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HAMMEHOBAHVE MEAVNLUMNHCKOIO
N3OEJTNA

Buckonpotektop «OCUCOAT®», B cocTase

Hanee no TekcTy: OCUCOAT, BUCKO3MACTVUK,
OBW (ohTanbmonornyeckoe BUCKOXMPYPruyeckoe
U3henne), MeauLMHCKOe U3aenve, nsgenve.

COCTAB
Buckonpotektop «OCUCOAT®», B cocTaBe:

1 «OCnCOAT®» (2%
rMAPOKCUMPONUAMETUNLIENSTHOMN03]), 2 M, B
LLNpU1LEe C KOHHEKTOPOM Tuna Jlyep J1ok, 6e3
urnbl - 1wWwr.;

KaHtons, 25G - 1wr,;

YOEPXKUBAIOLLLMIA 3a0KUM - 1 LLIT.;

CTUKep 4719 NPOCNeXmBaHna - 5 wr.;
WNHCTPYKUWA MO NPUMEHEHMIO - 1 .

ok wN

NHPOPMALNA O NMPON3BOANTESIE
MEAVNUMNHCKOI'O N3AETNA

OTBETCTBEHHbI NPOU3BOANTENb U pa3paboTUVK:
Baywu aHg JTom6 VHkopnopeiiTe, CLUA,

Bausch & Lomb Incorporated, 1400 North Goodman
Street, Rochester, NY 14609, USA

MecTo nponsBoACcTBa:
Lifecore Biomedical, LLC, 3515 Lyman Boulevard,
Chaska, MN 55318, USA (CLLA)

HA3HAYEHWVE
OCUCOAT nokasaH K  TMpPUMEHEHUIO B
O(Ta/IbMOMIOTUYECKOA  XUPYPrMM B Ka4yecTse

BCTOMOrate/lbHOro CpeAcTBa Npy  OMnepaTUBHbIX
BMeLLIATeNIbCTBAX Ha MepefjHeM CErmeHTe rfasa, B
TOM YMC/e NPU YAaNeHUN KaTapakTbl, MNAaHTaLmm
VHTPAOKYNAPHON NINH3bI, XMPYPrum porosuubl u
XUPYPrUYECKOM JIEYEHNN TIayKOMb.

MNOTEHUMANIbHAA NOMYNALUNA
NAUMNEHTOB

Llenesoit rpynnoii ana npuMmeHeHns OBU sBnsitoTCS
naumyeHTbl, He3aBUCUMO OT NOMa, HyXJaroLmeca B
ornepatMBHOM  BMELLATENbCTBE  Ha  MepeaHem
CEerMeHTe rnasa 1 He VMetoLLye NPOTUBOMOKa3aHUM.
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MEDICAL DEVICE NAME

Viscoprotector «KOCUCOAT®», in delivery set
with

Hereafter referred to as: OCUCOAT, viscoelastic,
OVD (ophthalmic viscosurgical device), medical
device, device.

DELIVERY SET

Viscoprotector kKOCUCOAT®», in delivery set
with:

1 «OCUCOAT®» (2% hydroxypropyl
methylcellulose), 2 ml, in a syringe with a
Luer Lock connector, w/o a needle - 1pc.;
cannula, 25G - 1pc,;

retention clip- 1pc.;

chart label - 5pc.;

instructions for use - 1pc.

akrwd

INFORMATION ON THE MANUFACTURER
OF THE MEDICAL DEVICE

Lesal manufacturer and developer:

Bausch & Lomb Incorporated

1400 North Goodman Street, Rochester, NY
14609, USA

Manufacturins site:
Lifecore Biomedical, LLC
3515 Lyman Boulevard, Chaska, MN 55318 USA

INTENDED USE
OCUCOAT is indicated for use as an ophthalmic

surgical aid in anterior segment surgical
procedures, including  cataract  extraction,
intraocular lens implantation, comeal and

glaucoma surgery.

INTENDED PATIENT POPULATION

The targeted treatment population for OVDs are
patients who need anterior segment ophthalmic
surgical  procedure who do not have
contraindications, regardless of gender.



noTeHUMVWAanNnbHbLI W NoTpe6UTensb

OBV nokasaHbl K TMPUMEHEHUIO  XUPYProM-
O(PTa/IbMO/IONOM B KayeeTBe BCMOMOraTe/ibHoro
CpeacTsa MpW OMepaTuBHLIX BMeLLaTeNbCTBaxX Ha
nepefHem cermeHte rnasa. OBW  [O/MKHbI
1NCNO0/b30BaTLCA TOMLKO B OMEpauMOHHbIX 3anax,
MEAULIMHCKNX YUpeXXaeHnsax npopeccruoHanamm B
06nacTM MeguUMHBI, MpoLleswnMm obydeHne Mo
pabote ¢ OBW.

OBJIACTb NMPMEHEHWNA

Odpranbmosniornyeckas Xvpyprus.

ONMMCAHWE U3OENTNA

OCUCOAT CTEPUNbHBIA,  N30TOHMYECKUA,
arnupOreHHbIA  BMUCKO3/1aCTUYHBLIA - 2%  pacTBop
BbICOKOOUMLLEHHOW, He BbI3bIBAIOLLEN BOCMasieHue
rMAPOKCUMNPONUIMETUNLENION03bI  C  BbICOKOWA
MosieKynspHor Maccoit 6onee 80 000 [anbTOH.
®opma Bbinycka OCUCOAT — 2 mn, B LUNpULE C
KOHHeKTOpoM Tuna Jlyep J1ok, 6e3 urnbl. B kaxaom
MUNAUANTpE cofepxnTca 20 mr/mn
rMAPOKCUNPONUAMETULENHONO3bI, PaCTBOPEHHOM
B (DM3MONIOrMYecKOM CHanaHCpPOBaHHOM CO/MEBOM
pacteope, cofepxatiem: 0,49 % xnopupa Hatpus,
0,075 % xnopupa kanmd, 0,048 % xnopuaa KanbLms,
0,03 % xnopuga marHus, 0,39 % auertaTta HaTpus,
0,17 % umTpata HaTpus, NpM HeOOXOAMMOCTMU -
TMAPOKCUL, HATpUA WM CONMAHYO KUCNOTY (41
[l0BeieHns pacTBopa o Heobxoaumoro pH), 1 Bogy
AN UHBEKUMIA (CKONbKO NoTpebyeTtcst A0 o6bema 1
mn).  OcmonspHoctb  OCUCOAT  cocTaBnset
285+32 MOcwm, BsA3KocTb — 40001500 cCrt, pH —
7,2+0,4.

PEOJIOI MHECKAA KPVBAA: CM. Puc. 1
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INTENDED USER

OVDs are intended to be used by an eye surgeon as
a surgical aid during ophthalmic anterior segment
procedures. OVDs should only be used in operating
rooms and medical institutions by medical
professionals who have been trained to work with
OVDs.

SCOPE OF APPLICATION

Ophthalmic surgical aid.

DEVICE DESCRIPTION

OCUCOAT is a sterile, isotonic, non-pyrogenic

viscoelastic ~ solution of highly  purified,
noninflammatory, 2%
hydroxypropylmethylcellulose ~ with a high

molecular weight greater than 80,000 Daltons.
OCUCOAT is supplied as 2 ml, in a syringe with a
Luer Lock connector, w/o a needle. Each ml
provides 20 mg/mi of
hydroxypropylmethylcellulose dissolved in a
physiological balanced salt solution containing
0.49% sodium chloride, 0.075% potassium
chloride, 0.048% calcium chloride, 0.03%
magnesium chloride, 0.39% sodium acetate, 0.17%
sodium citrate, if necessary - sodium hydroxide
and/or hydrochloric acid (to adjust the solution to
the required pH), and water for injection (Qs to 1
ml). The osmolarity of OCUCOAT is 285+32
mOsM, the viscosity is 4000£1500 cst; and the pH
is 7.2+0.4.

FLOW CURVE: SEE Fig. 1
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XAPAKTEPUNCTUKWN CHARACTERISTICS
OCUCOAT — wm3pgenve, wucnonb3dyemoe B OCUKMCOAT is an ophthalmic surgical aid for use in
O(bTafIbMO/IOTMYECKOA — XMPYprM B KayecTBe anterior segment surgery and is space-occupying,

BCMOMOraTe/lbHOro CpeActsa Mpy  OMnepaTuBHbIX
BMeLLAaTeNbCTBaxX Ha MnepefHeM CerMeHTe rnasa.
MpeacTasnset coboii 3anonHsoLlee
BHYTPUr/asHble MOMIOCTK, 3alliuLiatollee  TKaHW,
MO/IHOCTBIO MPO3PaYHOEe BELLECTBO C BbIPAXKEHHOM
TEKYYeCTbHO.

OCuCOAT BbIBOAUTCS U3 TPabeKyNnsipHO CeTU B
TeyeHune 24 yacos (KnupeHc 98 %).

NMOKA3AHUA K NMPUMEHEHWIO

OCUCOAT nokasaH K  MPUMEHEHUID B
O(bTa/IbMONIOTNYECKON  XMPYpPruM B KayecTse
BCMOMOraTe/IbHOro CpeAcTsa NpU  OMnepaTMBHbLIX
BMeLLIATeNIbCTBAX Ha MepefHeM CerMeHTe rnasa, B
TOM YumC/ie NpY yOaNeHUN KaTapakTbl, UMMIaHTaLmm
WHTPAOKYNIAPHOWA NINH3bI, XMPYPrnM pPOroBuLbl W
XVpypruyeckoM neveHun rnaykombl. OCUCOAT
noAfepxmBaeT  rNyobuvHy Kamepbl BO  Bpems
XVPYPruyeckoro BMeLlaTe/lbCTBa Ha  MepesHem
CerMeHTe, MoBbIWAsA TeM CaMbiM 3(PHEKTUBHOCTb
MaHUMNyNAUMM - MpU MeHbLUEM  TPaBMUPOBaHU
9HZO0TENNA POroBULLbl U APYrnxX TKaHen rnasa.
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tissue protective substance, and completely
transparent, with excellent flow properties.
OCUCOAT clears the trabecular meshwork in 24
hours (98% clearance rate).

INDICATIONS

OCUCOAT is indicated for use as an ophthalmic
surgical aid in anterior segment surgical
procedures, including  cataract  extraction,
intraocular lens implantation, comeal and
glaucoma surgery. OCUCOAT maintains a deep
chamber during anterior segment surgery and
thereby allows for more efficient manipulation with
less trauma to the comeal endothelium and other
ocular tissues.



MPOTNBOMOKA3AHNA

MMaumeHTam c runepyyBCcTBUTENBHOCTLIO K [TIML,
Wi Apyrum KOMMOHEeHTaM pacTeBopa He credyet
NCMo/b30BaTh 3TO MEANLIMHCKOE M3aenie.

YKA3AHUA no NMPUMEHEHWIO

- Cobnogast CTepunbHOCTb, OTKPOKTE YNaKOBKY M
MOMECTUTE CTEPUNbHbIN LUNPUL, B CTEPUSIBHOE NOJSe.
- Ypanute KoinavokK 1 noacoeuHuTe CTEPUbHYHO
KaHo/Mo, MNPefyCMOTPEHHYKO B COCTaBe W3genus.
Y6eamTecb, UYTO KaHIONA HaAEXHO COeAMHEeHa C
KOHHekTOpoM Lwnpuua tuna Luer Lok (Puc. 2). B
Cflydyae  Ha/m4ms BO3AYLUHbIX  MNY3bIPbKOB
NnofoXAWTe, TMOKa OHW He MNOAHMMYTCA Ha
MOBEPXHOCTb W Cferka HafaBuTe Ha MOpPLUEHb,
4yToObl YAAUTb WX M3 KOHYMKA LWnpuua U u3
KaHHo/N.

- Mocne Toro, kak KaHloNA GyaeT npuKpensieHa K
LWNpuLy, BCTaBNAWTe LINPUL C KaHHMeid 4epes
3aKPYINEHHbIA  KOHEL, YAEepXXMBalOrLero 3axuma
KaHtonn (Puc. 3), noka yaepXvBatOruuii 3a0Kum
MOSIHOCTBIO He BCTAHET Ha BTY/IKY KaHonn. ®raHel,
Lwnpuua 3aruénkuneaercs B «KPbINbAX»
yaepxusatoLero saxuma (Puc.4).

- Bo Bpems onepauum Heo6xoAMMO COPOCUTH
fJaBneHne Ha nnyHwxkep [EPE[ w3BneyeHvem
KaHIO/IM M3 rnaza BO M36eXaHue MNpPYy>XXMHHOro
apheKTa, KOTOPbIA MOXET NPUBECTU K NONagaHuio
BO3/yXa B KaHI/I0 U LLNPWUL,.

*TMpnmeyaHue: PekomeHayeTcs Jilo)
MOACOEAMHEHNA K  LUNPULY  YaCTUYHO  Wan
MOSIHOCTbIO 3anofHUTL BTY/IKY KaHonm

c6anaHCMpPOBaHHbIM  COMEBbIM  PacTBOPOM.  JTO
MO3BOMNT YMEHbLLINTL PUCK MOMNAaaHNs My3blpbKoB
BO3/lyXa B MEPEe/IHIO Kamepy.
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CONTRAINDICATIONS

Patients who are known to be hypersensitive to
HPMC or other components of the solution should
not use this medical device.

DIRECTIONS FOR USE

- Using sterile opening technique, open pouch and
transfer sterile syringe onto sterile field.

- Remove the tip cap and attach the sterile cannula
provided. Make sure the cannula is tightly
connected with the Luer Lok tip of the syringe (Fig.
2). Allow air bubbles, if any, to rise to the surface,
and push plunger rod slightly to release any air
bubbles tfom syringe tip and cannula.

- After the cannula is attached to the syringe, insert
the syringe/cannula assembly through the rounded
end of the cannula retention clip (Fig. 3) until the
retention clip is fully seated against the cannula
hub. The syringe flange snaps into the “wings” of
the retention clip (Fig. 4).

- During surgery it is necessary to release the
pressure on the plunger BEFORE pulling the
cannula out of the eye, in order to avoid a spring
effect which may cause the introduction ofair in the
cannula and the syringe.

*NOTE: It is recommended that the cannula hub
be partially or totally filled with balanced salt
solution prior to attaching to the syringe. This will
further reduce the introduction of air bubbles into
the anterior chamber.



Fig.2 /Pwuc. 2
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MPEAYNMPEXAEHWA

» HecobntofieHne BCex MHCTPYKLMIA MO cOopKe mnm
MCNOMb30BaHNE  aflbTEPHATUBHBLIX  KaHOM U
YOEPXMBAKOLWEro  3aKNMa, OT/IMYHBIX  OT
npefyCMOTPEHHbIX B COCTaBe  MeAULMHCKOro
N3Lenns, MOXET TNPUBECTM K  OTCOeAVHEHUIO
KaHIOIN 1 BEPOSTHOCTU MPUUYMHEHUS Cepbe3HOM
TpaBMb!.

* TOMbKO ANA UHTPAOKYNAPHOIO NPUMEHEHNS.

o [Mocne Kaxgoro nNPUMEHEHUS YTUAM3UPYITe
Hemcnonb3oBaHHbIn OCUCOAT.

* He nopepratb NOBTOPHOI CTepuUn3aLmm.

o Ipn WHBEKUMX BUCKO3NACTUKOB B  LUNpULE
co3faétca  pgaBneHue.  YUToObl  NpefoTBpaTUTb
BbITECHEHWE KaHIONW B IN1a3, CeauTe 3a TeM, YToObl
KaHt/151 Oblna HagEXHO MpUKpernieHa K (UTUHTY Ha
Lwnpuue. PekomeHpgyeTcs NCMOoNb30BaTh
yAepXXuBaroLnii 3akKnM KaHtonu (Puc.4).

MEPbLI NMPEAOCTOPOXXHOCTW

e XpaHuTb Npu TemnepaType oT +2 go +25 °C;
n3beratb 4pe3mepHoro HarpeeaHusi (+ 60 °C).
Bepeyb OT CONMHEUHbIX NIy4Yeil 1 3aMopaXKMBaHNS.

* Mepbl NpPefoOCTOPOXKHOCTM  OrpaHMYMBaKOTCA
npoueaypamu,  06bIYHO  MPUMEHSEMbIMKA  MPU
0(PTaILMONOrNYECKNX XUPYPrnyecKmx
BMeLLIaTeNbCTBax.

e T[locne 3aBepweHus onepauun OCUCOAT
creflyeT OCTOPOXKHO YAannTb U3 NepefHeil Kamepbl
C nomoLLpto nppuratopa/ acnuparopa (U/A), 4TobbI
npefoTepatuTb WM CBECTM K MUHUMYMY
nocneonepalnoHHoe MNOBbILLEHNE (ckayvok)
BHyTpUrnasHoro pgaeneHna  (BrA). Cnepyet
TWaTtenbHO  KOHTponuposatb BlrA4, wn ecm
nocneonepaynoHHoe BI[] npeBbIWAeT 0Xnaaemble
3HayeHus, MOXeT noTpe6oBaTbCA
COOTBETCTBYIOLLAA Tepanus, HarpasfeHHas Ha
CHWkeHne BI[l, o0cobeHHO Yy MauMeHToB C
HapyLLeHVeM PyHKLMN OTTOKa (paHee
CyLLieCTBOBaBLLUAA rN1ayKoMa).

HEXXEJIATEJIbHbIE ABJIEHNA

KnuHnyeckne wucnbitaHna OCUCOAT nokasanw,
YTO OH OYeHb XOPOLUO MepeHocUTCs  Mpu
WNHTPAOKYNAPHOWN MHBEKLMMN B YE/IOBEYECKUIA TN1a3.

CoobLanocs 0 nocneonepaLMoHHOM MOBbILLEHNM
BlI', npy npumMeHeHUN BUCKO3/1aCTUKOB Ha OCHOBE
MMML. Mos.bliweHre B, 06bl4HO npexopsiiee, ¢
NAKOM 4Yepe3 4-7 YacoB rocne onepauun wu
BO3BpALLEHMEM K MCXOLHOMY YPOBHKO B TeYeHue
HECKO/bKNX [Hei. Mpwn 1NCcnonbL30BaHUN
O(PTa/IbMOOTr YECKIMX BUCKOXUPYPTrNYECKMX
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WARNINGS

* Failure to follow all of the assembly instructions
or use of an alternate cannula and retention clip,
other than the ones provided, may result in cannula
detachment and the possibility of serious injury.

» For intraocular use only.

* Discard unused contents of OCUCOAT syringe
after each use.

* Do not resterilize.

* Injection of viscoelastics creates pressure in the
syringe. To prevent expulsion of the cannula

into the eye, ensure that the cannula is securely
attached to the fitting on the syringe. Use of the
cannula retention clip (Fig.4) is recommended.

PRECAUTIONS

» Store between +2° to +25°C; avoid excessive heat
(+60°C). Protect from sunlight and freezing.

* Precautions are limited to those normally
associated with the ophthalmic surgical procedure
being performed.

* OCUCOAT should be carefully removed from the
anterior chamber at the end of surgery using
irrigation/aspiration (I1/A) devices to prevent or
minimize post-operative intraocular pressure
increases (spikes). The IOP should be carefully
monitored and if postoperative IOP increases
above expected values, appropriate 10P-lowering
therapy may be necessary, especially in patients
with a compromised outflow facility (pre-existing
glaucoma).

ADVERSE EVENTS

Clinical testing of OCUCOAT showed it to be
extremely well tolerated after injection into the
human eye.

Postoperative elevations of IOP have been reported
with HPMC viscoelastics. The IOP elevations are
usually transient, peaking at 4 to 7 hours
postoperatively and returning to baseline within a
few days. Other rare postoperative reactions
including ocular inflammation and/or infection,
toxic anterior segment syndrome (TASS),



n3gennin - coobwanocb 0 APYrux  pPeaKux
nocneonepayoHHbIX peakuusax, BK/IHOYas
BOCNa/ileHe W/UAM  UHMEKUMIO [1a3a, CUHAPOM
TOKCMYECKOro NopaXkKeHWs nepegHero oTpeska rnasa
(TASS), npeuunuTaTbl  BUCKO3/MACTMKa  Ha
MOBEPXHOCTU WHTPAOKYNsipHOW nuH3bl (MNOJ1) u©
OTeK UM AeKOMMNeHcaLuuio porosuLbl. BsaMocBs3b

¢ npumeHeHnem OCUCOAT He ycTaHOB/IEHA.

KNMHUNYECKUE NMPEMMYLLLIECTBA

Bnarogaps CBOMM BUCKO3/1aCTUYHBIM, MPO3paYHbIM

1 cmasbiBatowmm ceoicteam OCUCOAT:

 06ecrneymBaeT XOpOLYyt BUAMMOCTb B TeyeHue
onepauuu;

* MOKPbIBAET W 3alMLLaeT 3HAOTENNIA POroBULLbI 1
OKpY>XatoLLme HeXHble BHYTPUrNasHble TKaHU OT
3aBUXPEHWI YXMOKOCTH, BO3/eNCTBMSA
XUPYPrUYeCKUX WHCTPYMEHTOB, Y/bTPa3ByKOBOW
1 Na3epHON aHepruu;

* NOAAEPKMBAET CTabM/IbHOCTL W 06ecneynBaeT
paboyee MPOCTPAHCTBO (Hanpumep, [NyouHYy
nepefHell Kamepbl, pacLUMpeHVe Kancy/bHOro
MeLLKa) Ans 0bneryeHns onepaumm u CHDKEHNS
puUCKa TpaBMbl MpuW onepauuu;

* NOKpbIBaeT cuctembl foctaskn WNOJ1  and
o6ecneyeHnss ONTUMasbHbIX YC/IOBUIA BBEAEHUS
NOJ.

METO/A CTEPUJTNSALINIA

OCUCOAT - ato CTEPW/bHBIN anuporeHHbiii
BMCKO3/M1ACTUYHbIA  pacTBOp, MOCTaB/IsieMbli B
obvemMe 2 MN B OAHOPA3OBbIX LUNpUUAX C
HaKOHeYHVKoOM Tuna Jlyep JIoK, kaHtonein 25G u
YLEPXKMBAIOLLM 32>KUMOM.

BrcKoanacTuyHbIi pacTBop noaBeprHyT
cTepunu3aumMmn B HepacthaCoBaHHOM Bufe, a 3aTeM
acenTUYECKN HamMoMHEH B LUMPULbI. YNaKoBaHHbIE B
CTEPUNBHYHO YMaKOBKY HAamMOMHEHHbIE  LUMPULbI
BTOPWYHO CTEPWUIN30BaHbl 3TUNEHOKCuaom (30).
KaHtons, 25G, W y[gepXuBaloWwmid  3aKUM
CTEPUIN3YIOTCA pagualment.

CofiepXXMoe  HepacKpbITbIX U HEMOBPEXAEHHbIX
YNakoBOK CTepunbHO. He 1cnonb3oBaTh, €cnu
YNaKoBKa OTKPbITa 11 MOBPEXaeHa.

BO3MO>XHOCTb n METO/AbI
NHTEIMPALUIN C APYT MU
MEOVNUVNHCKNMW USOETNAMU

MN3nenvie npeaHasHayeHo AN MUCMOMb30BaHUS Mpu
OMepaTVBHbLIX  BMeLLATENbCTBAX HAa  NepefHeM
CErMeHTE [/a3a, BO BPEMSI KOTOPbIX TakKXKe MOryT
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viscoelastic precipitates on the IOL surface, and
comeal edema or decompensation have been
reported with the use of an ophthalmic
viscosurgical device (OVD). The relationship to the
use of OCUCOAT has not been established.

CLINICAL BENEFITS

Due to its viscoelastic, transparency and lubricant
properties, OCUCOAT:

* Provides good visibility during the procedure

* Coats and protects the comeal endothelium and
surrounding delicate intraocular tissues against
fluid turbulence, surgical instraments, ultrasound
and laser energy

» Maintains stability and creates workspace (i.e.
deep anterior chamber, inflate capsular bag) to
facilitate the procedure and for reduced risk of
surgical trauma

* Coats IOL delivery systems for optimized 10L
injection

STERILIZATION METHOD

OCUCOAT is a STERILE, nonpyrogenic,
viscoelastic preparation supplied as 2 ml in a single
use syringe with a Luer Lok tip, a cannula, 25G,
and a retention clip.

Viscoelastic preparation is heat sterilized in bulk
form and then aseptically filled into syringes. The
pouched pre-filled syringes are secondarily
sterilized by EO sterilization.

Cannula, 25G, and retention clip are sterilized
using irradiation.

Contents of unopened and undamaged pouches are
sterile. Do not use if package is opened or damaged.

THE POSSIBILITY AND WAYS OF
INTEGRATING WITH OTHER MEDICAL
DEVICES

The device is intended to be used during
ophthalmic anterior segment procedures, which
may also involve the use of microsurgical systems.



CNO/b30BaTbC  CUCTEMI
VHTPAOKYNSPHbIE  NINH3bI,
BBE/EHNS JINH3bI "
(hapmaLieBTUYECKME BELLIECTBA.

MATEPUAJIbI, U3 KOTOPbIX
N3roTOBNEHO MEAVLMHCKOE
N3OENUNE

B KaXkoM MUNIMIUTPE BUCKO3NACTUKA COAEPXKNTCS

MUKPOXMPYPruyeckue,
VHCTPYMEHT  Ans
HeCBS3aHHbIe

20 wmr/mn rMAapPOKCUMNPONUAMETULENHO/O3bI,
PacTBOPEHHOIA B (hM3M0/TIOTMYECKOM
cbanaHcpoBaHHOM CO/NeBOM pacTBope,

cofepxkawlem: 0,49 % xnopuga Hatpuda, 0,075 %
xnopuga kanusd, 0,048 % xnopupga kanobuus, 0,03 %
xnopuga marHmnsa, 0,39 % auetata Hatpua, 0,17 %
umMTpara HaTpums, NPy HeOOXOAMMOCTM - TUAPOKCUL,
HaTpusa W/unn conaHyr Kucnoty (and LoBeAeHus
pacTBopa A0 Heobxogumoro pH), wn Bogy And
NHBEKUMI (CKOMbKO NoTpebyeTca Ao o6bema 1 mn).

OCunCOAT nocTaBnfeTca B BWAE aCeNTUYECKM

Hano/IHEHHOro  Wnpvua K3 6OpPOCUIMKATHOrO
CTeKna B CTEPUTHHON ynakKoBKe "3
Tyvek/nonnatunexa.

Martepuanbl LWNprUa:

. 60pOCHNMKaTHOE CTEK/IO

. CMasblBatoLLee BeLecTBO

. nonmkap6oHat

. anactomep

KaHtonsi, 25G, nocTaBnisieTcd B CTEPU/IbHOM
ynakoske 13 Tyvek/nonuatuneHa.

Martepuanbl KaHHNu:
*  HepXKaBeroLLas cTtasb
*  MoAMNponueH
e K/ein (MeanLMHCKOro Kacca)

3KUM 13
CTEPUNBLHON

Y [iepXXnBatoLLmMit
NnocTaBnseTca B
Tyvek/nonnatuneHa.

CMBO/IbI

Ha aTMKeTKax WM YnakoBKax W3OenuUs MoryT
0TOBPAXATLCS CNeyHoLLVe CUMBOSbI:

nosMnponuneHa
ynakoBke U3

Cumson / Symbol

STERILE R
STERILE EO

an intraocular lens, a lens inserter, and unrelated
pharmaceutical agents.

MEDICAL DEVICE MATERIALS

Each ml of viscoelastic provides 20 mg/ml of
hydroxypropylmethylcellulose dissolved in a
physiological balanced salt solution containing
0.49% sodium chloride, 0.075% potassium
chloride, _ 0.048% calcium chloride, 0.03%
magnesium chloride, 0.39% sodium acetate, 0.17%
sodium citrate, if necessary - sodium hydroxide
and/or hydrochloric acid (to adjust the solution to
the required pH), and water for injection (Qs to 1
ml).

OCUCOAT is provided as an aseptic fill in a glass
syringe in a sterile Tyvek/polyethylene pouch.

Syringe materials:
* Dborosilicate glass

e lubricant
* polycarbonate
» elastomer
Cannula, 25G, is provided in a sterile

Tyvek/polyethylene pouch.

Cannula materials:
e stainless steel

» polypropylene
» adhesive (medical grade)

Polypropylene Retention clip is provided in a
sterile Tyvek/polyethylene pouch.

SYMBOLS

The following graphics may appear on the labels or
the packaging of the device:

OnwucaHue / Description
CrepunusoBaHo paguaupeid / Sterilized using irradiation

CTepunnsoBaHo C UCMob30BaHNEM 3TVU'IeHOKCI/IAa/

Sterilized using ethylene oxide
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CTepnnn3oBaHO C UCMO/b30BaHMEM acemnTUYeCcKOM TexHOMorum obpaboTku /
Sterilized using aseptic processing techniques
Tonbko no peuenty (CLUA) / Prescription only (USA)

s TERILE A

I"ONL"

Q BHumaHume 7 Caution

Bepeub OT conHeYHbIX Nlyyein / Keep away from sunlight

He cTepunusosatb nosTopHO / Do not resterilize
He ncnonb3osatb NOBTOPHO / Do not re-use

He ncnonb3yiite, ecnv ynakoBKa NMoBpexaeHa, M 06paTUTeCh K MHCTPYKLMK M0
npumeHeHuto / Do not use if package is damaged and consult instructions for use

3enéHas Touka (YnakoBOUYHbIA MaTepyan NOANEXUT BTOPMYHOW nepepaboTke B

© pamKax «[lyanbHoi cuctembl» (DSD)) /
Green dot (packaging material is recyclable under the Dual System (DSD))

Homep cepuu 7 Batch code

[LOTi
: ! Kcnonb3osath g0 / Use-by date
i d MpownssoaunTens / Manufacturer
EC |rep] YNONHOMOYEHHbIN NpeacTaBuTeb B EBponerickoM coobLLecTBe / EBponeiickom

cotose / Authorized representative in the European Community/European Union
C € m | Homep CE 7 CE number

MeguumnHckoe nsgenve / Medical device

M D

REF Homep no katanory 7 Catalogue number

AT [ata nsrotosnenus / Date of manufacture

O OpfHa cTepunibHas bapbepHas cuctema / Single sterile barrier system
f Bepeub 0T Brarn / Keep dry

O3HaKOMbTeChb C MHCTPYKLMEN MO NPUMEHEHWNIO UMW 3N1IEKTPOHHOW MHCTPYKLMEN
no npumeHeHuto / Consult instructions for use or consult electronic instructions

for use
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Wmnoptép / Importer

YNonHomo4eHHbIN npefcTasuTens B LLBeriyapun / Authorised representative in

Switzerland

YC/OBUA SKCTITYATAUUN, XPAHEHNA
N TPAHCITOPTUPOBAHIWA

XpaHuTb 1 TpaHCNOPTUPOBaTL NpPU TeMnepaType ot
+2 po +25 °C; n3beratb YpeamMepHOro HarpeBaHus
(+60 °C). bepeub OT COMHEYHbIX Nyyen u
3aMopaXkneaHus.

[Mepef Mcnonb30BaHWEM OXNXKAEHHOMY MPOAYKTY

cnefyeT aaTb AOCTMUYL KOMHATHO TeMMepaTypbl.

CPOKropgHoCTHM

CpoK rogHocTu ¢ AaTbl NPOM3BOACTBa - 36 MeCALIEB.
[ata ncTeyeHMs cpoka rofHoOCTM YKasblBaeTCA Ha

noTpedmTenbCKoM ynakoske B oopmate T T-MM-

A,
NE3VHOEKLMNSA

HenpumeHumo. W3penve ctepunbHO. [OBTOPHONA
Le3NHMEeKLMN/CTEPUNN3ALIAN HE NOLJIEXUT.

NNPEKTUBA O NMOBTOPHOM
ICMONb3OBAHUN MEANLIMIHCKOIO
V3LENS

Mpwn nepepaboTke n/nnn MOBTOPHOM
MNCNOMb30BaHUN  [AAHHOTNO MPOAYKTa  KOMMaHuA
Bausch & Lomb He MOXeT rapaHTMpoBaTb €ro
(hYHKUMOHa/IbHBIX BO3MOXXHOCTEW, MaTepuasibHOM
CTPYKTYpbl WM CTepuibHOCTM.  [1oBTOpHOE
NCMoMb30BaHMe MNPOAYKTa MOXET MNPUBECTU K
3ab60/1eBaHNIO,  MH(EKUMU  W/WAKM  NOMYYEeHMUIO
TpaBMbl W, B HEKOTOPbLIX C/y4yadx, K CMepTu
naupeHTa wan nonb3osatens. JaHHbIA MPOAYKT
MapKMpoBaH  KakK  «u3fenMe  0f4HOPa30BOro
NMPUMEHeHMs»; 3TO 03Ha4aeT, 4YTO ero MOXHO
NCMonbL30BaTb TONMbKO OAWH pa3 [Ansa  Of4HOro
naLmeHTa.

YTUITNSALUNA

YTUNu3npyinTe/BolbpocbTe HEMCNnonb30BaHHOE W
KOHTaMVHMPOBaHHOEe n3aenve/obopynosaHme u/vmm
YNaKoBKy, Cnefysi MNPUMEHUMbIM  MpoLieaypam
6e3onacHoM  yTuaM3aumMm B COOTBETCTBUM C

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

OueHka cooTtseTcTBUA BenmkobputaHum / UK Conformity Assessed

TERMS OF USE, STORAGE AND

TRANSPORTATION

Store and transport between +2° to +25°C; avoid
exeessive heat (+60°C). Protect from sunlight and
freezing.

Refrigerated product should be allowed to reach
room temperature prior to use.

SHELF LIFE

The shelflife is 36 months from manufacture date.
The expiration date is indicated on the customer
packaging in the YYYY-MM-DD format.

DISINFECTION

Not applicable. The product is sterile. It cannot be
re-disinfected / re-sterilized.

MEDICAL DEVICE RE-USE STATEMENT

Ifthis product is reprocessed and/or reused, Bausch
& Lomb cannot guarantee the functionality,
material structure, or cleanliness or sterility of the
product. Re-use could lead to illness, infection
and/or injury to the patient or user and, in extreme
incidents, death. This product is labeled as ‘single
use’ which is defined as a device intended to be
used once only for a single patient.

DISPOSAL

Dispose/discard of the unused or contaminated
device/equipment and/or packaging by following
applicable safe disposal procedures in accordance
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MPUMEHUMBIMX ~ 3aKOHaMK U
KacatoLLyMmcs yTUAM3aLmnm
onacHbIX MaTepranos.

npaBunamu,
BLONOrNYECKU

[na Poccuitckoii depepaunn yTunmnsauus Usgaenms
ocyuwlectensetcda B cooteBetctBuM ¢ CaHlnH
2.1.3684-21:
- 4aCTU YMakoBKW W/MAN  HEUcrnonb30BaHHOe
n3genne OTHOCATCA K MEeAULMHCKMM  0TX04am
Knacca A  (snugemuonormyeckn  6esonacHble
0TX0Apbl, M0 cocTaBy NpubMKeHHbIe K TBO);
NCMOMb30BaHHOE  U3JenMe  OTHOCUTCA K
MeJUUMHCKMM — oTxofZam Knacca b (oTxofdbl,
NH(ULMPOBAHHbIE n NoTeHUMaIbHO
NHMULMPOBAHHbIE MUKPOOPraHusmamun 3-4 rpynn
naTtoreHHoCcTM  (3NMAEMUONOTMYECKM  OnacHble
0TXO0fbl)).

rapaHTuiiHble o6a3aTenbLcTBA

MpounsBoaMTenb  rapaHTUPyeT  COOTBETCTBUE
XapaKTepucTMK  n3genus 3aB/1IEHHbIM B
3KCNNyaTauMoOHHON [OKYMEeHTauuM npu ycnosuu
NPYMEHEHNUS B COOTBETCTBUMW C WHCTPYKUMEW Mo
NPYMEHEHWIO, NPeLYCMOTPEHHON NPON3BOAMTENIEM.
[apaHTUHBLIA  CPOK  XpaHeHus  MeAULMHCKOro
n3gennsa coctasnseT 36 mecaueB npy cobnogeHUm
YCNOBUIA XpaHeHUs.

PEKNAMALNA

B cnyyae BO3HMKHOBEHUS BOMPOCOB, CBA3aHHbLIX C
Ka4yeCTBOM MeAMLUMHCKOrO WU3Aenns, HeobXoamMmo
obpatMTbC N0 criefylolwemy  agpecy K
YNOSIHOMOYEHHOMY MpeacraBuTento
MpounssoauTens B Poccuitickoin deaepauum:

000 «bayw Xenc», Poccus, 115162, r. Mockea,
yn. LWa6onoeka, A. 31, cTp. 5

Ten./qakc: + 7 495 510 2879

Email: Russia.Claims@bausch.com
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with applicable laws and regulations regarding the
disposal of biohazardous materials.

For the Russian Federation, disposal of the device
is carried out in accordance with SanPiN 2.1.3684-
21:

- packaging parts and/or the unused device belong
to class A medical waste (epidemiologically safe
waste, similar in composition to MSW);

- the used device belongs to class B medical waste
(waste infected and potentially infected with
microorganisms of pathogenicity groups 3-4
(epidemiologically hazardous waste)).

WARRANTY

The manufacturer guarantees compliance with the
product characteristics stated in the operational
documentation, provided that it is used in
accordance with the instructions for use provided
by the manufacturer.

The guaranteed shelf life of the medical device is
36 months, subject to storage conditions.

RECLAMATION

In case of any questions related to the quality ofthe
medical device, please contact the Authorized
Representative of the Manufacturer in the Russian
Federation at the following address:

«Bausch Health» LLC, Shabolovka Street, 31 bldg.
5, 115162 Moscow, Russia

tel./fax: + 7 495 510 2879

Email: Russia.Claims@bausch.com
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1400 Hope 1'ynmaH CTpuT,
B A U S C H + L O M B PouecTep, 11bl0*/opk 14609, CLUA

585.338.6000

See better. Live better. Hww.bausch.com

MHCTPYKLMUSA NO NPUMEHEHUIO

Bumckonportektop «0CUCOAT® », B cocTase
Bepcusa:2

OTBETCTBEHHBIV NPon3BoaMTeNb: «BayLl a3HA JTomb ViHkopriopeiitesy» (Bausch & Lomb Incorporated), CLLIA
«YTBEP>XIARO»

«BayLu 3Ha JTom6 ViHkopnopeliTea» (Bausch & Lomb Incorporated)

JomKHOCTb

MpeAcTaBuTeNb NO AJOBEPEHHOCTHU
Vs

Mapucca laHHa (Marissa Danna)

<nogruncaHo=> 20 mapTa 2024 roga
MNoanuck

M.I.
«fieHb» Mecsil, (Lpdpamm)

OdmupasibHoe paspeLLieHme
PerynvpyroLLX opraHoB

«Bayww 3/Tomb VHKopropeliTeay
(Bausch & boub Incorporated)
1400 Hopc N'yamaH Crpur,
Pouectep, Hito-Mopk 14609 (1400
North Goodman Street, Rochester,
NY 14609)

LUTaT Hbto-[>Kepcu

Okpyr HOHMOH

MognucaHo nypocTosepeHo (NOATBEPXKAEHO) B MOEM NPUCY TCTBUM cerofHs, 20 mapTa
2024 ropa, Mapwuccoii JaHHoi (Marissa Danna), ¢ npeabsiBneHnemM A0CTaTOUHbIX
[l0Ka3aTensCTB 19 YA0CTOBEPEHNSA IMYHOCTU JaHHOrO(-bIX) nuua (/).

<noAnucaHo>
lNognuck HoTapuyca

PUTA WN. MYP (RITA E MOORE)
HoTapuyc, wrat Hoto-xepcu
CpoK AeiicTBMSt MOMX MOTHOMOYUIA UCTEKAET
19 ceHTA6ps 2024 roga

«[oATBepXato TOYHOCTb, NPaBUILHOCTL U NepPeBos Ha pyCCKI/II7I A3bIK»

RU 997
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Poccuiickas ®epgepayums

["opos MockBa
OBaguatb TpeTbero AnNMM

A, AnexvH EsreHnii Bna m'‘®™EpToro roga

"HOCTb NMOAMMCABLLEr0 JOKYMEHT YCTAHOB/IEHA.
3apeructpupoaHo B peectpe: M 57/171-H/77-2024-4-3362,

Ynna4yeHo 3a coBeplUeHMe HoTapuanbHoro gelictems: 400 py6. 00 KOH.

E.B.AnexuH
M.
YTepboBaa nedaru- /ro,p °4
HoTap'/yca ©r I T"Prage2g I
">70.
'
{% vy.;;- C,.
o "'
Poccuiickas ®epepaumsa 8)
| opog MockBa /
CH5 1 I B
BEPHOCTb KOMWUW C NMpeLCcTaB/IieHHOro MHT gok™MenTT " ™" €BUAETCNbLCTBYK,
3apernctpupoBaHo B peectpe: Ne 57/171-H/77-2024-4-3363.
YnnaueHo 3a“ “P ™ " ™ A pHoro fgeicteus: ,400 py6. 00 KoH.
E.B.AnexunH

*rxbee[>e{M e
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