RU PacTBOp MHOrodyHKUMOHanNbHbIN Ae3nHbUUnpyowmn
ACUVUE® RevitalLens.

OTnuyHan ae3uHdgekuma u obecneyeHme komeopTa B TeUeHUe BCEro AHA.

BaxHo. BHUMaTenbLHO NpouTUTE AaHHYH MHCTPYKLMIO MO NPUMEHEHUIO U COXPaHUTE ee.

PacTtBop MHOroyHkuUMoHanbHbI ae3nHduumpyowmin ACUVUE® Revitalens npefHasHaveH Ans O4UCTKU,
NPOMbIBaHWs1, Ae3NHMEKLMIN, YAaneHUsl TOBEPXHOCTHbLIX OTIIOXEHUI (B TOM Yucne NunuaoB u 6enkos),
XPaHEHWS 1 yBNaXHEHNS NMoBbIX MArKUX KOHTAKTHBIX NUH3, BKIHOYAs CUIUKOH-TMaporeneBble.

CocraB:

AnekcnauH 0,00016 %, nonuksatepHuym-1 0,0003 %, GopHasi kucrnota, HaTpus GopaTt Aekarnapar, TEeTPOHUK
904, amHatpusa sagetat (OATA), TpuHaTpUS UUTPaAT AUrMAPAT, HATPUS XNOPUA, BOAA OYULLEHHAS.

He copepxut bucdeHon A, matepuarnbl XXUBOTHOIO 1 (Mnn) YENOBEYECKOro NPOUCXOXAEHUS, a Takke
nekapCcTBEHHble cpeacTBa.

OcCHOBHble NapameTpsbl: LBET - Npo3payHbIii, 6ecLBeTHbIN pacTBop; 6e3 3anaxa; pH - 7,70-7,90.
NMOKA3AHUA

PactBop ncnonb3syeTcs Ans O4ULLEHUS, NPOMbIBAHNS, Ae3NHMEKLUN, XPaHEHNS, YAaneHUs NOBEPXHOCTHbIX
OTNOXEHWI (B TOM Yncre nunuaoB 1 6eNKoB) 1 NOBTOPHOIO YBRaXHEHUSI MATKUX (rMAPOMUIbHBIX) KOHTAKTHbBIX
JINH3, B COOTBETCTBUW C PEKOMEHAALMSMM CrieLmanvcTa no KOpPeKLnn 3peHns.

PEKOMEHOALIMU K UICMOJNIb3OBAHUIO

PacTtBop MHOrogyHkUMoHanbHbI age3nHduumupyowmini ACUVUE® Revitalens npegHasHaveH Ans IMyYHoro
MHAOMBUAYaNbHOTO UCMOMb30BaHKUsA C cOBMNI0AEHNEM MHCTPYKLMM 1 Mep NPeaocToOpoXHOCTH. B npouecce
OYUCTKN 1 A€3UHMEKLIMM NNH3 NPU MOMOLLM MHOFOMYHKLMOHANBHOTO Ae3UHGULMPYIoLLEero pacTeopa
ACUVUE® RevitaLens yganstotcs 6enkoBble v NUNUAHbIE OTNOXeHWs. Bnarogapst aTomy Baly NMUH3bI
0CTalTCA rMagknuMu 1 KOMOPTHLIMU B UCMOMb30BAHUN.

OumMCcTKa KOHTAKTHbIX JIUH3:
* MNepep Tem Kak B3siTb MArkMe KOHTaKTHbIE NMH3bI, 06513aTeNbHO BEIMOMTE U BbICYLLUTE PYKU.

1. KanHnTe HeckonbKo Kanesnb pactBopa MHOroMyHKUMOHanLHoro aesnHdguumpyowero ACUVUE® RevitalLens
Ha KaXayto U3 CTOPOH NH3bI.
2. MpoTpute 06e CTOPOHbI NMMH3bI B HANPaBIieHWN OT LLEHTPa K Kpato B Te4YeHue 2 - 4 cekyHa.

MNMpoMbIBaHMe KOHTaKTHbIX NIUH3:

1. MpomoiiTe Kaxayt CTOPOHY MUH3bI B TEYEHWE 5 CEKYHA MW AOMNblUe PacTBOPOM MHOMO(YHKLMOHAMNBbHBIM
nesvHpuumpyowmum ACUVUE® RevitalLens.

2. MNMomecTute NUH3bI B HAANexXaLlme oTAENeHUs KoHTeHepa Ans nuH3 (rony6oe - Ans nesow NuH3bl, 6enoe -

Ons npaBon)

3anonHuTte oba oTAENEHUS CBEXUM PAaCTBOPOM MHOrOGYHKLUMOHaNbHBIM Ae3nHpuumpyowmm ACUVUE®

RevitalLens.

3akpoiTe KOHTENHEP KpbILLKaMK U OCTaBbTe NIMH3bI B paCTBOPE HE MEHEe YeM Ha 6 YacoB ANns Ae3vHdEKUUN

W yaaneHus 6enkos 1 NUNUAoB.

Tenepb NUH3bI FOTOBbI K UCMOMb30BaHMI0. [TpoMoINTe KOHTEHEP ANs IMH3 PpacTBOPOM

MHOrogyHKUMOHanbHbIM Ae3nHduumpyowmm ACUVUE® Revitalens 1 octaBbTe €ro Ha Bo3ayxe, noka oH

He BbICOXHET.
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WUHTeHcuBHasA ouncTka: Ecnu Ha NOBEpXHOCTU NIMH3bI UMEETCSt HEOBbIYHO MHOTO GEMKOBBLIX OTMOXEHWIA,
noHafo6uTcs Gonee MHTEHCMBHAsH ouncTka. CneumanucT no KOppPeKLMM 3peHUs MOXeT NopekoMeHA0BaTb BaM
cneumarnbHble Tabnetku Ans yaanexuus Genka.

XpaHeHue KOHTaKTHbIX NINH3: Bbl MOXETE XPaHUTb JIMH3bI B 3aKPbITOM KOHTENHEPE ANS UH3, 3anoNHEHHOM
pacTBOPOM MHOTOYHKLMOHabHbIM AeanHdpuumpytowmnm ACUVUE® RevitaLens B Tederune 30 gHen. Yepes 30
AHeln HeobxoaumMo ByaeT NOBTOPUTL NPOLIeAYPY OUUCTKY U Ae3uHdbekumn. TonbKo nocne 3Toro NuH3bl 6yayT
roTOBbI K MCMOMb30BaHuWI0. [ocne BekpbITUSA hriakoHa pacTBOP MOXHO MCNonb3oBaTth B TeveHne 90 gHein.

NPOTUBOMOKA3AHUA:
MpoTnBOMNOKa3aHO NpW HaNUYUM annepruy K Kakomy-nnbo 13 KOMMNOHEHTOB U3Aenus.

MEPbI MPEAOCTOPOXHOCTM:

Heo6xoanmo cobniopate BCe MHCTPYKUMK. X HecoGnoaeHne MOXeT NPUBECTU K CepbE3HON MHeKLUK
WUN1 NoBpeXAeHUto rnas. B cnyyae BO3HMKHOBEHUS pa3apaxeHUs rnas HeMeaneHHo CHUMUTE NINH3bI U
obpaTuTech K CeLMUanucTy no KOppPeKLUMmn 3peHus.

3anpelyaeTcs KanaTb pacTBOp MHOroyHKUMOHanbHbIN Ae3nHduumpyrowmin ACUVUE® RevitalLens
HenocpeAcTBEHHO B rnasa.

VcnonbayinTe pactBop MHOrodyHKLUMOHanNbHbIN Ae3nHduumpyowmin ACUVUE® Revitalens ans Markux
KOHTaKTHbIX MMH3, BKIOYasi CUNUKOH-TMaporenesble.

Mpexae Yem nepenTu Ha ApYryro CUCTEMY yXOAa 3a NIMH3aMu, He06X0AMMO NPOKOHCYNLTUPOBATLCA CO CBOUM
cneumanmMcToM no KoppeKLmmn 3peHusi.

He ucnonb3yite pacTBop B criyvae Hanvuus y Bac annepriv Ha nio6oit n3 ero KOMNOHEHTOB.

He HocuTe nuH3bl Aonblue, YeM YKa3aHo B MHCTPYKLMMU MO NMPUMEHEHWIO.

MoBpexaéHHbIe UMK BbICOXLLUNE NUH3bI BbiOpackiBanTe.

Mpn HaAeTbIX KOHTAKTHBLIX NH3AX CTapalTech He NPUMEHSATL a3po30Mu.

PerynspHo nocelyanTte cneuvanucta no Koppekuumn 3peHus.

XpaHuTe pacTBOp B HEAOCTYMHOM Ans AeTel MecTe.

Bceraa vicnonbayiite pacTBop MHOrOMYHKLIMOHaMbHbIN Ae3nHduumpyowmin ACUVUE® Revitalens BmecTe ¢
NoCTaBnSEMbIM B KOMMIIEKTE HECTEPUITbHBIM KOHTENHEPOM ANS NNH3.

He ucnonk3yinte pacTBop, ecnv OTCYTCTBYET UMW NOBPEXAeHa 3allnUTHas NNéHKa.

Bcerga ncnonbayinte cBexwuin pacteop.

Mepen Tem Kak NONOXUTb NMUH3bI B PacTBOP, He 3abbiBaiiTe NPOBECTU MEXAHUYECKYIO OYNCTKY MO KpanHen Mepe
B Te4yeHune 2-4 cekyHf.



He HocuTe KOHTaKTHbIE NH3bI, KOrAa NPUHUMaeTe Ayl UMK BaHHY, a Takke BO BpeMs NnaBaHus.

[ns yBnaxHeHUs fMH3 He Norb3ynTech CIIIOHON U He KnaauTe NWH3bI B pOT.

He ucnonb3yinte pacTBop C UCTEKLIUM CPOKOM FOAHOCTHU.

Bo n3bexaHune 3arpsi3HeHust pacTBopa He NpuKacanTecb KOHYMKOM hriakoHa K NoBbiM NOBEPXHOCTSM, nanbLam
1 He KacalTecb UM rnas.

He ncnonbayiite Anst BHYTPEHHEro npuMeHeHus.

He npombiBaiTe NUH3bI UNK KOHTENHEP AN NUH3 BOAONPOBOAHON BOAON U HE XpaHUTEe NUH3bI B
BOJOMNPOBOAHO BOAE.

XpaHeHue:

Cpa3y nocrne ncnonb3oBaHUst priakoH He06X0AVMO NIMOTHO 3aKPbITh.

XpaHwuTe pacTeop npu Temnepatype ot 5 °C go 25 °C.

YTunusaums B CBA3N C UICTEYEHUEM CPOKa FOAHOCTH:

He ncnonk3yinte nocne NCTe4eHns Cpoka rodHOCTU, YKa3aHHOro Ha 3TUKETKE U Ha ynakoBke

(2 roga). YTunuaupyiTe pacTtBop, OCTaBLUMincA No uctedeHun 90 AHer C MOMeHTa BCKPbITUS hrakoHa.
YTUnusnpyiTte pacTBop, OCTaBLUMIACS B KOHTEWHEpE AMs KOHTAKTHbIX NUH3, U TOMNbKO MOCe 3TOro npucTynaiTe
K 04epeaHoN npoueaype Ae3nHMeKUMM NMUH3. PerynspHo BbINOMHANTE 3aMeHy CTaporo KOHTEMHepa Anst NMUH3
Ha HOBbIN. YTUNU3aLMsi OAHOPA30BbIX U3AENUIA N U3AENWIA C UCTEKLLMM CPOKOM FOAHOCTU NPOU3BOAUTCS B
COOTBETCTBUW C MECTHbIM/PEervoHanbHbIM/HaLMOHANbHBIM/ MeXAYHapOAHbIM 3aKOHOAATENbCTBOM.

Knacc oTxo4oB Anst Hemcnonb3oBaHHOro uagenus - A. Knacc oTXo4oB A5 UCNonb30BaHHOMO usgenus - b.
MeauumHckoe n3fenue He okasblBaeT BO3AENCTBUS Ha OKPYXaloLLYo cpeay Npy NPUMEHEHUN B COOTBETCTBUN C
MNHCTPYKLMSMU.

YMNAKOBKA

PacTBop MHOrodyHKUMOHANbHbI A€3UHMDULIMPYIOLLNIA

ACUVUE® RevitalLens ynakoBaH B KapTOHHYO KOPOGKY B KOMMIIEKTE C KOHTEMHEPOM NS NMH3, HAXOAUTCS B
nnacTukoBbIX onakoHax o6bémom: 60 mn, 100 mn, 300 mn 1 360 mn.

B kapTOHHOI ynakoBke cogepXaTcs: NrnacTUKOBbIV PriakoH ¢ pacTBOPOM MHOTO(YHKLUMOHaMbHBIM
nesnHpuumpyownm ACUVUE® Revitalens - 1 WT., KOHTeHep AN NUH3 - 1 WT., UHCTPYKLMSA NO NPUMEHEHUIO -
1 wr.

B npouecce pa3paboTku An3aiiHa ynakoBku, NPOU3BOACTBA W CTEpPUNU3aLmMmn cobrnogaloTcs CooTBETCTBYIOLME
MexXayHapoAHble 1 HauVoHasbHble CTaHAAPThI, B TOM YKCIE yKasaHHbIe HUXeE:

EN ISO 13485: W3nenua megmumHckue. CucteMbl MEHEAXKMEHTa kadecTBa. TpeboBaHus ans

Lenei HOpMaTUBHOTO PerynnpoBaHns
EN ISO 14971: W3penus meamumHckue. MNMprMeHeHe MeHed)KMeHTa pucka K MeAULMHCKUM U3aenusim
ISO 14534: OnTuka odTanbMonornyeckas. KoHTakTHble NMH3bI U CPeAcTBa yxoaa 3a

KOHTaKTHbIMU NiH3amu. OCHOBHbIE TpeGoBaHUS

EN I1SO 10993-1: Uzpenus meamumnHckmne. OueHka bronormyeckoro AencTBms MeanLUMHCKUX nagenui. Yacts 1.
OueHka 1 nccneaoBaHus

EN I1SO 10993-5: Uzpenus meamumnHckne. OueHka bronormyeckoro AeNcTBus MeauLUMHCKUX nagenui. Yactb 5.
MccnegoBaHus Ha LMTOTOKCUMYHOCTL: MeToab! in Vitro

1ISO 10993-10: Wapenua meamumHckme. OueHka B1MOoNormyeckoro AencTBms MeauLMHCKUX N3AENWii.
Yactb 10. ViccnepoBaHus pasapaxatoLero 1 ceHcubunmaupytoLlero AencTens

EN ISO 11137-1: CTepunusaumsa MeavuMHCKoN npoaykumn. PagvuaumoHHas ctepunusaums.
Yactb 1. TpeboBaHus k pa3paboTke, BanuaaLuumn 1 TekyLLeMy KOHTPOIto npoLecca
CTepunu3aLmm MeaMUUHCKUX N3AENUin

EN ISO 14155: KnuHnyeckue nccnegosanus. Hagnexalias kKnuHuyeckast npaktuka

EN 1041: VHdopmaumsa, noarotaBnveaemMas U3rotoBUTeNeM, ConpoBoXxaatoLlas
MEAULMHCKUE U3aenus

ISO 15223-1: W3pgenua megnumHckue. CMBOIbI, NPUMEHSEMbIE NPU MapKUPOBaHUN Ha
MEANLIMHCKUX U3OENUsX, 3TUKeTKaX U B CONPOBOANUTESNIbHOM AoKyMeHTauun. YacTb 1.
OcHoBHble Tpe6GoBaHus

ENISO 11978: OnTuka odranbmonoruyeckas - KoHTakTHble NMH3bI U NPOAYKTLI yxoaa 3a
KOHTaKTHbIMWU NUH3aMK - QTUKETUPOBaHNE

MEDDEYV 2.7/1 r4: KnuHuuyeckve uccriefoBaHusi. Hagnexallas KnuHudeckasi npaktuka

ISO 14644-1: UncTble NOMELLIEHUSA U CBA3AHHBIE C HUMU KOHTPONMPYeMble cpefbl.
YacTb 1. Knaccudukaums YnucToTbl BO3ayXa no KOHLEHTpaLMW YacTul,

1ISO 11981: OnTuka odranbmonornyeckas. KoHTakTHble NMUH3bI M CpeacTBa No yxoay 3a
KOHTaKTHbIMU NnH3amu. OnpegeneHne rU3n4eckon COBMECTUMOCTU CPEACTB Mo yxoay 3a
KOHTaKTHBbIMWU NNH3AMMN C KOHTaKTHbIMU NIH3aMK1

1ISO 9394: OnTuka odTanbMonornyeckasi. KoHTakTHble NIMH3bI U U34ENUs MO YXOAY 3a HAMMK.
OnpepneneHvie GUOCOBMECTUMOCTU KOHTAKTHbIX NUH3 Ha KpOnukax

ISO 13212: OnTuka odTanbmonoruyeckasi. CpefcTea no yxo[y 3a KOHTAKTHbIMU NMH3aMU.
PykoBoasiLuye npuHUMnbI ANt onpefeneHnst cpoka rogHoCTH

I1ISO 14729: OnTuka odTanbmonornyeckas. CpeacTea yxoaa 3a KOHTaKTHbIMU NUH3aMK.
Mwukpobronoruyeckue TpeboBaHUst U METOABI UCTIbITAHUIA. CXeMbl TMrMeHnYeckomn
06paboTKM KOHTaKTHbIX JINH3

1ISO 14730: OnTuka odranbmonoruyeckasi. CpeacTsa yxofa 3a KOHTAKTHbIMU NUH3AMU.
MeTopa ucnbitaHns adhekTMBHOCTU aHTUBaKTepHanbHbIX KOHCEPBAHTOB U PYKOBOACTBO
no onpeaeneHuio cpoka yTunmsauum

EN ISO 13408-1: AcenTunyeckoe Npon3BOACTBO MEANLMHCKON NPOAYKLIMA.
Yactb 1. O6Lwme TpeboBaHus

EN ISO 13408-2: AcenTunyeckoe NpOU3BOACTBO MEANLMHCKON NPOAYKLIMA.



YacTb 2. dunbTpaums
EN ISO 13408-4: AcenTnyeckoe NpoM3BOACTBO MEANLIMHCKOW Npoaykumun. YacTtb 4. OuncTka Ha mecTe

EN ISO 13408-5: AcenTtnyeckoe Npou3BOACTBO MEANLMHCKON NPOAYKLIMA.
Yactb 5. Ctepunumsaums Ha mecTe

ISO 11986: Odpranbmornormyeckas onTuka - KOHTaKTHbIE MUH3bI U CpeacTBa yxoaa -
onpe/eneHne KOHCEPBAHTOB MOrMOLLEHWE 1 BblAeneHne

EN ISO 11137-2: CTepunusaums MeauUMHCKON Npoaykuun. PaguaumonHas ctepunusauus. Yactb 2.
YcTaHoBreHne CTepunuaytoLleit 4o3bl

1ISO 11137-3: CTepunusaums MeAULMHCKOW npoaykuun. PaguauunorHas ctepunusaums. Yacts 3.
PykoBoacTBO No Bonpocam fo3nMeTpum

MEDDEYV 2.5.1/Rec5:TexHuuyeckas ookymeHTauus. [nasa: 2.5.1 PykoBoasive ykasaHus no cucteme Hagsopa
3a MeAVLMHCKUMU U3AENUAMM

MEDDEYV 2.1/3 rev.3: lNorpaHnyHble NpoAyKTbl, NPOAYKTbI AOCTABKN NEKapCTBEHHbIX CPeACTB U MEAULIMHCKME
YCTPOWCTBA, cofepXallme B kayecTBe HEOTbEMIEMOI YacTu BCNOMOraTensHoe
nekapcTBeHHOE BELLEeCTBO UMK BCrioMoraTesibHoe Npov3BOAHOE KPOBYW YernoBeka

FAPAHTUNHBLIE OBA3ATENLCTBA

MpousBoauTens He 6epéT Ha cebsi HNKaKkNX JOMONHUTENbHbIX rapaHTUHBLIX 0653aTEeNbCTB, 3a UCKITIOYEHNEM
TeXx, KOTOpble IPUANYECKN YTBEPXKAEHbI.

[apaHTUMHBI CPOK rOAHOCTU NOCHE BCKPLITUSA hriakoHa ¢ pacTBOpoM - 90 AHEN, rapaHTUNHBIA CPOK rOAHOCTU -
2 ropa.

NPOU3BOAUTENDb
“AMO Wpnangus”, Upnangus
Bnok B, llncbcou Baneit Ocbue Kamnyce, Kyappuseiin, Ko. Jy6nuH, Vpnanavs
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