBIX C BCACHIBAHMEM Ipenapara, BBICOK Y
HOBOPOXKJCHHBIX M MAJCHBKUX JeTei, 0coOeHHO mpu mnporiaTeiBanuu. Coolmanoch o
AMHUYHBIX CIy4asX CHI)KCHHUS apTepuajIbHOro aBJeHHs, OpaauKapIuH, COHJIUBOCTH,
CHW)KCHHSI TEMIIEPATYPHI Tea.

AHTUIOT TETPU30JIMHA TUAPOXIOPUIA HEU3BECTEH.

[Ipu cnyyaitHOM mpuemMe BHYTPb [JIsi YMEHBIICHHsI BCACHIBAHUS Tperapara U3 >KeIyAo4HO-
KHUIIEYHOTO TpaKkTa Ha3HAYalOT AaKTHUBUPOBAaHHBIM yroilb, TMPOMBIBAHUE JKETYAKa, MPHU



HEOOXOJUMOCTH MPOBOJAT CHMITOMAaTHYECKOE M TMOJJAEpXKHUBAlollee JeueHue (MHTaIsnus
KHCIIOpPO/1a, UICKYCCTBEHHOE JBIXaHUE, KOHTPOJIb apTEPUAIILHOTO JIaBJICHUS).

[Ipy MecTHOM NpPHUMEHEHUHU pe3yJIbTaTOM MEPEeJO3UPOBKH IpernapaTa MOTYT ObITh YYBCTBO
FOKEHUSI U peakTUBHAs rumepemMus. B ciyuae mepeo3MpoBKH PEKOMEHAYETCS MPOMBITH Ija3
(bU3HOIOrHYECKUM PACTBOPOM.

[Ipu npornaTeiBaHUM cOAEpKUMOro (hJIaKoHa WIJIM TOSBICHUH JIIOOBIX CHMIITOMOB
Nepe03UPOBKH CIIEAYeT HEMEJIEHHO 00paTUThHCS K Bpauy!

5. ®APMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakxoounamuueckue ceéoiicmea

dapmakorepaneBTuueckass rpynma: CpencrtBa, mpuMmeHsieMble B O(TaIbMOJIOTHU.
CHUMIIaTOMUMETHKHU, UCTIOIb3yEeMbI€ B KAU€CTBE JEKOHT'€CTAHTOB.

Kon ATX: SO1GAO02.

TeTpusonuH sBIsSETCS MNPOU3BOAHBIM HMHUJIA30JIMHA, ArOHUCTOM alb(a-aJIpeHOPEIenTOPOB,
NPUMEHSIEMbIM B KauecTBE O(TaTbMOJIOTHYECKOr0 JEeKOHTecTaHTa. Kak cHUMIIaTOMUMETHK
o0JaiaeT cocyI0CYKUBAIOIINUM JCHCTBHEM U YMEHBIIAET OTEK.

OddexT pa3BuBaetcs uepe3 60 ceKyH Mocie MPUMEHEHUS U TPoJoikaeTcs 4-8 4acos.
Maxkporon 400, riuuepuH, THIPOMEIIO3a, BXOISIIME B COCTaB Ipernapara, OKa3bIBaIOT
JUIMTETbHBIA YBIAXKHIIOMMK 3((EKT MpH HUX HCIOJIb30BAHMM B KaIIAX TJa3HBIX 3a CYET
CIIOCOOHOCTH MOAJIEP)KUBATH CIIM3UCTBIE 00OJOYKU B YBIQKHEHHOM COCTOsSIHUU. VccnenoBanue
pa3oBoOil 103kl Mpemnapara, MPOAEMOHCTPUPOBAIIO, YTO MO COOCTBEHHOW OIICHKE MAIlMeHTOB,
yepe3 JBE MUHYTHI MOCIIe TIEPBOr0 MpUMEeHeHus mpenapata 6onee 60% MalMeHTOB MOJHOCTHIO
WIM YaCTUYHO COIVIACWIIMCH C TEM, YTO MX TJla3a YBJIAXHEHbl M OCBEXEHbI. YKa3aHHbIC
OIYIIEHUS YBIAXKHEHUS U OCBEXKEHUS COXPAHSUINCh B TeueHue 12 4acoB mocje OJHOKPATHOTO
MPUMEHEHHUS TperapaTa.

5.2. @apmakoKkunemuueckue ceoicmea

[Tpu npoenenuu oo6cinenoBanus y 10 3M0poBBIX TOOPOBOJIBIIEB MOCIE MECTHOTO MPUMEHEHUS
IJ1a3HBIX Karejidb B TEPANeBTUYECKHUX JI03aX KOHIEHTPAIMH TETPU30JIMHA O0OHAPYKUBAJIMCh KaK B
CBIBOPOTKE KPOBH, Tak M B Moue. CpemHWi Tepuoj TONYBBIBEICHHUS W3 CHIBOPOTKH KPOBHU
COCTaBMJI OKOJIO 6 dbacoB. [lokazarenw CHCTEMHOTO BCAachIBaHUS Tpenapara OTIHYAIUCH TI0
MalydeHTaM, MaKCHMaJlbHas KOHIIGHTpPAllUsl B CBHIBOPOTKE KpoBU BapsupoBaiach oT 0,068 mo
0,380 nanorpamm/mi. Ilo mpomectBuu 24 4yacoB y BceX MAalMEHTOB B Moye ObLT OOHaApy»KeH
TETPU30JINH.

5.3. /Joxnunuueckue oannvle no Hezonachocmu
JlaHHBIE OTCYTCTBYIOT.

6. ®APMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuensv 6cnomozamensHuvlx eeujecme

['munepon 99,5 %, runpomernosa-2910, makporon-400, 6opHas kuciaoTa, HaTpus ruapodocdar,
HaTpUs LUTPAT, Kallus XJIOpU, MarHus XJIOpuJa rekcarujpar, pactsop Hatpus (S)-nakrara (50
% pacTBOp), TIUIMH, aCKOPOMHOBAsT KUCJIOTA, JEKCTPO3bl MOHOTHIPAT, MOJUKCETOHUS XJIOPHU/T
(momukBaTepauyM 42) (33 % pacTBOp), BOa OUHUIIICHHAS.



6.2. Hecoemecmumocmso
Henpumenumo.

6.3. Cpok xpanenusn

3 roxa.

Cogepxumoe OTKPHITOro (pirakoHa CleAyeT UCIOJIb30BaTh B TEUCHHUE 3 MECSIIEB.

He ucnonp3oBaTh npenapar mo UCTEYEHUH CPOKa FOJJHOCTH, YKa3aHHOTO Ha yIaKoBKe!
6.4. Ocobvle mepbl nPedOCmMOPOIHCHOCHIU NPU XPAHEHUU

XpaHuTh pHu Temneparype He Boitie 25 °C.

XpaHUTh B HEJOCTYIIHOM JUJIsl IETEN MECTE.

6.5. Tun u cooepicumoe ynaxoexu

Kammu rtnasueie 0,05%. Ilo 15 mMn mpemapara B IUIACTUKOBOM (pJIaKOHE C KameJbHBIM
YCTPOMCTBOM M 3aBHHYHMBAIOIICHCS KPBIIIKOH, OCHAIIEHHON (DYHKIIMEH 3amuThl OT JETEH, C
MOJIUATUIICHOBOM JIEHTOW — KOHTPOJIEM MEPBOTO BCKPBITUA. OAuH (PIIakoH ¢ MHCTPYKIMEH Mo
MPUMEHEHUIO B KAPTOHHOM MayKe.

6.6. Hucmpykuuu no uCnoJjib306aHUI0, XPAHEHUIO U YHUUM O0)ICEHUIO
JIro0oli HEUCHoNIb30BaHHEIN MNPOAYKT WM OTXOAbl HOOJIKHBI OBITE YTUIIU3UPOBAHBI B
COOTBCTCTBHUHU C Tpe6OBaHI/I${MI/I MCCTHBIX KOMIICTCHTHBIX OpraHH3aHHﬁ.

7. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
000 «IxertTHJI», Poccus
121614, r. MockBa, BH.Tep.T. MyHHLIMIIATbHBIN OKpYyT KpbuiaTckoe,

yi. Kpputarckas, a. 17, k. 3,
telr. +7 495 726-55-55

7.1. OPIrAHM3ALIMUA IPUHUMAIOIIASA NIPETEH3UN
000 «IIxernTHJI», Poccus

121614, r. MockBa, BH.Tep.I. MyHULIUNIAJIbHBIN OKpyT Kpbliarckoe,
yn. Kpeunarckas, 1. 17, k. 3,

tei. +7 495 726-55-55

OnexTpoHHas noyra: safetyru@kenvue.com

8.  HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
9.  JIATA MEPBUYHOI PETUCTPALINUA

10. JATA NOCJEIHEI'O HEPECMOTPA 1OKYMEHTA
Hrons 2021 1.



