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HHCTPYKIHUA
IO MEAVMIINHCKOMY NPUMEHEHUIO ITPEITAPATA
(JIJ1s1 TAIJUEHTOB)
OTUHYM (OTINUM)
COr'JJACOBAHO
HaumeHoBaHue JICKAPCTBEHHOI 0 npenapara MHHUCTEPCTBOM BJIPABOOXPAHEHKﬂ
PECITYBJIMKH BEJIAPYCh
OTHUHYM (OTINUM) {IpaKas MyBACTEpCTBA SAPABOOXPAHEHHA
B HK
OoT c.i/ﬁcw Yk, {3

MexkayHapoaHoe HA3BaHHUeE
XonauHa canuumiar
(Choline salicylate)

Cocras

10 r kanenb COAEPIKUT:

Heticmeyrowee geujecmso. xonuna canuuuniar 2,0 r;

Bcnomozamenvuvie sewpecmsa: rivuepuH, 3taHon 96%, xnopOyraHona reMHIHIpaT, BOAa OYH-
IeHHAs.

JlexapcTBennas popma
Kannu yurssie

Onucanue
IIpo3paunbiit pacTBOp OT GECHBETHOTO OO ¢1ab0 OKPAIIEHHOTO B JKENTHIH IBET C XapaKTEPHBIM 3a-
[1axom.

IMoka3zaHus X NPUMEHEHHIO

- OcTpoe BocnaieHHe cpenHero yxa (oTur), OapabaHHON NEepeNOHKHM (TUMITAHHWT) M Hapy>XHOTO
CJIyXOBOT0O ITPOX0Jia.

- TIEpell MPOMBIBAaHMEM HAPYXXHOTO CITYXOBOTO NMPOX0Ja B ClIyvae OTBEPACBIIEH yIIHON CEPBI IIEpE
npolenypoii € yjlajaeHus.

Pexxum 103upoBaHus U Ccoco0 NpUMEHEHHs

IIpenapaT npeHa3sHaYeH ISl IPUEMa B3POCIBIMH.

Pexxum nozuposanust:

Bispocupie:

TIpu kpamkocpoOuUHOM IeHeHUU MECMHBIX CUMUMOMO8 8OCNANEHUSL CLYX0B020 NPOX00Q:

OOBIMHO 3 - 4 KalliM B CITyXOBOH [POXOJ Kax/ible 6-8 dacoB B TevweHue He Oosiee 3 qHEH.

s pazvmazuenus omeepOesuieti yuiHoll cepol neped eé YOareHuem us yxa.

00BIYHO 3 - 4 KarUTH B HApYKHBIH CITyXOBOM MpoXox Kaxbie 12 4acoB B TeueHue 4 IHEH.

JIuna noxmusoro Bo3pacra:

He tpebyeTcs perymupoBku 10351

JInna ¢ neYeHOUHOH U MOUeYHON Hel0CTATOYHOCTRIO:

Hapymenne GyHKkimn mouek u (WITH) NEYeHW He SBISETCS MPOTHBOMOKA3aHUEM UTS IPUMEHEHHUS
Otunyma, Tak Kak mpenapar MPHMEHSeTCS MECTHO H HE UMEET CHCTEMHOTro BiHsHHs. Het HeoOx0-
AMMOCTH M3MEHSATH 103y U JAHHOM KaTeropuy NallUeHTOB.

Cnioco6 npuMeHeHus

Tlpenapar mpeaHasHa4YeH A5t MECTHOTO MPUMEHEHUS [UTS 3aKalbIBaHUS B yXO.

CaMoCTOSATETHPHOE JIEYEHHE MAIIHEHTOM MECTHBIX CUMIITOMOB CJIYXOBOTO ITPOXO0/a HE HOJDKHO Ipo-
nomkatecst 6onee 3 nHel. [lanneHTOB ceayeT NponHGOPMHPOBATD, YTO OHU JAOJKHBI HEMEIUICHHO
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0BpaTUTBCS K Bpauy, eciid depe3 3 JHs HE HACTYIHT YIy4IICHHE, UIIH €CIIH B TCYCHHC 3 nmHel co
JHS Hayasa MpHeMa npenapara NauneHT NOYyBCTBYET cebs XyxKe.

Ioopobras uncmpyrkyus no cnocoby npumererus npenapama:

1. BLIMBITH PYKH U 3aT€M OTKPYTHTh HABHHYHBAIOLIYIOCS KPBILIKY (prakoHa.

2. Hak/oHWTb TOJIOBY WM Jieuh Ha GOK Takum 06pa3oM, 4TOGBI yXO, KOTOpOe TpebyeT JICUeHHH,
OBINIO TOBEPHYTO BBEPX.

3. JIenuKaTHO MOTAHYTh MOUYKY yXa (HMKHIOIO 4acTh YITHOH PaKOBHHBI) B HAMIPABIICHUH OT IICH.

4. OTxpsITHIH ()1aKOH Tpenapara MOBEPHYTh BBEPX IHOM H, HAXXHMas €ro ¢ IBYX CTOPOH, 3aKalaTh
3-4 KarutH JIeKapCTBEHHOTO CPEACTBA B YXO0, KOTOPOE TPeOyeT JIEUCHHUS.

5. B TeueHHE HECKONBKMX MHHYT AEpKaTh TOJIOBY HAKIOHEHHOW TakuM o6pa3oM, 4TOObI Kamliu
MOTJIM IONacTh B CIIyXOBOM MPOXOJ.

6. M30BITOK )XHIKOCTH BBITEPETh YUCTOH CandeTKOH.

7. 3aKkpHITh (ITaKOH.

JlonoTHUTEIbHBbIE PEKOMEHIALNH, Kacalonecs npuema npenapara OTaaym:

1. Uro6b1 061€rauTh NpUEM Mpernapara, MOKHO HOMPOCHTh MOMOIIK APYTOTO JIMIA HITH MCIIOB30-
BATh 3€PKao.

2. Cnenyer oTCNIEKHBATh, YTOOBI B YX0, B KOTOPOE paHee 3aKalblBajICs IpenapaT, He Iornaia Bo/a.

[IpornBonokazanusi
- THIEPYYBCTBHTENBHOCTL K CaJMIIMIIaTaM, WM JPYTMM HECTEPOHIHBIM MPOTHBOBOCTIATHTEIBHBIM
CPEICTBaM, WM K JIHOOOMY W3 BCIIOMOI'ATEBHBIX BELIECTB.

- TIPeABAPUTEMLHO JIMarHocTHpoBaHHas nepdopanys 6apabanHO#R MEPENOHKH.

- IOSIBJICHUE KPOBOTEHYEHHS UITM BBIACIEHHH U3 yXa.

- TTOSIBJIEHHE CUJIBHOM 00T B yX€ BMECTE € YXYALIEHHEM CIIyXa. COTJACOBAHD ;

- BO3pacTt Miaame 18 JIET. MUHHUCTEPCTBOM 31{?ABOC}X?£\,§{X§I§11§Z‘
PECHIYEIUKH BEJHAPYCH
TIpuxas Muancrepersa 3ApaBoONPATAIL T §

Oco6ble ykazaHusl 1 MepbI MPEAOCTOPOKHOCTH NPH IPUMEHEHHN | Pecayfanii B“‘ apyer
Bo3aukHOBeHHE 6011 JTI0OOTO XapakTepa B yXe SIBIIIETCS MTOKa3aHHEM It KOHchTBTaIII/II/I ¢ Bpa-
q0M.

BO3HUKHOBEHHE JONOJHATENBHBIX CHMITTOMOB (TEMIIEpATypa, BBLACICHUS U3 yXa) MM TTOJ03PEHHE
Ha HaJIM4YHEe WHOPOIHOTO TeJia B CIIyXOBOM IPOXOJE SIBJLIETCS TMOKAa3aHHMEM Jiss KOHCYJIbTAlUHU C
BpauoM.

[Ipenapat npenHa3Ha4yeH AJis BPEMEHHOTO IIPUMEHEHUS [TPH MECTHOM JIEYCHHUH CHMIITOMOB BOCHa-
JIEHUS. HAPYXHOTO CIYXOBOTO Mpoxo/a. B nanHON cUTyallMi MalMeHT HE NO/DKCH MPUMEHSTE Ipe-
napart Oosiee 3 nHel O0e3 KOHCYIBTalMH C BPAaYOM.

B ciyuae BO3HMKHOBEHWS PELMIMBOB 3a00JieBaHusl Bpad JOKEH ONpEIETHTh HEOOXOIXUMOCTh
IPUMEHEHMUSI ITperiapara.

Jleuenue npenapaToM SBIISIETCS CHMIITOMATHYECKUM JIEYCHUEM.

[IpuMeHeHe TaHHOTO TIpernapara MOKET MaCKHPOBATh CUMIITOMBI APYTUX 3a00JI€EBaHUH HApYXKHO-
TO yXa ¥ 3aTpYOHUTH WJIH 3aMEIJTUTh UX MPaBIIIbHOE pacliO3HaBaHHUE.

IIpenapar conepxut xnopOyTarnoaa reMUrHApar.

BsaumopeiicTBre ¢ IpyruMH JIeKApCTBEHHbIMH CPEACTBAMH M APYTHe BHIbI B3aUMO/eiicTBHSA
CoO0TBETCTBYIOINE UCCIIE10BAHUS HE IIPOBOAMIHCE.

[Ipenapar He okasbiBaeT obuiecHcTeMHOro nedcTBHs. OIHOBPEMEHHOE NPUMEHEHHE HECTEPOHI-
HBIX ITPOTHBOBOCTIANIMTEITHHBIX MPETIapaToB MOXET YCHIINTh MECTHOE IEHCTBHE Mpenapara.

@epTHILHOCTH, 0€PEMEHHOCTh H HEPHOJ NAKTALHH
bepeMeHHOCTD
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HeT HOCTATOYHBEIX NAHHBIX B OTHOINCHHH WCIIONBb30BAaHHS XOJIMHA Ccamvuuiara y GepeMEHHBIX
eHIMH. VIMeroumecst JaHHble 00 HCCIICI0BaHUAX Ha )KMBOTHBIX O BIMSHAM Ha TCUCHHC GepeMeH-
HOCTH, pa3BuTHe MOpHOHa (IUI0J1a) U TEYECHNE PONIOB HEAOCTATOIHDL. [ToTeHIMabHBIA PHCK IUTSA
YelloBeKa HemBecTeH. JlaHHBIH TIpenapaT MOXHO HCIIOTb30BaTh OEPEMEHHBIM KEHITMHAM, TOIBKO
noclie peKOMeH IAITHi IeYalero Bpaya, Korja nojib3a UCI0b30BaHMs PCBBIIACT PHCK JUIH wIona.

Ilepuwona makTaunu

HeT HOCTATOUHBIX JaHHBIX B OTHOILIEHHH HCIIOIB30BAHMs XOJIMHA CATIMIIHIATA Y KCHIIMH B TICPHOL
nakTauuy. JlaHHbI TIpenapar MOXHO HCTONB30BaTh KOPMSIIMM JKEHIIMHAM, TONBKO TOCIIC peKo-
MEeH ALl 1evatiiero Bpava, Kor/a nojib3a WCnosib30BaHHus NPEBBIIACT PHCK A pebeHka.

DepTUILHOCTD
He mpoBoanIoch UCCIIENOBaHUMI O BIHUSHNUH HA GepTHIBHOCTE Y JIOACH.

BansiHME HA CIOCOBHOCTb YIPABJIATh TPAHCIOPTHBIMH CPEICTBAMHA H paboTaTh ¢ MEXaHH3-
MaMH

JleKapCTBEHHOE CPEACTBO HE BIMSET Ha CIIOCOOHOCTB YNpaBiATh TPAHCIIOPTHBIMH CPEICTBAMHU H
paboTy ¢ MEXaHHU3MaMH.

HexenartejbHble peakuun

YacToTa BOSHHKHOBEHHS HEXeNaTenbHbIX dP(EKTOB ONpenensercs CIeayromuM o0pa3oM: OUeHb
gacro (>1/10); wacto: >1/100 — <1/10; Heuacto: 21/1000 - <1/100; penxo: >1/10 000 — <1/1000;
oueHb pexo: <1/10 000; 4acToTa HEM3BECTHA (MACTOTa HE MOXKET OBITH ONPE/IEICHa HA OCHOBAHUH
JOCTYITHBIX JaHHBIX).

OGLMe HApYNICHHS W pEakKlMM B MECTe BBEJCHHWA: MECTHBIC PEaKLIUHW TMIEPYyBCTBHTCIBPHOCTH
(MMOKpacHEHHE W 3y KOXKH).

Y GosbHBIX ¢ nepopanmeit 6GapabaHHOH MEPETOHKA MOXKET HaCTYNIHTh HAPYLICHHUE CITyXa BO BPEMA
UCTIONIB30BaHMS TIpernapara.

Ilepeno3supoBka
Jo HaCTOSIIETO BPEMEHH OTCYTCTBYeT HHGOpPMAlKsl, Kacalomascs NepeI03upOBKH IIPeapaToM B
BHJIE YIIHBIX KarleNb y JIIOZEH, W B CBSA3H C 9THM He ChOPMYTHPOBAHE! ONHO3HAYHBIC PCKOMERTIA-
LMH, KACAIOIIHECS JIEYEHNS TEPERO3HPOBKH.

[Ipu3HaKd TOKCHYHOCTH CAJIHIMJIATOB BO3HHKAIOT MOCTIE ymotpebnenust 1o3bl Gonee 150 mr/kr
macch! Tea. OJIHa yrakoBka Tperapata OTHHYM COAEPXKHUT 2 T XOJIMHA CaNMIKIIaTa, 9T0 03Ha4acT,
4TO €ro ciyuailHbli WM HAMEPEHHBIH TPHEM BHYTPb HE SBJISETCS ONIACHBIM IS B3POCIEIX JOMIEH.
CHMIITOMBI, KOTOPBIE MOTYT BO3HHKHYTb [OCIe CITy4aiHOM Mepeno3upoBKH (IpH IpHeEMe BHYTpb),
BKJTIOYAIOT: COCTOSTHHME PACTEPSHHOCTH, TOJIOBOKPYXEHHE, YPE3MEPHOE MOTOOTACTICHHE, PBOTY,
3BOH B yIIAX M TMIIEPBEHTHIIAMIO. B cirydae mpHema BHYTPb OYeHb OOJBUINX 7103 TIpemapara Mo-
KET BO3HUKHYTh YTHETEHHE IIEHTPaTbHOH HEPBHON CHCTEMBI.

B ciydae mepe103MpoBKH TEKAPCTBCHHBIM TPENapaToM Moc/e OpasbHOro NPUMEHEHNs He0OX 0~
MO IIPOBECTH COOTBETCTBYIOLIEE JICHCHUE!

- BBIBEJICHHE XOJIMHA CaJIMIM/IaTa W3 OpraHu3Ma (BKJIHOYas pBOTY, MPOMbBIBAHHE XXEJY/IKa, MpUMe-
HEHHE aKTHBUPOBAHHOTO yIJIf),

- KOHTPOJIb COCTOSIHHS TIALIMEeHTa (TIaBHBIM 00pa3oM, 3@ BOJHO-3JIEKTPOJI
- CAMIITOMATHUECKOE JIEUEHHE (BOCCTAHOBICHHE BOTHO-3JIEKTPO HTHqdeaﬁhrAcE, .
AMype3 NPH YPOBHE CATHLANATOB B Ta3me Gonee 300 mMr/i). pCTBOM SAEL
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DapMaKoTOrHYecKHe CBOMCTBA
DapmakoOUHaMU4eCKue C6OUCmed
dapMakosioruyeckas rpyTina: poune CPEACTBa JUTS JIEHeHHs 3a007ICBaHHH B OTONOTHH.
Kox ATX: S02D
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X oTfHA CATHIIAT SBISETCS IPOM3BOAHBIM CATHIIMIOBON KMCIIOTHI, KOTOPBIH 1OCJIE IpHEMa B yXO

OKA3BIBACT QHAILI'CTHUECKOE M TIPOTHBOBOCTIATHTENBHOE NEHCTBHE.

Mexanu3M NefCTBUS XOJMWHA CATHIMIATA 3aKII04aeTCsl B 00paTUMOM YTHETCHIH (Mo CpaBHEHHIO C

ANETHICATHLIMIIOBOM KHUCIOTOM) aAKTHBHOCTH UHKJIOOKCHICHa3 (KOHCTUTYTHBHOM H JIHMTaHI-

MHIYLUXPOBAHHOM), MepBasi 3 KOTOPBIX OTBEYALT 33 CHHTES MPOCTArIaHIMHOB, BBITOTHAIOMINX ¢bn-

3poNiornyeckie GYHKINHY, a BTOpast — 3a CHHTE3 MPOTUBOBOCTIATHTE/ILHEIX IIpoCTariaHnHOB B Me-

CT€ BOCTIAJICHMS.

Kak Bce HealeTHINPOBAHHBIE CANHLIAIATEI, XONHMHA CATHIMTIAT OKa3bIBACT, MPCHKIAC BCEro, POTH-

BOBOCTIAIMTENbHOE NekcTBre. [0 CpaBHEHHIO C ALETHIICAIMIIHIOBOH KHMCJIOTOM, OKasbIBaeT Gojiee

cnaboe ananbreTiyeckoe neiictare. IT0CKoNbKy cliabee yrHETaeT aKTHBHOCTD IIMKITOOKCHICHA3bI H

HE YTHETAeT arperaunto TPOMOOUUTOB (TyTeM YTHETCHWA CHHTE3a TpomGOKcaHa), Tpu coburoze-

HHH Mep TIPeI0CTOPOKHOCTH MOXKET MPUHUMATBCS TALMCHTaMA C acTMOM, CKJIOHHBIM K KpOBOTE-

YeHHAM, WK NTaUEeHTaMH C TTOUEUHOM HEOCTATOYHOCTBIO.

KpoMe Toro, npy prHeMe BHYTPb CHHIKAET TEMIEPATYPY, a IPH MECTHOM TpHeMe OKa3bIBaeT OTHO-

CHTEJIBHO HEKOTOPBIX MUKPOOPTaHH3MOB cllaboe GakTepHInaHOE InelcTBHE.

CoJiepKaIuiicst B MperapaTe TIHLIEPHH CMATIacT yUIHyo cepy, 9To obJiervaer ee yIalcHue.

IIpenapat He UMeeT CHCTEMHBIX 9QPEKTOB OCIE MECTHOTO IPUMCHCHH.

DapMaKkoKUHemu4ecKue C60Ucmea

HeT ZOCTYNHBIX JAQHHBIX O XOJIMHE CAIMLAIIaTe NPH MPUMEHEHNH B yXO.

I[Ipu MECTHOM MPUMEHEHNH HE BBI3bIBACT CHCTEMHOTO NCHCTBHS. COTJACOBAMO
MIHHCTEPCTBOM BPABOOXPAHEHU S

YciaoBus 0TIyCKA H3 aNTeK PECHIYENVKY BERAPYCh

Ipuxas Muuscrepersa 3 < i€
CTBA BAPABOOXPANCLINLS 4
Bes peLenTa. Pecnybankn Besanyse d

R R

®opma BhINTYCKA

[lo 10 r yuHbBIX Karejib B MOMHYTUICHOBOM (IIaKOHE C KaneJpHuIeH-103aTOPOM, HaBUHYMBAIO-
[eHcs KPBIMIKOH M KOJBLOM KOHTPOJisl 11€pBOF0 BCKPbITHS. DJIAKOH C JIMCTKOM-BKIIA/BIIEM TTOME-
IIa€TCS B KAPTOHHYO MAyKy.

Cpok roasocTu
3 rojga ¢ MOMEHTA BBITYCKa.
JIaHHBIH NEKapCTBEHHBIN MTPEMapaT Hejlb3st NCIOJIB30BaTh MOCIC AaThl, yKa3aHHOW Ha yIaKOBKe.

YcnaoBusi XpaHeHHUA

XpaHUTE B 3AIMIIEHHOM OT CBETa MECTE, IPH KOMHATHOH TEMMEpaType (15-25°C).
He npuMeHSTB JIEKapCTBO 10 UCTEUEHUH CPOKa FOJHOCTH.

XpaHUTh B HEAOCTYITHOM JUJIs IETeH MecCTe.

3asBHTENb
MEJIA ®apma I'm6X u Ko. KT, Benmmrrpacce 1, 61352 bax Xombypr, ['epmanus

Hassanue u agpec NMPOU3BOIUTENS
Ait Cu On IMonsda XKemrys A.O.
35-959 XKemys, yn. [Tuemsicnosa 2, [Tosnbua

Ecnu Bam cmaiu uzéecmHuvl Kakue-1ubo HedceiamenbHble peaKyuy, C6A3aHHble C NpUMEHEHUEM
NpoOYKmMAa KOMNAHUY, 6 M. Y. NDUMEHEHUEM 60 6PeM GepemeHHOCU UNYU KOPMAEHUS 2DYObIO, aubo
BO3HUKUAUE 6 Pe3Y.1bMAMe MEOUYUHCKUX OUUDOK, HeNPAGUTLHO20 NPUMEHEHUR, 3n0ynompebnenus,
nepedo3upo6KY, NPUMEHEHUs He N0 NOKA3AHUAM Ul gcredcmeue BIUAHUSL, CBA3QHHO20 C
NpOGeccUOHanbHOll U HENpogheccuoHATbHOU OesmenpHOCmbIO, N0003pesaeMoli  nepeoaden
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upyemvle ¢
UHDEKYUOHHO20 d2eHMA LU OMCYMCmeueM 3PHEKMUSHOCMU, a MAaKdice accou:e ﬂww S
degpexmom Kxavecmsa, HeobxXoOumo coobupume 06 smom quyy, omeemcm y
apmaxonadsop, no snekmponHomy adpecy info.safety@mylan.com

COTJACOBAHO
MUHHCTEPCTRBOM BIIPABOOXPAHEHHS |
PECTIYBJIMKY BEJAPYCh

Hpuras Musaucrepersa sApaBooXpaBenys
Pecuybnurn Eenapyes

Corr_02_2020




