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OBIIASA XAPAKTEPHUCTUKA JJEKAPCTBEHHOT'O IIPEITAPATA
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1. HAUMEHOBAHHE JIEKAPCTBEHHOIO TIPEITAPATA | U CTEOM S1pAB00 KD A Eian.

Oronekca®, kanmiu yurssie. Hpricas Mutsinereperaa axpasooxpanesits;

\, Lo QL2057 v
2. KAYECTBEHHBII Y KOJIMYECTBEHHBIN COCTAB )

1 MII JleKapCTBEHHOrO NpenapaTa CoIepIKuT:

Heomuuuna cyiabdar — 6500 ME;

nomiMukcnna B cynedar — 10000 ME;

JeKcameTasoHa HaTpHs MeTacyns(odenzoar — 1.0 mr.

[TonHEN epevens BCIOMOTATENBHEIX BEIIECTB, BXOASIINX B COCTAR JIEKapCTBEHHOTO Mpenapara,
IpeJCcTaBlIeH B pazaene 6.1.

3. JEKAPCTBEHHASA ®OPMA
Kannu yimeie.
[Ipospaunas >KHAKOCT CBETI0-XKENTOr0 BETA, TIEHAIIATCS IPU pa3MelTHBaHUH.

4. KIMHUYECKHUE JTAHHBIE

4.1. Iloka3aHust K IPUMEHEHU0

— Hapyxusiif otur Ges nospesknenns OapabaHHOl HepenoHKy;

— MH(QHUUMPOBAHHAS 3K3eMa HApYKHOIO CIYXOBOTO npoxona.

JlanHblii TekapcTBeHHLI mnpemapaT He JOMKEH HCHONB30BATBCH B ciydae nepdopanun
OapabaHHOit TeperoHKH IO NPHYHHE PHCKA 0TOTOKCHYHOCTL.

Heobxomnmo npunnmaTh BO BHHMaHHe ounIMaTbHBle PEKOMEHIAIMH TI0 HaJlJIeKaleMy
HCIIONB30BAHUIO aHTHOAKTEPHATEHBIX TIPENAPATOB.

4.2. PeskuM 103MPOBAHIS H €I0CO6 NPHMEHeHHs

Pesxum o3uposanus

Bspocavie

[lo 1-5 xanens B nopaxenHoe yxo 2 pasa B CYTKH (YTPOM U BeuepoM).

Henmu

B 3aBucumocts ot Bospacta, no 1-2 kannu B MOPaKEHHOE YXO 2 pasa B CyTKH (YIPOM H BEYEPOM).
[Ipo10mKHTETBHOCTE TeUeHUs! 3aBHCHT OT XapakTepa M TSKeCTH 3a00NeBaHHS U ONpeleIseTcs
WHIMBUAYANTLHO. JIpOI0IKHTENBHOCT Teyens o6bIYHO cocTaRuseT 7 THEi.

Criocob mpumenenns

JlexapeTBennpiit mpenapar  Oronexca® OpelHasHaYeH Ui MECTHOTO HpPHMEHeHHs (s
3aKarnbIBaHusA B yXO0).

HeoOxomuMo cHATE KphILIKy BHHTOBYIO ¢ (iakoHa u YCTaHOBHUTH Ha €€ MECTO KaleJbHHILY,
BJIOXKEHHYIO B MAUKy (Kpblika 60sIbIe He noTpebyercs — ee MOKHO BBIOPOCHTE).

[lepen ncnons3oBannem ymHeIx xanens PCKOMEHIYETCS COTPETh (p1akoH, IOJepKaB €ro B pyke
HECKOJBKO MHHYT, 4TOOBI H30€KaTh HENPHATHBIX OINYLICHHH, CBA3aHHLIX C IOMANAHHEM
XOJIOIHOMH KHIKOCTH B yXO.

Hakionus ronoBy 6o NpHHAB FOPH3OHTATLHOE HOJOKEHHE TAKUM obpazoM, 9ToOBI yXo0, B
KOTOpOE HYJIHO 3aKallaTh JIEKAPCTBEHHEIH Ipenapar, GbUIO HAIPABIEHO KBEPXy, 3aKanath
HEOOXO/IIMOE KOJIMUECTBO Kallelh Npenapara, NpeIBapuTeIbHO CHSIB 3AIMMTHBIA KOJIIAYOK ¢
KOHYMKA KaleJbHUIIBI.

IIpy 3akanblBaHHK pacTBOpa B3POCTBIM MM JETSM B BO3pacre crapuie 3 JeT HeoOXOoIMMO
OCTOPOKHO OTTAHYTH YUIHYIO PAKOBMHY BBEPX M Ha3al; NpPH 3aKallbiBaHHH pacTeopa IeTsiM
MIAAIE 3 JIeT — OCTOPOKHO OTTAHYTh YUIHYIO PAKOBMHY BHH3 M HA3AL,

[Tocne 3akanbiBaHms HysKHOTO KOJMUeCTBa Kareb CIIEZlYET HECKOJIBKO pa3 OCTOPOIKHO MOTAHYTh
JUTHYIO PAaKOBHHY B pasHblX HalpaBiCHUAX (BBEpX, BHH3, Ha3al) W Janee JepiKaTh TOJIOBY
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HaKJIOHEHHOH Ha60}( HITHU COXpaHﬂTB rO])H3OHTaHbHOe I[MOJIOYKEHHE B TEYCHHE HPH6HH3HT€HBHO §
MHH)’T, 1ITO{:-)];)I JHKHUIOKOCTh paCHpCﬂeﬂHﬂﬂCb 1o Hapy}KHOM}’ CﬂyXOBOI\’Iy HpOXOI[y.

[Tpn HeobxomuMoCTH omUcanHble neficTBus clellyeT MOBTOPHUTE C APYTHM YXOM.

Ilocne mpHMeHeHMs JeKapeTBEHHOTO fpenapaTta 2akphiTh KOHUHK KalelLHHIL! 3AITHTHLIM
KOJITauKOM.

4.3. llporuBonoxazanms

— M3BecTHas MHAMBHIYyaNTbHAS MOBBIICHHAS UYBCTBHTEILHOCTh K JTIOOOMY M3 HeHCTBYIOLHX
BCLIECTB HJIM K APYrMM CPeicTBaM W3 TPyl AMMHOIIHKOSHIOB, H/MIH K mobomy u3
BCMOMOTraTeILHBIX KOMIIOHEHTOR JIEKAPCTBCHHOTO Mpenapara (CM. pasznen 6.1);

~ HOATBEPIVICHHAA WK pEanonaraeMas nepQoparus 6apabanuoil nepenosKi:

~ BHPYCHEIC HH(EKLHH HApYKHOIO CAYXOBOrO MpoOXoma (BKJIIOUast BETpsHYyIO ocny, Herpes
simplex).

4.4. Oco0bIe ykasanusi u MephbI IPET0CTOPOKHOCTH MPH NPHMEHEeHHH

Ilepen nasnauenuem HPOBEPHUTE NENOCTHOCTL GapabaHHOW mepemonkH. B ciydae nepdopannu
OapabanHOM NepenonKH 3aKanbIBaHe JICKAPCTBEHHOTO MpEapata MOKeT BBI3BaTh HEOOPATHMEIIT
OTOTOKCHYECKHIT S((EKT M HexenaTenbHble MOCICICTBHS Ha CIIYXOBOH M BecTHOY/ISIpHBIH
annapar.

Crneznyer mpepBath Jeuenue [IPH TIPOSBJICHHH KOXKHOH CBINM MJIM JPYrofl MEecTHOH i obmeil
aJlNIePriYecKoil peakiny.

He pexomennyercs mpuvensts nanmbii JIEKApCTBEHHBIA MpenapaT OXHOBPEMEHHO C TIOOLIMU
APYTMH TEPANEBTHICCKUMH CPEACTBAMH I MECTHOTO JICYEHIIS.

He nonyckaercs OIHOBPEMCHHOE NpPHUMEHEHHE JAPYTHX AMHHOIIHKO3HUIOB. [Ipn mecTHOM
[IPUMCHCHHHM HEOMHIMHA W MOJUMHKCHHA B Pa3sBHUTHE aIEPrMYecKOl peakiMu MOJKeT
HCKIIOYHTE  BO3MOXKHOCTE NPHMEHEHMS OPYrux AaHTUOMOTHKOB, OJM3KHX 1O CTPYKTYpe K
HEOMHLIMHY 1 TOMHMUKCHHY B. IlpH amneprun Ha HEOMHIIMH BO3MOYKHA NepeKpecTHas ajieprus
C aHTHOHMOTHKAMH — AMHHOTITHKO3HIAMH.

Hamiuue xoprixocreponna me Bimser ma NPOSIBIICHHE KOMHBIX AJIEPTHUYECKHX peakiuil Ha
aHTHOMOTHUKH, HO MOKET H3MEHSTh KIMHAYECKYIO KaPTHHY &lJIEPTHYECKON peaKiiH.

Crenyer npenynpesxaars CIIOPTCMCHOB O TOM, YTO JIEKAPCTBEHHBIN Tpenapat COIEPIKUT aKTHBHOE
BEIIIECTBO (IeKCaMETa30H), KOTOpoe MOYKeT HaTk MONOKUTEILHYIO PEAKIMIO Ha JOIIHHT-KOHTPOIE.
He rioTate, He BBOAMTE MO naBlieHMeM.

Bo Bpemst npumenenus ClielyeT H30eraTh KacaHusi KOHUNMKA [HIETKH, KaK NaTbLIAMH, TaK U YXOM,
YTOOBI YMEHBUIUTE PHCK UHQUIHPOBaHNUS.

Ecin cuMnTomel He ueuesaror nocie 10-nuesnoro xypea neuenus, namuentT nomken oOpatuthcs
K Bpady Ha NpeIMeT MepecMoTpa IMariosa u CTPATErHH JeUCHHsI.

4.5. Bzaumoneiicrsue ¢ APYTHMH  JIeKapCTBEHHBIMH npenapataMaH H JOpYrHe BH/bI
B3aHMO/IelicTBHS

Hecosmectum ¢ MOHOMHUHMHOM,  CTPENTOMHLMHOM, FEHTaMHIMHOM,  aMUKalMHOM.
HETHIMHIMHOM (YCHJICHHE O0TOTOKCHYECKOro JICHCTBHA).

Hccenenosanus BzauMmoneiictsus HE npoBomuirch. OKUIAETCS MMOBBIIICH HbIi PHCK CHCTEMHEIX
HCKETATCAbHEIX peakuuii Ipu CONYTCTBYIOIEH Tepanuu unruéuropamu CYP3A, Bxiouas
[Ipenaparel, cojaep:Kaliue KoOUIMCTAT. Kombunaunn cnenyer uszberarp, 3a HCKIIOYEHHEM
Cllyqa€B, KOrla TOonb3a OT JIeUeHHs [ICPEBCIIMBAET IOBBIIEHHBIA PHCK CHCTEMHBIX
HEKENaTeNIbHBIX peakini KOPTHKOCTEpOoHnoB. Ecnu koMOuHams HeoOX0oMMa, MalHeHTh
AOJUKHBI HAXOIMTBCS 101 HAOMIONEHHEM Ul BBISBIICHHS] BO3MOJKHBIX CHCTEMHBIX 3()dexToB

KOPTHKOCTEPOH J10B. [ COTJACOBAHO !
é MHHHUCTEPCTBOM 3[[FA BOOXPAHEHUA !
SCIIYBJIWKU BEJIAPYC
4.6. DepTHIALHOCTE, GepeMEeNnHOCT 1 J1aKTamst { e
i IIpukas Munucrepcrsa :s-'uw33(;0.\:;);1:{-.#&-:;19j
L Pecnivinukn Benapves
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OTC}"TCTB}’]OT HOCT}"HHbIC JAHHBIC JIOKIIMHHUECKHX U KIIMHHYECKHUX UCCIIeIOBAHHH O [NPpHMEHEHHH
.quapCTBEHHOTO HpenapaTa B NepHoasbl 6epQMCHHOCTPI H KOpMHeHHH rpy}lbfo. HOHaﬂaHHe

KOMITOHEHTOB JIEKAPCTBEHHOTO NpeliapaTa B CHCTEMHBIH KPOBOTOK TIPH OTCYTCTBHH HapylieHuH
liefocTHOCTH DapabanHoil epenouKku ManoBepoOsITHO.

[Ipumenenne atoro npenapara C/ICAYET pacCMaTpPUBATh BO BpeMs OEPEMEHHOCTH MIIH KOPMJIICHHS
IPYABIO, TONBKO €CIH [10J1b3a OT NPHMEHCHHs TTPEBEIIACT PHCK.

4.7. Biusinne na cnocoGuocrn YOPABJIATE TPAHCHOPTHLIMH CPEJACTBAMH H paborarn, ¢
MexaHHnIMaMH
Heussecrho.

4.8. He:kenaTeannple peakumm

Bosmosnbr annepruyeckue peaxim, PEIKO — KOJKHBIE MPOABIIEHHS.

[Tpn mapymennu nenoctnoctn OapabaHHOll NePenonKN — PHCK TOKCHYECKOTo BO3/ICHCTBHS Ha
CIyXOBOH 1 BeCTHOYMAPHELif anmapar.

Ceslekuns pe3sucTeHTHBIX ITaMMOB 1 pasBUTHE MHKO3a.

Coolugenue o neacenamenvivix peariyusy

Baxcro  coobugams o nodospesaevix HedICenamenvhulX  peakyuax nocie  peaucmpayuu
Aerapcmeennoz2o npenapama ¢ yeasio obecnevens HENPePLIEHO20 MOHUMOPUHEA COOMHOULCHUSL
«nonb3a-pucky nexapemeennozo npenapama.  Meduyurcrunm padomnuxam pexomendyemes
cooduams o modbIx n0003pesaerbix HEJACETAMENLHBIX PEARYUAX NIEKAPCIMEeHHO20 npenapama
HEPE3 HAYUOHANBHBIE CUCTNEMBI COOBUCHUS O HedNCeNamenbHbLY Peaxyusx 20cyoapcme-yienos
Eepasuiickozo sxonomuueckozo coiosa. B Pecnybauxe Benapyce pexomendyemes coobwyame o
HEDICEAAMENLHBIX PEARYUAX 6 UHDOPMAYUOHHYIO 6a3Y DGHNBIX 1O HENCEAANETbH LM pearxyusv
(Oeticmeuam) ua nexapemeenmvie npendpamel,  Grmo4as  coobujenus o wnesgpexmusrocmu
Aerdapemeennolx npenapamos (VII «Lenmp INCNEPIMU3 U UCKBIMANHUL 6 30PACOOXPAHCHUUY
Munucmepcmea sopasooxpanenus Pecny6auxu Benapyco», hitp: www.reeth, by)».

4.9. epenosuposka
B ¢Basu ¢ Hu3KOI cTenenbio abcopdLMK B CHCTEMHEI KPOBOTOK NE€PEN03UPOBKA MATOBEPOSATHA.

S. PAPMAKOJIOTHYECKUE CBOICTBA

5.1. PapmakoauHaMBYecKne cBolicTRA

Dapmaromepanesmuuecran epynna:  Ilpenapatsl mis  nevenus 3aboneBanus  yxa.
Koptukocreponns: s KOMOWHAIIHK ¢ NPOTHBOMHKPOOHBIMH CPEJICTBAMH.,

Koo ATX: S02CA06.

Dapmarodunamura

Kombunuposannsiii [penapar 1y MeCTHOTO PUMEHEHHS B OTOJIAPHHTOJIOTMH.
Tepanesruyeckuii s¢dexr mpenapara Ortomexca® 00YCIIOBJIEH NPOTHBOBOCHAIHTENbHEIM
JNEeHCTBHEM JIeKcaMeTas3oHa H aHTHOAKTEpHATILHEIM JeHCTBHEM aHTHOMOTHKOR HeOMHUIIMHA H
nomimvukeHHa B, Tlpu  coveranun YKa3aHHBIX  aHTHOMOTHKOB  paciuupseTcs CIIEKTP
AHTHOAKTEPHANIBHOTO JEeHCTBUS Ha OOJILIIMHCTBO IPAMIIONIOKHTENIBHEIX H rpaMOTpHLIATEIBHBIX
MHKPOOPIaHM3MOB, BBI3BIBAIOIINX MH()EKLIMOHHO-BOCTIATHTEILHBIE 3a60JIeBAHMS Hapy’KHOTO W
CPEIHErO yxa.

[onuMukcun B

Yyecmeumenvuuvie MUKPOOD2AH UMb

— TPaMOTpHUaTeNbHBIe:  Acineltobacter, A eromonas,  Alcaligenes, Citrobacter freundi,
Citrobacter koseri, Enterobacter. Escherichia coli, Klebsiella, Moraxella, Pseudomonas
aeruginosa™, Salmonella, Shigella, Stenotrophomonas maltophilia.

Yemoituugvie munpoopzanuzmor:

— Tpamnonoxurensusie: Cocci v Bacilli: COTJMACUBAHO
MHHECTEPCTBOM 3/[PABOOXPAHEHUS
PECIIVBJIMEM BEJIAPYCh
[Ipukas Munucrepersa 3APaBoOXpaHeHAR
Pecnybnuku Benapycn
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— rpamoTpuuarenburie: Branhamella catarrhalis, Brucella, Burkholderia cepacia, Burkholderia
pseudomallei, Campylobacter, Chryseobacterium meningosepticum, Legionella,
Morganella, Neisseria, Proteus, Providencia, Serratia, Vibrio cholerae El Tor;

— aHaspodurte: Cocci u Bacilli:

— apyrue: Mycobacteria.

*Kannuueckas >dexturHOCTS NIPOIEMOHCTPHPOBAHA B OTHOLICHHH YyBCTBUTEIBHBIX IITAMMOR

TPH IPHUMCHEHHUH B COYETAHHH C HEOMHUIIHHOM IO YTBEPIKICHHBIM KIHHHUYECKUM MTOKA3AHMSIM.

lIpumevanue: Jlauublii CHEKTp COOTBETCTBYET CHUCTEMHOMY TIPUMEHEHHMIO aHTHOHOTHKOB,

MPHHAUTICKAIINX K CEMEHCTBY 10JMNenTtHaI0B. KoHlUeHTpauus, coszaBaeMas JOKATbHO npu

MCCTHOM NPUMEHCHMH, BBILIC, YEM B CHCTEMHOM KPOBOTOKE. JIAHHBIE O KMHETHKE nperiapara

MOCNIEC MECCTHOTO IIPUMEHECHHUA, (l'JHBHKO-XHMHT-IECKHX YCIIOBHUSX, CIIOCOOHEIX IOBIHMATL HAa

3 eKTHBHOCTE AHTHOHOTHKOB, CTAGMIILHOCTH Tpenapara in sifu, OrpaHH4eHbl.

Heomunnn

Yyscmeumenvnvie muxpoopzaruzmor:

— Tpammonoxutenshble: Corynebacterium, Listeria monocytogenes, Staphylococcus methi-S*;

— TpamoTpuuaresibHeie: Acinetobacter (B uactHocTH Acinetobacter baumannii), Branhamella
catarrhalis, ~Campylobacter, Citrobacter freundii, Citrobacter koseri, Enterobacter
aerogenes, Enterobacter cloacae, Escherichia coli, Haemophilus influenzae, Klebsiella,
Morganella morganii, Proteus mirabilis, Proteus vulgaris, Providencia rettgeri, Salmonella,
Serratia, Shigella, Yersinia.

HYacmuuno upecmenumenvuvie MUKpoopzanusmvi:

— TpamMoTpHuaTenbHile: Pasteurella.

Heuyscmeumensmote muxpoopzanuzmpr:

~ TpaMmonoxuTensusie:  Enterococcus, Nocardia asteroides, Staphylococcus methi-R**,
Streptococcus;

— TpamoTpuuarenwHele:  Alcaligenes  denitrificans, Burkholderia,  Flavobacterium sp.,
Providencia stuartii, Pseudomonas aeruginosa, Stenotrophomonas maltophilia.

— aHadpoOHbIE: 00IUTaTHEIC aHa3POOHBIe MHKPOOPraHHU3MBL.

= apyrue: Chlamydia, Mycoplasma, Rickeitsia.

* Kinmanueckas aextuBHOCTS GRIIA IPOJIEMOHCTPUPOBAHA /111 BOCTIPHMMYMBLIX IITAMMOB 110

YIBEPAICHHBIM KIIMHUYIECKHM I10Ka3aHUSIM B COUETAHHH C MOTHMHKCHHOM B,

** VPOBEHb PE3UCTEHTHOCTH K METHIHJUIHHY cOCTaBageT 0koo 30-50% Beex cTaduIoKoKKoB B

LCTIOM H SABIACTCS HanboJiee pacpoCTpaiCHHBIM B YCIOBHSAX CTallMoHapa.

Hpumeuanue: Jlanupii crnextp coOTBeTCTBYeT CHCTEMHOMY TPHMEHEHHIO aHTHOMOTHKOBR,

MPHHALNICHKAIINX K CEMEHCTBY aMHUHOIHKO3110B. KoHIeHTparmsl, co3napaeMast T0KAILHO npH

MECTHOM NPAMCHEHMH, BBILIE, Y€M B CHCTEMHOM KPOBOTOKE. J[aHHBIE 0 KHHETHKE npernapara

[I0CIC  MCCTHOTO MPUMEHEHHS, (VM3MKO-XHMMHUYECKHX YCIOBHSX, CHOCOOHBIX [OBIMSTL Ha

d(pQeKTHBHOCTD aHTHOHOTHKOB, CTABHIILHOCTH fnpenapara in Siti, OrpaHHYEHBI.

5.2. ®apMakoKHHETHYECKHE CBOICTBA
Ipu orcyrerBuM moBpexneHUs Oapabannoii nepenonkn abcopbUMs B CHCTEMHBIH KPOBOTOK
IPaKTH4YECKH OTCYTCTBYET,

3.3. JlokInHIYecKe AaHHbIe 110 6e30MACHOCTI
JlanHbIe OTCYTCTBYIOT.
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PECII¥BJIMKU
6. (I)APIV[AHEBTI’ILIECKI’IE CBOI"[CTBA Ipukaa Munucreperaa 3APABOOXPAFeHAT
6.1. llepeyens BCIOMOTATEILHBIX BEHICCTB PoonyOmnsn Bexapycs
BopHast kucnora

Jlnmonnas kucnota MoHormpaT

Hatpus runpoxcus (B Buze 1M pacTBopa)

Maxkporon 400
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6.2. HecomecTumocTs
He mpumenumo.

6.3. Cpok roanocrn
3 roga. Cpok roIHOCTH MOCie BeKphITHs 1 MecsL,

6.4. OcoGble MepBI Ipea0CTOPOKIOCTH NpH XpaHeHun
XpaHATD NIPH TEMIIEPAType He Bbiie 25 °C.

6.5. Xapakrep 1 cogepRuMoe ynakopku

[To 10,5 mx BO (hriakone uz nutoro KOPHYHEBOro cTekiia: (rakoHbI-KaleJ IbHUIBI, 00beMOM 15 M,
YKYNOPCHHEIC KPBILIKOH BHHTOBOH B KOMILIEKTE C KOJILLOM TIEpPBOTO BCKPBITHS ¢ BKIIAALIIEM H3
nonusThIeHa. Kaxaeit rakon Bmecte ¢ kamesisnuneit, YNaKoBaHHOH B OJIMCTEP, H JTHCTKOM-
BKJIaIBIIIEM ITOMEIIAIOT B aYKy W3 KAPTOHA.

6.6. Ocobbie  mepbI HPEAOCTOPOKHOCTH  MPH  YHHUYTOKEHHH  HCNOJIB30BAHHOIO
JICKAPCTBEHHOr0  Mpenapata  HAH  0TX0A0B, TMOJYYEHHBIX  MOC/e NpHMeHeHH st
JIEKAPCTBEHHOI 0 NpenapaTa wid padoTsl ¢ HIM

Het ocobOrix TpeboBanmii.

6.7. YenoBus ornycka u3 anrex
Ilo perenity Bpaua.

7. AEPJKATEJIb PETUCTPALIMOHHOT O YAOCTOBEPEHMSI
Pecnybmuka benapyco

000 «DapMTeXHOTOTHA»

220024, r. Munck, yi. Kopixenesckoro, 22.

Tenedon/paxc: (017) 309 44 88.

E-mail: ft@ft.by

8. HOMEP PETUCTPALITMOHHOI'O YIOCTOBEPEHIS

9. IATA NEPBUYHOII PETHCTPALIMN (ITOATBEPK/IEHUS PETUCTPALINN,
HHEPEPEI'MICTPAIINN)

10. JATA IEPECMOTPA TEKCTA

| COTJACU}
| MMHHCTEPCTBOM 57(ra

i BOOXPATEHUY
PECITYBIMKHY BEJIAPYChH
Mpukas D._Im!.m,"rr_q)c'ma 3ADABOOXpaReHTR

E Pecentybangn Benapycs
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