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UHCTPYKUHS IO MEJUIIMHCKOMY NIPUMEHEHUIO

1.  HA3BAHME JEKAPCTBEHHOI'O CPEJICTBA COTJIACOBAHO
daoxcan ria3Has Masb MHUHUCTEPCTBOM 3[JPABOOXPAHEHHUA

1 2 mazu codepocum 3 mz ogprokcayuna PECIIYBJINKH BEJIAPYCH

IIpnxas MuHHBCTEPCTBA 3APABOOXPAHEHHSA
Pecrrybmaxn Besnapycs

2. OBIIAA XAPAKTEPHCTHUKA
MHH: O¢nokcauun or Hr__ A 20l 3 g7
OnHopoaHas Ma3b CBETJIO-XKENTOrO LIBETA. KJIC M é or .0@ » yZ% go_p_{,[,..

3. KAYECTBEHHbBIHA U KOJMYECTBEHHBIN COCTAB
AxTtnBHOe BeuiecTBO: OdnokcauuH

1 r ma3u conepxut 3.0 Mr opnokcaumHa

PazoBas no3a (mosiocka Masu anunHo# 1.0 cm) conepxur 0.12 Mr odokcalHa
BcnomorarenbHble BEIECTBA: MEPCTHBIN XKUP

[TosHell cOCTaB MHIPENUEHTOB: CM. pa3aen 6.1.

3. JEKAPCTBEHHAS ®OPMA
I'na3nag masp

4, KJIMHUYECKHE JAHHBIE

4.1 [Ioka3aHusg K NPHUMEHEHHIO

Mudexuuy nepeaHero oTaena riasa, BbI3BaHHbIE 4y BCTBUTEILHBIMU K O(JIOKCALIMHY
MUKPOOpPraHU3MaMHU: XPOHUUECKUH KOHBIOHKTUBHUT, KEPaTHT, A3Ba POrOBULbI H XJIaMUAUO03.

4.2 [o3upoBkKa ¥ crnocob npuMeHeHus

Ecnu net apyrux ykasanuii, To 1,0 cM nonocku Masu 3akjabBaeTcs 3a HUKHee BEKO GOJIBHOro riasa
2-3 pa3a B lieHb, B ClTyuae XJaMHIUHHON HHOEKLMHU - 5 pa3 B J€Hb.

J1s ria3Horo UCnosb30BaHus.

He pexomeHayeTcst cnosbp30BaTh npenapar 6osee 2 Hefielb.

Obpamumb eHumanue:

IIpu onnoBpemeHHOM npumeneHnu Pokcana ¢ APyrUMH IIa3HBIMH KaIUIAMH /TTIa3HBIMH Ma3iMH,
Heo0X0uMO cobmoaTh 15-MUHY THBIH HTEpBa, @ Ma3b ClieyeT HCIO0/Ib30BaTh MOCTEAHE.

4.3 IlpoTruBonokaszaHus
['Mnep4yyBCTBUTENBHOCTD K OQIOKCALMHY WITH JIFOOOMY M3 KOMIIOHEHTOB TIpernapara.

4.4 Mephl IPeAOCTOPOKHOCTH

He pekomenayeTcst HOCUTL KOHTAKTHBIE JIMH3bI Ha MPOTSXKEHNH BCETO NMEPHO/A JIEUEHUS TIIa3HOM
ma3bio ®Ookcan.

[LlepCTHBIH KHP MOXKET BBI3BATh JOKAILHYIO KOXKHYIO PEaKLUIO (KOHTAKTHBIH JEPMATHT).

4.5 B3sauMoneiCTBHE ¢ NPYTUMM JIEKAPCTBEHHBIMU CpecTBaMu. Jlpyrue hopMel B3aUMOIeHCTBIS
JlexapcTBeHHOE B3aUMOEHCTBHE rperapara He OIMUCaHo.

4.6 bepeMeHHOCTb W JaKTallUs
HeTt cBenenuii o BpeqHOM BIMAHMK OGIOKCALMHA Ha M0/, OJHAKO HE PEKOMEHIYETCSl IPUMEHSATh
npenapar Bo BpeMs OepeMeHHOCTH U JIaKTalMu.
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4.7 BausHue Ha cIOCOOHOCTD YMPABIEHUs aBTOMOOUIEM ¥ 06CaYXKUBAHUA MEXAHUYECKUX
YCTPOHCTB.

[Mocne 3aknagsiBaHKs Npenapara B KOHbIOHKTUBAJIBHEIM MELIOK I1a3a, MOXET HabIoaThCs

BpPEMEHHOE (B TEUCHHE HECKONBKHX MUHYT) YXYyALIEHHE OCTPOTHI 3peHHs (Pa3MEBITOE B BUJE OJIOC

u300paxkeHue). IT0 HEOOXOAUMO YUUTHIBATh MTPHU BOXKAECHUH aBTOMOOUIA U paboTe C MEXaHHU3MaMH.

4.8 TIlo6oyHble 3 dEKTHI

Peakiuy runep4yBCTBUTENBHOCTH; TUIIEPEMHST KOHBIOHKTHBEI, 4y BCTBO YOKEHHS, AUCKOM(OpPTa B
rnasax, 3yl M CyXOCTb KOHbIOHKTHBBI, CBETOOOS3HB, Clie30TeueHre. B GONBIIMHCTBE CIyYaeB 3TH
FIpU3HaKi-KPAaTKOBPEMEHHbEB-eAHHUHbIX-ClyYasx 6b1m 3ahMKCUPOBaHb CHCTEMHEBIE PEAKIAA -
FUIEPYYBCTBUTENBHOCTH.

Penxo: moryT ¢popMHpOBaTbCS OTIOXKEHHSA B POTOBHLE, IPH HATMYMH COOTBETCTBYIOMIMX YCIIOBHIA.

4.9 Tlepeno3upoBka

Crnyyau nepe103UpOBKH He H3BECTHE. COTrJJACOBAHO

na
MUHICTEPCTBOM 3[IPABOOXPAHEH
PECIIVBJIUKY BEJAPYCh

5. DPAPMAKOJIOT'HYECKHUE CBOUCTBA [Tpuxes MyVCTEpCTBa SADABOOXPAREHHS
5.1 dapMakoaHHAMHUKA Pecnybnmxu Benapycs
®apmakoTepaneBTHYecKasi FPynmna: CpelcTBa, MpUMEHAEMEIC B O TAIEMOJIOTUH, QTOPXHHOJIOHEI.
Koa ATC: S01AE(1

Mexanusm aeiicTus:
JlepuBat XuHONOHOBOH KUCIOTHI (0dIIOKCALMH) sIBIsieTCA PTOp3aMEEHHBIM XHHOMIOHOM
(MHrUOUTOPOM rupassl) ¢ GaKTEPULMAHBIM JEHCTBUEM.

KoHTpoJibHbIE TOYKH:

[lepBuuHas knaccuduxanys 6axTepHii o UX 4yBCTBUTEILHOCTH MM PE3UCTEHTHOCTH ObLia
OCHOBaHa Ha pCKOMEHALUAX, H3I0XKEHHBIX B ToKyMeHTe 1 DIN 58940-4 (2004): obnokcauuH
(4yBCTBUTENBHOCTE <1 MI/N1, pE3UCTEHTHOCTD > 2 Mr/1).

AHTHOaKTEpUANbHBIN CHEKTP:

CriekTp aKTHBHOCTH O(JIOKCALIMHA BKIIOYAET OGJIHraTHEIe aHaspo6hl, PaKyNbTaATHBHbIE aHaspoOBhl,
adpoObI U IpyrHe MaToreHHble MUKPOOPraHH3Mel, Takue kak Chlamydia. [Tpu MecTHOM npuMeHeHHH
O¢)JIOKCaLMHa BO3MOXHA YaCTHYHAs aficopOLs, 0IHAKO 3TO He IPUBOAHT K KAKUM-THG0
KJIMHUYECKUM MM MaTOJIOTHUECKHUM M3MEHEHHUAM.

PacnipocTpanenne nproOpEeTEeHHOMN Pe3UCTEHTHOCTH OTAENBHBIX BUAOB MOXET H3MEHATHCS
reorpaguyecku u ¢ TedeHnem speMeHu. IT03TOMy UHPOPMALHS O PE3UCTEHTHOCTH 110 Kaxaomy
KOHKPETHOMY Cily4aio O4€Hb BaXKHA JUIS TOTO, YTOOB! CBOEBPEMEHHO PEarupoBaTh Ha Cephe3HbIe
uHOekuuu. Eciu, BCleACTBHE JIOKANBHOM PE3NCTEHTHOCTH, CTIONB30BaHME O(IIOKCALIMHA CTABUTCS
TOJI COMHEHHE, MO KpalHeH Mepe, /11 HEKOTOPBIX THIOB HHEKLHIt, JOHKHEI OBITH MPOBELEHB!
COOTBETCTBYIOLIME UCCIIEIOBAHUS.

XKenarensHO MUKPOGHONIOTHYECKOE HCCIEI0BAHHE, BKIIIOYAs HAEHTHDHKALMIO IaTOrEHHOTO
MHKpOOpraHu3Ma 1 €ro BOCIIPUUMYHUBOCTD K O(IOKCALMHY, 0COOEHHO NP HAHYMH CEPbE3HBIX
MHQEKLUH UK TepaneBTHYECKOH OIMOKH.

WHdopmauus, npuseneHHas HIKe, HOTy4eHa OT 35 HEMELKMX LIEHTPOB M OCHOBaHa Ha
MCCJIEN0BaHHUAX PE3UCTEHTHOCTH, BKMOYAOLIMX 1470 oTAeNbHBIX clyyaeB. Y IOMAHYTHIE 34€Ch
a3poOHble OaKTepHK NAIOT HATIAAHYIO KAPTHHY NaTOreHHBIX MUKPOOPTaHW3MOB, KOTOPbIE MOYXHO H
HYXHO pacCMaTpHUBATh KaK HCTOYHHUK IJIa3HLIX HHpekuunit B ['epMaHin. MOXKHO NpeanonoxuTh, YTo
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KOJINYECTBO BUAOB OaKTepHi, BEI3BIBAIOLIMX OPTaNBMONOrHYeCkue HH(EKUMH B APYTHX CTpaHax,
€CITH He MIEHTHYHO, TO Noo6Ho. [To3TOMy ynOMsHYThIe HiXe MaTOreHHblE MUKPOOPraHU3ME]
ABJIAIOTCA Haubonee YacTHIMU BO3OYAUTENIMY OaKTepHaTbHBIX MH(EKLIMI BHELIHETO [71a3a H B 3THX
ctpaHax. JlaHHble O pe3UCTEHTHOCTH OCHOBAHBI Ha BBILICYTIOMSHYTHIX KOHTPOJBHBIX TOYKAX, KOTOPLIE
OTHOCSTCS K CUCTEMHOMY NpPUMEHEHUIO. [Ipy MECTHOM NPUMEHEHUH B I1a3 JOCTUTAETCS rOPa3/io
Gonee BBICOKas KOHLEHTpaLMs aHTHOHOTHKA. [To3TOMY KinuHMYeCKas 3QPEeKTUBHOCTE 3aMETHA JAXe B
OTHOIICHHH TeX NMaTOr€HHBIX MUKPOOPTaHM3MOB, KOTOPbIE PACCMaTPUBAIOTCA B J1a6OPATOPHBIX
YCIIOBUSIX KaK YCTOWYHBBIE.

Buabl ¢ 00bI4HOM 4yBCTBHTEIbHOCTBIO (PE3HCTEHTHOCTL <10 %)

--————FpaMponoxHTeabHbIe-a3pobbl
Staphylococcus aureus (MSSA)

Bacillus spp
['paMoTpHLaTEaBHEIE 23D00b!
Acinetobacter baumannii
Acinetobacter Iwoffii
Enterobacter cloacae
Escherichia coli
Haemophilus influenzae
Haemophilus parainfluenzae
Klebsiella oxytoca
Klebsiella pneumoniae
Moraxella catarrhalis
Proteus mirabilis

Serratia marcescens

Bujpl, 1151 KOTOpPBIX NPHOGPETeHHAs! Pe3HCTEHTHOCTH MPOGIeMATHYHA /IS HCTI0/Ib30BAHHUS
(pe3ncTeHTHOCTDL > 10 %)
["pamMnonoxuTenbHble a3po6hI
Corynebacterium spp.
Enterococcus faecalis
Staphylococcus aureus (MRSA)
Staphylococcus epidermidis
Streptococcus pneumoniae
I'pamoTpuuaTenbHbIE a3po6bl i COTrJACOBAHO
Pseudomonas aeruginosa Mﬂmic};rggg{s_% I?ﬁ%%);%%ﬂmnﬂ
Stenorr()phomonas maltophllla anKRG ivi;inlxc:epcma 3/PABOOXDAHSHNIA
¢ PacuyGankn Benapych

o p e emavaee,

Buael, ycroiiunBsle k npenapary
Enterococcus spp

5.2 ®DapMakoKHHETHKa

OKCIIEPUMEHTHI Ha HBOTHBIX MOKA3a/IH, YTO MOC]IE MECTHOTO npuMeHeHHs oGIoKCaluH MOXET ObiTh
0OHapy)eH B POrOBHLIE, KOHBIOHKTUBE, MIa3HON MbILLLE, CKJIepe, pafy)KHOH 000JI04Ke, pECHUTYATOM
TeNe ¥ nepesiHeii kamepe riasa. [loBTopHOe MpUMeHeHKe Takke MHAYLMPYET TepaneBTHYECKHE
KOHLIEHTPAlMH B CTEKJIOBUAHOM TeJE.

[Tocne 0AHOKPATHOrO NPUMEHEHHS TIOJIOCKH Ii1a3HOH Masu Dnokcan JIMHOMN 1 cM (IKBHBAJIEHTHO
0.12 Mr odriokcaunHa) MakcuManbHas KOHLEHTpaLws oIoKcaluHa B KOHBIOHKTHBE (9,72 ur/r) u
cknepe (1.61 ur/r) 6eina gocTUrHyTa Yepe3 5 MuHyT. BriocieCTBHHM 3TH 3HAYEHHMS CHUKATHMCD
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MeJIEHHO.
KoHueHTpalis akTHBHOIO BEIECTBA B BOJAHUCTOH )XMAKOCTH U POTOBHULIE JOCTHUTNIA MAKCHMYyMa
uepes 1 yac (0,69 ur/r u 4.87 ur/r cOOTBETCTBEHHO).

5.3 JloknuHuyecKue AaHHbBIE M0 6€30MacHOCTH

IIpu MecTHOM nprMeHeHHH 0IIOKCALIMHA TOKCHKONOTHYECKHE 3 ¢EKThI He ObITU BBISBICHBI.
dnoxcan riaasHas Masb 0XapaKTepHU30BaHa XOPOLLO TOJEPAHTHON MPH MECTHOM HCIIONB30BaHHUH.
[Ipumenenue 16 103 B TedeHne 8 4aCOB MOXKET BEI3BATH COCYAUCTYIO HHBEKLIMIO U XEMO3
KOHBIOHKTUBBI. MHOTOYHUCIIEHHBIE TECTHI in Vitro U in vivo, IPOBEAECHHBIE IS CTHMYTMPOBAHHS

e “*”M—Myq‘aﬂﬂﬁ*e“%H—X‘PGMOGGM?ﬂGKaSaﬂHﬂTpHﬂaTeﬂEHHe?emma*rsrﬂmmemenﬁgamﬁ HA

KHMBOTHBIX /11 OUCHKH KaHUEPOr€HHOTO NOTEHLMANa He MPOBOAMINUCE. CBUIETENLCTB
KaTapaKTOr€HHOTO MJIM KOKaTapaKTOreHHOro 3¢ dexTa BbIABAEHO He 6510, OIOKCAUUH He CHUXKAET
NIOJOBUTOCTE, HE BIMAET Ha NIEPUHATANIBHOE U NOCIEPOAOBOE PA3BUTHE U HE ABJAETCS
TepaToreHHbIM. [Tocie cucTeMHOro npuMenenns odiokcaunHa GbL1M OGHAPYKEHBI JereHepaTHBHbIE
M3MEHEHWs CyCTaBHOTO Xpsllia y J1abopaTopHBIX KUBOTHEIX. [T0BpexaeHHe CycTaBHOrO Xpsia
3aBHCENO OT J03bI M Bo3pacra. (Uem Monoxe ObUIHM XKHBOTHBIE, TeM 60Jiee SBHBIM OBLIO
MOBPEXIEHUE).

6. GAPMALIEBTUUECKUE CBOVICTBA

6.1 BcnomorartenbHele BElECTBA
[Tapaduu xuaKKi, MEepCTHBIN XKUp, MapaduH MATKHi Genbiii

6.2 HecoBMecTUMOCTD
He onucana.

6.3 CpoOK roHocTH
3 roga
He vcnonp3oBate npenapar 6oiee WECTH HEAENb TIOC/IE NEPBOTO BCKPHITHS.

6.4 YcnoBHs XpaHeHHS
XpaHHTb B 3aIIMIIEHHOM OT CBETa MECTE, [IPH TeMIepaType He Beiwe 25 °C.

6.5 Ymnakopka
Ilepeuungs: 1o 3 r B Ty6BI 3 MHOTOCIONHOTO NamuHaTa «Polyfoil» (coi [1BI1, amomunueBas
¢onbra, [THIT) ¢ rooBKo# ¥ cONAOM U HABUHYMBAIOLIMMCA KOJMaukoM u3 [IBI].

Bmopuunas: 1 Ty6a ¢ MHCTpYKLMeElH N0 TPUMEHEHHIO B KapTOHHOMH nmayke.

6.6 CneumanpHele YKa3aHud rno MCoJIb30BaHHKO

OtcyTCcTBYIOT
6.7 YcioBus oTnycka COTJA Cngg O%XI;IASEHM‘
BOM 3, ]
Ilo peuenty Mnﬂncgggggﬁn WK BEAAPYCh N
TIpuka3 Mnuumepcmaﬁﬂ;;;};?xpaney
7. BIAJEJIEH PETHCTPAIIUH _ﬁ_'_’-’""“yﬁfff' .
H-p T'epxapa Maun -

Xumuko-PapmalieBTHYecKoe npeanpuatie [mM6X
BpyHnc6rotrenep damm 165-173
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136581 bepnun (I'epmanus)

COTrJIACOBAHO
MUHVCTEPCTBOM 3/IPABOOXPAHEHMS
PECITYBIIMKH BENAPYCh

Ilpuxas Munucrepersa 3APABOOXPAHERH S
Pecuytankn Eenapyen
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