NHCTPYKUUA-BJIAABIL ITO ITPUMEHEHUNTO
JUIA ITAHMEHTOB

Buumanue!

B oannom oOoxymenme npeocmasnenvt monvko OCHOBHBIE mexuuueckue
Xapaxkmepucmuku, 6ce 0OnoIHUmMeNbHble napamempul cooepxcamcs 6 Mncmpyxkyuu
nO NpUMeHeHUuio OJisl CHeYuaiucmos ¢ MeOUYUHCKUM 00pa308aHuem U makice
Mo2ym Obimb NPedoCmasieHvl No 3anpocy.

PACTBOP MEJIUIIMHCKHUI 1JIS1 O®TAJIBMOJIOT MU
OINITUHOJ® 3AIIMTA OT AJIJIEPTEHOB

HaumeHoBaHHe MeTUIIMHCKOT0 W31
PactBop memuuuHckuii ang  odramemonorun  OIITHUHOJI® 3AIIUTA OT
AJIJIEPTEHOB

Cocras

B 1 mn conepxurcs:

OkTorH 20 MI, TUAPOKCUATUILEIUI0NI03a 3,5 MI, HATpUS XJOpUI 3,5 MI, HATpHU
nuTpaTa iuruapart 2,9 mr, iMMoHHas Kuciiota, 0e3sogHas (1 M pactsop) no pH 7,4,
BOJIa OYHMIIcHHAs 10 1 MIIL.

He cooepoicum koncepsanmos.

BHemiHuM BUj
[Ipo3paunblii OeCIBETHBIM pacTBOp 0€3 3amaxa, HE COJAEpIKAIIUA MEXaHUYCCKHX
BKJIFOUCHUU.

Ha3nauenmue

OITHUHOJI® 3AIIUTA OT AJUJIEPTEHOB 3ammmaer oT IOBPEkKIAOLIEr0
BO3JICKCTBUSI QJNIEPICHOB U CIIOCOOCTBYET BOCCTAaHOBJICHUIO Ppa3apaKCHHON U
YyBCTBUTEIHHON KOHBIOHKTUBHI IJ1a3.

Onucanue

OIITUHOJI® 3AILIUTA OT AJUIEPTEHOB mnpexacraBiaser coG0i CTEPUIBbHBIMA
MU30TOHUYECKUH PacTBOP, COAEPIKAIINA IKTOUH, MPUPOJAHYIO KIETOYHO-3alTUTHYIO
MOJIEKYIY, 0018 TaI0IITY FO NPOTUBOBOCTIATIUTEILHBIMU U MeMOpaHo-
CTAOMJIM3UPYIOIIMMU CBOMCTBAMH.

OKTOUH SBIIETCS KOMIIOHEHTOM, KOTOPBIN B IPUPOIHBIX YCIOBHIX BBIPAOATHIBAIOT
IKCTpeMOUIIbHBIE OAKTEPUM JUIsl 3aIIUTHI OT HEOIAronmpHsITHBIX BO3JACUCTBUI
BHEIIHEeW cpeapl. bmaronmapst BBICOKOMY «CpPOJACTBY» K MOJEKyJaM BOJbI
(ruapodUIBbHOCTh) 3KTOMH 0Opa3yeT ¢ HHUMH MpPOYHbIE BOJOPOJHBIE CBSI3H,
bopMUpys HEOLIyTHUMYIO 3alllUTHYIO OOOJOUKY «3KTOMH I'MIPOKOMIUIEKC)» Ha
MOBEPXHOCTH  KOHBIOHKTHBBI ~ TJa3a.  «OKTOMH TMIPOKOMIUIEKC)»  CO3/AaeT
OpEnATCTBUE I KOHTaKTa aJIepreHOB C KOHBIOHKTHBOW, TEM CaMbIM
CIIOCOOCTBYET MPEAOTBPAILIEHUIO aJUIEPIrUUE€CKON peakliuu, CHUXKAasi BRIPAXKEHHOCTh

1
JIOCTOBEpHOCTb MPECTABICHHON HH(pOPMAIIUK YJOCTOBEPSIIO.
[IpencraButens komnanuu E.JI. AnbkeBud



MPOSIBIICHUI aJJIEPru4ecKoro KOHBIOHKTUBHUTA. Hapsny c ITUM,
«OKTOWH THIPOKOMIUIEKC)» MPEMATCTBYET OOC3BOKUBAHUIO CIIM3UCTON OOOJIOYKH
rJ1a3 U CIOCOOCTBYET PEreHepaliiiu 4YyBCTBUTEIIbHON KOHBIOHKTHUBBI.

OIITUHOJI® 3AIIUTA OT AJUJIEPTEHOB MOHO HMCHONB30BaTh IS
CHATHUSI ¥ IPEAYNPEKICHUSI CAMIITOMOB aJIJIEPTUUECKUX KOHBIOHKTUBUTOB, T. K. OH
nmo3BoJsieT A(PPEKTUBHO yCTpaHATH 3yA MW BOCHAJEHUE TJa3, a TaKkKe
CJI€30TOYHBOCT.

IToka3aHus K IPUMEHEHU IO
— CHATHE U TMPEIyNpPEeKIACHUE CHUMIITOMOB AJUIEPrUYECKOr0 KOHBIOHKTHBUTA
(3yZ1 U OKEHKE, BOCTIAJICHUE U CJIE30TOYMBOCTH);
— 3ammTa OT MOBPEXKAAIOLIETO BO3CUCTBHS aJUIEPTEHOB;
— BOCCTaHOBIICHHE Pa3ApaKCHHON U UyBCTBUTEIbHON KOHBIOHKTHUBHI TJIa3.
PactBop memmumHckuii 1 odramsmonorun OIITUHOJI® 3AIIUTA OT
AJUIEPTEHOB  MoxeT  mpuUMEHSAThCA B Je4eOHO-TIPO(PHIIaKTHYECKUX
YUPEKICHUSIX WA B IOMAIIHUX YCIOBUSAX.

Cnocod npumeHeHust

OITUHOJI® 3AIIMTA OT AJUIEPTEHOB mnpumeHseTcs MECTHO, IyTeEM

HAaHECEHUsI HAa KOHBIOHKTUBY TJia3a, HCIOJbB3Yys Jo3upyroiiee yctpouctBo. Ilo

1-2 xanm B Kaxabld r71a3 3-4 pa3a B JeHb U 00Jiee, B CIIydae HEOOXOIUMOCTH, HO

HE Yale OJIHOro pasza B TeueHue yaca. Cpok mMprUMEHEHUsI HE OTpaHUYEH.

Jetsam no 10 1eT He06X0IMMO OKa3bIBATH MOMOIIL B Ucroab3oBannu OIITUHOJI®

3AIIUTA OT AJIJTIEPTEHOB.

Yka3zaHusi 10 NPUMEHEHUIO:

1. CHuMmuTe 3aIUTHBINA KOJTayoK ¢ uiakoHa. CtapaliTech HE KacaThCsl OTKPBITOTO
KOHUYMKA KarneJabHUIbI (hJIaKOHA.

2. ITlomectuTe yka3aTelnbHBIM W CPEIHUI TAJbIBI Ha AHO (hJIaKOHA, a OOJIBIION
najel] Ha Kpyriylo IJIAaCTUHY B BEpXHEH yacTu (JiaKoHa.

3. ITlepen mepBbIM HCTIOIB30BaHUEM (hJIAKOHA MTEPEBEPHUTE €0 KOHYMKOM BHU3 U
2-3 pa3a HaXMUTE Ha JHO (hJIaKOHA yKa3aTeJIbHBIM W CPEJHUM MaJIbIIAMH 0
MOSIBJICHUS MEpBOMl Kariu. HakimoHuTe roinoBy Haszal, yKa3aTelbHbIM MaJblEM
OCTOPO’XKHO OTBEIUTE HI)KHEE BEKO BHHU3, NOCcMOTpUTe HaBepX. Ilo
BO3MOXXHOCTH JIEP>KUTE (PIIAKOH BEPTUKAILHO.

4, JIna 3akansiBanus  OIITUHOJI® 3AIIIMTA OT AJUIEPTEHOB B
KOHBIOHKTUBAJIbHBIA MEIIOK OJUH pa3 Haxmutre Ha ¢iakoH. braromaps
CIEIUAIBHO pa3pabOTaHHOMY MEXaHU3My (iakoHa, MPU KaXJAOM HaXaTUU
BBIJICJISIETCS. POBHO OJHA KaIljisl. 3aKpOMTE IJ1a3a U MEIJICHHO MTOBOIUTE IIa3aMHU
BO BCE CTOPOHBI, UTOOBI pACTBOP PABHOMEPHO PACHIPESTUIICS TTO TOBEPXHOCTH
rasa.

5. ITloBTopuTe npoueaypy st BTOPOro riasa.
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Jlna npedoomepauienusn 3azpa3neHusn (aakona He 0Onyckaiime nPUKOCHOGEHUA
KOHYUKa ()1aKoHa K 2143y uiu JTUH3AM U He NPUKacaiimecs K HeMy naabyamu.
Ilocne kasxcoozo ucnonv3oeanusn hrakona npocywiume KOHUUK KanejabHUUbl U
3aKpoiime €20 3auUMHBLIM KOJINAYKOM.

IIpoTuBonOKa3aHUsA

[ToBbIlIEHHAs 9yBCTBUTENLHOCTE K Kommonentam OITTHMHOJI® 3AIIUTA OT
AJUJIEPTEHOB.

[Ipumenenre OIITHUHOJI® 3AIIIMTA OT AJUJIEPTEHOB mnocie omepaunun Ha
rJ1a3ax Uiu TPaBMBI.

JleTckuii BO3pacT A0 IBYX JIET.

MepbI Npea0CTOPOKHOCTH

OIITHUHOJI® 3ALIUTA OT AJIJIEPTEHOB, kak nmpaBuio, XOpoIIo IePEHOCHTCS.
B ormemsbix caydasx OIITHHOJI® 3AIIUTA OT AJUIEPTEHOB wmoxer
BbI3bIBAaTh KPAaTKOBPEMEHHOE pa3lIpa)K€HWE WM MOKpacHeHue ria3. B ciyuae
TOSIBJICHUS. HEXKENATeNbHBIX PEaKlui, CBA3aHHbIX ¢ npuMeHernem OIITHHOJI®
SAIIUTA OT AJUIEPTEHOB, Heo0X0auMO OCTaHOBHTH MPHUMEHCHHE H3JSTUs
MEUITMHCKOTO Ha3HAUYCHUS K 0OPATUTHCS K Bpady.

He wusBectHnl B3aumogeiicteus Mexay OIITHHOJ® 3ALNIATA OT
AJUUJIEPTEHOB w J51eKkapCTBEHHBIMM CpPEICTBAMH, a TaKXKe H3ACIUIMU
MEJIMIMHCKOTO HA3HA4YE€HUS B BHUJIE PACTBOPOB, CYCIEH3UH, Mas3eld WM TEJIeH,
HAHOCHMBIX Ha TJIa3a WU BEKH.

Mexny wucnomszoBanuem OIITHHOJI® 3AIIUTA OT AJUIEPTEHOB wu
MIPUMEHEHHUEM JICKAPCTBEHHBIX CPEJICTB U/WIIH U3ACJIUI METUIIMHCKOTO Ha3HAUEHUS
B BHUJIE PACTBOPOB, CYCIIEH3UW, Ma3€l WM I'eJIe, HAHOCUMBIX Ha Ijla3a WM BEKH
HEO0OXO0IMMO COOJTIOIaTh UHTEPBAI HE MeHee 15 MUHYT.

Oco0ble yka3aHus

OITUHOJI® 3AIIUTA OT AJUJIEPTEHOB noaxoumT ajs HMCIHOJB30BAHUS C
KOHTaKTHBIMU JIMH3aMU. [Ipy HOLIIEHHMU KOHTAKTHBIX JIMH3 BO3MOKHO MPUMEHEHHE
OITHUHOJI® 3AIIIUTA OT AJIJIEPTEHOB 6e3 ux cHATHS.

OIITUHOJI® 3AILIUTA OT AJIJIEPTEHOB noaxoAuT Iyl JIUL ¢ TOBBILIEHHON
YyBCTBUTEIBHOCTHIO IJ1a3 U JIJIs1 IETEN C JBYX JIET.

B memsix coOmro/ieHus TUTUEHBI KaXXIbli (iakoH OIITUHOJI® 3AILIUTA OT
AJUIEPT'EHOB cnenyeT ucnonab30BaTh TOJIBKO OJJHUM YEJIOBEKOM.
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Cnoco0HOCT BJIMATH HAa CKOPOCTh PpPeakuud MpH  yHpPaBJeHUH
aBTOTPAHCIIOPTOM WJIH PadoTe ¢ APYrMMH MeXaHU3MaMH

He Bnusier Ha CKOpPOCTh pEaKLUMK MPU YIPABICHUH aBTOTPAHCIOPTOM U paboTe C
JPYTUMU MEXaHU3MAMH.

IIpumeHeHnune npu GepeMEHHOCTH U B MIEPUOJ IPYJIHOT0 BCKAPMJIMBAHMS
B Hacrosinee BpeMs HET JaHHBIX OTHOCHTENBLHO Hcnonb3oBanus OIITUHOJI®
3AIIUTA OT AJUIEPTEHOB B niepuoj 6epeMEeHHOCTH U KOPMIICHHUSI TPY/IBIO.

Cpok rogaocTu
3 roaa. He ucnonp30BaTh Mo KCTEYCHUHU CPOKA T'OJTHOCTH.

Henp3s ucnonssosats OIITUHOJI® 3AILIUTA OT AJIJIEPTEHOB 1o uctedeHun
3 MecsIIeB TOCJI€ BCKPHITUS YITAKOBKH.

dopMa BbITYCKA H YIIAKOBKA

[Io 10Mn pacTBopa B IUIACTUKOBOM (IakoHe-KanenpHulle cucrembl 3K,
00ecIeynBaoIIe CTepUIbHOCTh pacTBopa. [lo onHOMY (rakoHy-KaneiabHULE C
anIIMKaTOPOM M TJIACTUKOBBIM KOJIITAYKOM TOMENIAIOT B KAPTOHHYIO Ma4YKy BMECTE
C MHCTPYKIHUEH MO MPUMEHEHUIO.

YciaoBus ATUTEIBLHOT0 XPAHEHHUsI H TPAHCHOPTHPOBAHUSA

W3nenue TpaHCHOPTUPYIOT BCEMH BHIAMHU TPAHCIOPTA B KPBITHIX TPAHCIIOPTHBIX
CpEICTBaX B COOTBETCTBUHU C IpaBUJIAMHU IEPEBO3KH TPY30B, ACHCTBYIONIUMHU HA
KOKJIOM BHJE TpaHcrnopra. HM3nmenmwe MEIUIIMHCKOTO  Ha3HAYeHUsS MpHU
TPAHCIIOPTUPOBKE YCTOWYMBO K BO3AYIIHO-KIMMATHYECKUM (haKTOpaMm, a TaKxke K
MEXaHHYECKHUM BO3JICHCTBUSM.

JlmuTeapHOe XpaHEHHE W TPAHCIIOPTUPOBAHUE OCYIIECTBIISIOTCS MPU TeMIIEpaType
ot 2 10 25 °C, Ipu OTHOCUTEIIbHOU BIaXHOCTH OT 45 no 80 % u atmochepHOM
naBieHuu ot 84 no 106,7 klIla.

Yc/10BUS IKCITyaTALMHU U XPAaHEHHS BO BPeMsl IKCILTyaTAlMU

B mporiecce ucmonp30BaHUs XpaHEHHE OCYIIECTBISFOTCS IPU TeMIIepaType OT 2 10
25 °C, npu OTHOCUTENBHOU BiIakHOCTU OT 45 10 80 % m aTMochepHOM JaBlIeHUU
ot 84 mo 106,7 xIIa, B HEQOCTYITHOM 1)1 IETEH MeCTe.

IHHopsinok ocymecTB/ICHUS] YTHIN3AUMU U YHHUYTOKeHus1 MU

[Io wucreueHnn cpoka TOAHOCTU. WM3menust MOKHBI YTHIA3UPOBATHCS B
COOTBETCTBMM C MECTHBIMM 3aKOHAMM M HOPMATHUBHBIMU TOJIO)KeHHUsMU. [lo
UCTEUYEHUU CpPOKAa TOJHOCTH H3JAENUE MEAMIMHCKOIO Ha3HaueHus Tpeldyercs
YTHJIM3UPOBATh BMECTE C OBITOBBIMHU OTXOaMH.

Knacc otxonos A no CanlluH 2.1.7.2790-10.

I'apanTuiinbie 00A3aTEILCTBA

[IpousBoaNTENb AACT TAPAHTUIO HA BCE YKA3aHHBIE CBOMCTBA U XaPaKTEPUCTUKH
U3JIeTUST MEAUITMHCKOTO Ha3HAYEHUS B TEYCHHUE TPEX JIET CO JIHS MTPOU3BOACTBA MPHU
COOJTI0/IeHNU TPeOOBAaHUN K TPAHCIIOPTUPOBAHUIO U XPAHCHHUIO.
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JlaHHBIE 0 MPOU3BOANTE/Ie U OPraHU3aANMH, IPUHUMAIOIIEH NMpeTeH3nn
IIpousBoauTen:

bitop AG, Stockumer Str. 28, 58453 Witten, Germany (6urtor A", IlITokymep mp.
28, 58453 Burrten, ['epmanus)

MecTo npou3BoACTBA:
Laboratoires Pharmaster, Z.I. de Krafft, 67150 Erstein, France (JlaGoparopuu
dapmacrep, 3.U. KpaddT, 67150 Dpurraiin, Opaniims)

IIpeTeH3nu Kk KauecTBY cjeayeT HanpaBasTh B aapec [IpeacraBureabcrBa AO
«Jadran-Galenski Laboratorij d.d.» (Pecny6amka XopBarusi) B Pecnyomke
beaapycs

220125, r.Munck, np. HezaBucumoctu, 1.185, od.7

Ten.: 8-017-337-77-13
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