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INSTRUCTIONS ON USE

Moisturizing ophthalmic solution
Ocutears®”
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1. INDICATION

Moisturizing ophthalmic solution Ocutears® imitates the effect of the natural tears, pr
and moistens the eye surface and lubricates it. This provides long-lasting relief for eye
are dry as a result of:

» Keratoconjunctivitis sicca (Sjogren’s syndrome)

* Injuries to the cornea, erosion, comeal surgery

» Wearing contact lenses

* Hormonal disturbances (menopause)

* Air conditioning, vsdnd, cold, dust, smoke, dry heat, air pollution

* Work at a computer screen, long car journeys, long-haul flights

» Swimming in chlorinated water

2. MAIN CHARACTERISTICS

2.1. Prineiple of action
Moisturizing ophthalmic solution Ocutears® imitates the effect of the natural tears, protects r
moistens the eye surface and lubricates it.

2.2.  Composition
Moisturizing ophthalmic solution Ocutears® is a sterile, xmpreserved, viscoelastic,
protective shield for the cornea.
Moisturizing ophthalmic solution Ocutears® contains: Sodium hyaluronate 0.15%, so(
chloride, sodium hydrogen phosphate, sodium dihydrogen phosphate, manganese chh
tetrahydrate, HCI/NaOH to adjust pH close to physiolocical human tear pH range (6.8 -
purified water.
Each bottle o f Moisturizing ophthalmic solution Ocutears® contains 10 ml of sterile fluid.

3. SPECIAL WARNINGS

* Do not use Moisturizing ophthalmie solution Ocutears® if you are allergic to any of
components of the product.

» Do not use if the tamper-evident ring of the cap or the bottle are damaged.

» Do not allow the bottle to touch the eye.

» Because of the risk of contamination, avoid bringing the tip of the bottle into contact with o
surfaces or your hands.

» Do not use simultaneously with other medications for the eye. If you currently use other
drops, you should wait at least five minutes before using Moisturizing ophthalmic solu
Ocutears®.

» Do not apply to infected eyes.

» Write down the date of first opening the bottle on the bottle itself

Note:

Moisturizing ophthalmic solution Ocutears has no influence on the ability to drive and use
machines. As with any ocular treatment, if transient blurred vision occurs at instillation, the
patient should wait until the vision clears before driving or using machinery.

Patients with chronic disease should consult doctor before starting to use moisturiz
ophthalmic solution Ocutears®.

Pregnant and breast-feeding women should consult with doctor before starting to
moisturizing ophthalmic solution Ocutears®.

No clinical trials in children have been conducted with moisturizing ophthalmic solut
Ocutears®
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4. INSTRUCTIONS FOR USE

When you are using Remove the cap. By pressing on the Replace the bottle’
the eye drops bottle sides of the bottle cap after use.

for the first time, squeeze one drop

remove the tamper- directly onto the eye

evident ring of the cap or contact lens.

by pulling the tab;
Ocutears® can then be
used for up to 6
months.

By gently massaging the eyelids with the eyes closed, the product will spread more quick
across the surface of the eye after application.

5. SIDE EFFECTS

As with all eye drops, it is possible that you have some mild discomfort in the eye for a she
while after using the drops. IF YOU NOTICE ANY 8LUE EFFECTS THAT ARE NOT LISTE
IN THIS LEAFLET, PLEASE TELL YOUR DOCTOR.

6. STORAGE CONDITIONS

Store at 2°C to 25°C. Protect from frost.

Keep out of the reach and sight of children.

Do not use more than 6 months after the first opening.

7. SHELF LIFE
2 years.
Do not use after the expiry date printed on the box.

8. DISPOSAL

An used bottle, a bottle 6 months of it's first opening, or expired bottle should be disposed via
household waste.

9. GUARANTEE
This product was developed, manufactured, examined and packed according to all relevant
requirements.

Manufacturer's guarantee is valid for unexpired, unopened, undamaged and properly stored
product.

Developer and CE-mark holder in EU:
i.com medical GmbH

Kaflerstrasse 15

81241 Munchen, Germany
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Manufacturer:

i.com medical GmbH
Kaflerstrasse 15

81241 Mdnchen, Germany
in factory:

Laboratoires Pharmaster
Z.1. de Kraffl

67150 Erstein, France

Name and address of legal entity-holder of Registration Certificate:
Santen Oy

Niittyhaankatu 20

33720 Tampere, Finland

Additional information regarding the medication could be received and claims should be sent to
the following address in Russia:

Santen Oy representative:

Office 13, 1, Mytnaia street

Moscow 119049, Russia

Phone.: (499) 230-02-88,

Fax: (499) 230-10-75.
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NHCTPYKUNA no NMPUMEHEHUIO

«PacTBOp 0hTa/IbMOIOrNYECKNI
yBnaxxHswwmnmn OkyTnap3® (Ocutears®):
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1 HASHAUEHWE
PacTBop OpTa/IbMOMOrMYECKUA  yBRaXKHAKOWMI  OKyTnap3®  BOCNPOM3BOAUT  [eic
eCTeCTBEHHOW c/e3bl, 3aliuliaeT U yBMaKHAET MOBEPXHOCTb [/1a3a U CMasblBaeT eé.
CPeACTBO OKasblBaeT [0/IrOBpPeMeHHOe obreryaroliee BO34eNCTBME MPU  CYXOCTU i
06yCNOB/IEHHOIA:
*  CYXMM KepaTOKOHBLHHKTUBUTOM (CMHAPOMOM LLierpeHa);
*  MOBPEXJEHWSIMU POroBuLbl, 3PO03MEN WU XUPYPrUYECKMMW BMeLlaTeIbCTBamMm
poroBuLg;
*  HOLUEHWEM KOHTAKTHbIX JINH3;
*  UN3MeHeHMeM ropmMoHasIbHOro oHa (MeHonay3oit);
* (hakTOpamMu  OKpy>Katolle  cpedbl:  BETPOM,  XOJIOLOM,  MblUblO,  [blb
KOHAVUNOHMPOBAHHbIM, CYXUM WK 3arpsi3HeHHbIM BO3LYXO0M;
e paboToi 3a MOHMTOPOM KOMMbIOTEPA, AO/ITON €340/ Ha aBToOMObWe, nepeneTamu
Ja/ibH1e paccTosiHUS;
* M/J1laBaHUEM B XJIOPUPOBAHHON BOJe.

2. OCHOBHbIE XAPAKTEPNCTUKI

2.1. MpuHUMN genicTBUS

PacTtBop OPTa/IbMOMOrNYECKN  yBNaXHAOWMUA  OKyTMap3®  BOCNPOM3BOAUT  AEUCT
eCTECTBEHHOW Ce3bl, 3alMLAeT N YBNaXKHAET NOBEPXHOCTb F1as3a U CMa3blBaeT eé.

2.2. CocTtaB

PacTBop oTasibMonornyeckuii yBnakHswowmii OkyTvap3® npeactaBnsieT Co60M cTepusb
BA3K03/1aCTUYHOE MNpO3payHOe 3alMTHOe CPeACTBO A7 POroBULbI, He  cofepkar
KOHCEpPBaHTOB.

PacTBop O(hTasIbMONOrNYeCKUA  yBNaXKHAWOWNA OKyTnap3® cogepxut: Hatpresas
rmanypoHosoii  kumcnotel  0,15%, Hatpus xsopug, HaTpua  rugpodocdar, Hat)
anrugpodocaT, MapraHua xaopupga TeTparuvgpar, X/0pMUCTOBOAOPOAHAs KucnoTa/HaT]
rugpokeng fo pH 6,8-7,6, Boga ounLLeHHas.

Kaxgaa ynakoBka PacTBopa ogyTasibMO/IoOrnyeckoro yenaxHsouwero OKyTnap3® coaep>xuT
MJ1 CTEPU/IBHOIO pacTBopa.

3. OCOBbIE YKA3AHNA
He npumeHsiiTe PacTBOp 0(hTasibMONOrMYECKNIA yBNaXKHSAOLWNA OKyTMap3® ecnn y E
NMEETCS annieprnst Ha Ntobble KOMMOHEHTbI, BXOASLLNE B €r0 COCTaB.
He ncnonb3oBath, eC/iv 3alWUTHOE KO/MbLO MK (P1akoH MOBPEXAEHbI.
M3beraTb KOHTaKTa KOH4YMKa (plakoHa ¢ rnasom.
M3-3a pucKa 3arpsisHeHMs pacTBopa M3beratb KOHTakTa KOHYMKa (hnakoHa ¢ gpyru!
NOBEPXHOCTSIMU U/IN PyKaMW.
He wcnonb3oBatb OAHOMOMEHTHO C APYrMMW rflasHbIMU MpenapatamMv  MeCTHO
npyMeHeHnsi. Tpy NPUMEHEHMU [APYTMX T[NasHbIX Kanenb, CneayeT nojoxaatb, ;
KpalriHei Mepe, NSATb MUH”, MNpPexje 4Yem 3akanbiBaTb PaeTBOp 0(hTasibMOOrnyecto
yBRaxHsaowmnii OKyTmaps
He npumeHATbL NpyY NH(EKLWMOHHOM NOPaXKeHUW rnas.
[laTy NepBOro OTKPbITUSA YKaXNTe Ha (p1akoHe.

IMpumeyvaHme.

PaeTBOp oOMTanbMOMOrNYecKNin - yBnaxHaWMA OKyTHMap3® He OKasbIBaeT BAUSHUS i
CNOCO6HOCTb YyNpaBiATb aBToMob6uIeM 1 pabotaTb ¢ MexaHMsMamu. Kak n npu npumeHeH!
No6bIX ApYrnx OoMTa/IbMONIOrMYECKUX CPEACTB, MOC/Ne WHCTUNNAUMA MOXKET BO3HUKHY
KpaTKOBpPeMeHHOe 3aTyMaHuBaHWe 3peHus. B 3TOM crnyyae naumeHT AOJIKEH MOAOXKAaTb Noi
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6. NMPABUNA XPAHEHWNA N NCIMNOJIbSOBAHPLU

XpaHuTb npu Temnepartype oT 2 go 25 °C. He 3aMopaxxmBathb.
XpaHWTb B HE0ETYNHOM NS AeTeil MecTe.

He npumMeHATL 60s1ee 6 MecALeB Mocse NepBoro BCKPbITUA (hnakoHa.

7. CPOKTITOAHOCTW
2 ropa.
He NnpuMeHATb N0 UCTEYEHUM CPOKa rOLHOCTH, YKa3aHHOI0 Ha yrnaKoBKe.

8. YTUNN3ALUNA
Mcnonb3oBaHHbIM (hNakoH, a TakxXe MNPOAYKT, NpuMeHseMblii 6onee 6 mecsueB, 1160
NCTEYEHUN CPOKa FOLHOCTM CnefyeT yTUAN3MpoBaTh BMeCTe C ObITOBbIM MYCOPOM.

9. TAPAHTUMI

[aHHoe n3genue 6bI10 pa3paboTaHO, M3rOTOBAEHO, MCMbITAHO M YNakKoBaHO Npu cobnwoaer
BCEX COOTBETCTBYIOLMNX Tpe6OBaAHWIA.

apaHTUM NPOM3BOAMTENA PACMPOCTPAHAKOTCA Ha M3LeNnue L0 UCTEYEHUs CPOKa ero rofHoe
YKa3aHHOr0 Ha YMakKoBKe, M OTHOCATCS K HEOTKPbITOMY, HEMNOBPeXAEHHOMY M npaBun!
XpaHALLemMycs U3Lenunio.

PaspaboTumk n Bnageneu EC Ceptudunkarta B EBpone
n.KoM mMeankan MmexX

Kathnepctpacce 15,

81241 MioHxeH, M'epmaHua

MponssoanTens:

n.kom megukan MMex
KagnepcTpacce 15,

81241 MioHXxeH, "'epmaHua

Ha 3aBofe:
Nab6opatyap Papmactep
3.1. pe Kpagpt

67150 EpwTeitH, ®paHLms

KO puanyeckoe nNnLo, Ha UMA KOTOPOro BblgaHo PY:
AO CaHTaH

HuuntTioxaaHkaty 20

33720 Tamnepe, ®UHNAHAMA

Mony4ynTb AOMNONHUTENbHYIO MHOPMaL MO O NpenapaTe, a TakXXe HanpaBWUTb CBOW MPETEH3NT
MHDOPMALMIO O HeXenaTeNbHbIX ABNEHNUAX MOXHO N0 cneaytollemy agpecy B Poccuu:

MpepctaBuTenscTBo «AO CaHT3aH» B Poccuu:
Poccusa, 119049, Mocksa

MbITHas ynuua, gom 1, opuc 13

Ten. (499) 230 0288

dakc (499) 230 1075
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nepesoj C HEMELKOro A3bl

LTamn:

n.Kom megmkan rmoxXx
Katgnepctpacce 15,
81241 MioHxeH, MepmaHng

Texcrleaman}) AOKYMeHTa nepesen C HEMELIKOO A3blKa Ha Py C” 1IN A3bIK NMepeBofUmK
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Poccuiickasa ®egepaums. MNopoa Mocksa.
JecaToro HOA6pSA ABe ThiCAYM YeTbIPHAALATOrO rofa.

A, KptokoBa Jltogmuna HavneBHa, BPEMEHHO WCMOMHAKOLWLAA 0653aHHOCTU
HoTapuyca ropoga Mocksbl CanomatuHol Onbr  [PUropbeBHbI, CBUAETENLCTBYHO

NOASIMHHOCTb NOANNUCK, cAeNaHHON nepeBoaunkom LUeprunosoin Siunuein HukonaesHoiw
B MOEM NPUCYTCTBMMW. JIMYHOCTb €ro yCTaHOB/EHa.

rep6C38$=| NeYdib 3apermcTpmposaHo B peectpe 3a Ne
|_U|'ap/|>ca B3bickaHo no Tapudy: 100,00 py6.

BpemeHHO 1.0. HOTapuyca I/%‘B, N.H.Kplokosa

Bcero npoLHypoBaHo u
MPOHYMEepPOBaHO
[eBATb JINCTOB

W CKPeneHo neyarbio

BpemeHHO 1.0. HoTapuy!
P "YtOPHC

A

KWKV HE B HEETCH
3M"nBPXXaHNA DRMEHTA N QOOTEEICTR/E U3MOXKCTH

HEVIC{BKICB S/ CTRATE HHOK,

Bcero npowHypoBa
M npoHy”~eposBar

ncKkpennewon
BPWO HoTapuy</™ ™
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