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HAMMEHOBAHUWE MEJWLMWHCKOIrO  MEDICAL DEVICE (MD) NAME
N3LENNA (MW)

JINH3bI KOHTaKTHble MAFKWe OAHOAHEBHbIE A/14 Bausch + Lomb Biotrue® ONEday (nesofilcon

Koppekuuu 3peHnsa Bausch+Lomb Biotrue® A) Visibility Tinted Contact Lenses containing:

ONEday (HecohmnkoH A) B COCTaBE:

I JIH3bl KOHTaKTHbIe MATKKe ogHogHeBHble |, Soft daily contact lenses for vision correction

ANa Koppekuumn 3peHunsa Bausch+Lomb Biotrue® Bausch+Lomb Biotrue® ONEday (nesofilkon

ONEday (HecounkoH A), BapuaHThl A), options:

WNCMOJIHEHUS: base curve 8.6 mm; diameter 14.2 mm; optical

6a3oBas KpuBmMsHa 8,6 Mm; gnameTp 14,2 MM; lens power from -20.00 diopters, up to +20.00

ONTMYECKMe cuna nuH3bl oT -20,00 onTp. 4o diopters; from -6.00 diopters, up to +6.00

+20,00 gnTp.: oT -6,00 gnTp. Ao +6,00 gnTp. diopters, in increments of 0.25 diopters; from -

warom 0,25 anTp,; ot -6,00 anTp. go -20,00 gntp. 6.00 diopters, up to -20.00 diopters, in

¢ warom 0,50 gnTp.; oT +6,00 gnTp. go +20,00 increments of 0.50 diopters; from +6.00

AnTp. ¢ warom 0,50 antp.; 6nuctep - 5wT./yn.;  diopters, up to +20.00 diopters, in increments of

30 wT./yn.; 90 wT./yn. 0.50 diopters: blister - 5 pcs/pack; 30 pcs/pack;

. WNHCTpyKumnsa no npumeHennto - 1wrt. (Ha 90 pcs/pack.

napTuto). Il. Instructions for use - 1 pc. (per batch).

Lanee: JINH3bl KOHTAKTHbIE MATKNeE Next: Contact lenses, soft, one-day, Contact

0AHOAHEeBHble, JINH3bl KOHTAaKTHble, JINH3bI, lenses, Lenses, Bausch + Lomb contact lens,

KoHTakTHble NMH3bl Bausch + bomb, n3genwe, product, MD.

MW

NMH®POPMALWNA O MPON3IBOAUNTENE INFORMATION ON THE

MEOVNUMHCKOIO USAENUNA MANUFACTURER OF THE MEDICAL
DEVICE

OTBeTCTBEHHbIN NPON3BOANTENL W Legal Manufacturer and developer:

pa3paboTuuK:

Bayw 3aHg JTom6 MHkopnopeiiTes, CLUA / Bausch Bausch & Lomb Incorporated, USA

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

1400 Hopc I'yaman CTput, PouecTep, Hbto-Mopk 14609, USA
14609, CLUA / 1400 North Goodman Street,
Rochester, NY 14609, USA

MecTo npoun3BoAcTBa: Manufdcturins site:
Bausch & Lomb Ireland, Unit 424/425 Contact Bausch & Lomb Ireland, Unit 424/425 Contact
Lens Division Industrial Estate, Cork Road Lens Division Industrial Estate, Cork Road

Waterford, Ireland (WpnaHans) Waterford, Ireland

HA3HAYEHWE INTENDED USE

Koppekuus ped)pakLMOHHON ameTponmm Correction of refractive ametropia (myopia and
(61130pYKOCTM 1 AafIbHO30PKOCTH), a Takxe hyperopia), and reduction of spherical
YMeHbLUEHNS cPepruyecKoi abeppauun y nuuy ¢ aberration in aphakic and/or non-aphakic
ahakmelt n/mnun 6e3 Heé Ha 340pOBbIX rnasax ¢ persons with non-diseased eyes that exhibit
acturmatusmom Ao 2,00 anonTpuid, He refractive astigmatism up to 2.00 diopters or
CHUXAKLWKMM OCTPOTY 3pEHNUA less that does not interfere with visual acuity

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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OBNACTb MPUMEHEHWA

OdTansmonorus

PEXXM HOWEHWA v NEPNOANYHOCTb
3AMEHDI
PeXum HoleHus
3aMeHbl - exefHeBHas.
nocne Kaxpgoro CHATUA

OMMCAHWVE N KOHCTPYKUWNA
N3OENNA

- [QHEBHOW, MepMoOANYHOCTb
Bbi6pacbiBaiiTe NMH3bI

NTnH3bI N3roTOB/IEHbI HeCOMUIKOH A,
npegHasHayeHbl 4N 04HOAHEBHOTO HOLUEHUS.
NTnH3a Ha 78% cocTouT M3 BOAbI MO Macce npu
NMOrpPy>XeHNN B CTEPW/IbHbIA BGOpPaTHO-CONEBONA
6yep ¢ pacTBOPOM NONOKCAMUHA.

MoHomep, noraoLwaro L ni Y ®-u3nyyeHue,
NCMnonb3yeTcs ans ero 6N0KMPOBaHMA.
XapaKTepuCcTUKM NPOMyCcKaHWa cBeTa COCTaBNAOT
meHee 5 % B gnanasoHe Y®-B o1 280 go 315 HM 1
meHee 50 % B gnanasoHe Y ®-A ot 316 go 380 Hwm.
JTa /MH3a TOHMpoBaHa B Tronybol UuBeT C
nomoulbto Kpacutens Reactive Blue Dye 246 -
[aHHas TOHWPOBKa WCnosib3yeTcs AN ypo6ecTBa
noTpeduTens Npu MCNonb30BaHNM NNH3bI.
N3penve npeacTasnseT coboi TOHKYO
nonycpepnyeckyro rumokyt 060704Ky. JIMH3a
MOKpbIBaeT POroBULY U MOXET 3akpbiBaTb YacTb
npuneraroLwein KOHbOHKTUBBI.

MPNHLUWIT PABOTbI

JInH3bl nponyckaT oT 95% ao 99% Bugmmoro
ceeta. B cBoemM ruapatMpoBaHHOM COCTOSHUM
NNH3bI, OyAay4n MOMELeHHbIMW Ha porosuyy,
[JencTBYIOT Kak Mnpenomaswoolwas cpeja [Ans
(hOKYCMPOBKM CBETOBbIX /IyYel Ha ceTyaTtke.

MOKA3AHWNA

Ctepnueckass nMH3a MNoOKasaHa [AN1d [AHEBHOro
HOLWEeHMNSA " KoppeKumun pedpakunoHHO
ametponun (61M30PYKOCTM U JanbHO30PKOCTK), a
TaKXKe YMeHblUeHNs cepuyeckoin abeppauumn y
nuy, ¢ athakuein n/mnm 6e3 Hee Ha 34OPOBbIX rnasax
c acTurmaTusmom o 2,00 gMonTpuin Nam MeHbLLe,
He CHMXalUWMUM OCTPOTY 3peHus. JINH3bl MOryT
ObITb BbINMCAHbI CO Chepuyeckoi cunoi ot +20,00

[l 5o -20,00 [1.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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SCOPE

Ophthalmology

WEARING SCHEDULE AND
REPLACEMENT PERIOD

Single-use daily disposable wear, discard lens
after each removal.

DESCRIPTION AND DESIGN OF THE
DEVICE

Lenses are intended for daily disposable use,
made of ncsofilcon A material.

Lenses are 78% water by weight when
immersed in sterile borate-buffered saline with
poloxamine solution.

A UV-absorbing monomer is used to block UV
radiation.

I'ne transmittance characteristics are less than
5% in the UVB range of 280nm to 315nm and
less than 50% in the UVA range of 316nm to
380nm. fhis lens is tinted blue with Reactive
Blue Dye 246 - the tint is used to improve
visibility when used by the consumer.

The device is a thin, hemispherical, flexible
shell. The device covers the cornea and may
cover a portion of the adjacent conjunctiva.

PRINCIPLE OF OPERATION

Lenses transmit between 95% to 99% visible
lightt: When placed on the cornea in their
hydrated state, the lenses act as a refracting
medium to focus light rays on the retina.

INDICATIONS

Spherical: The Bausch + Lomb daily disposable
soft contact lens is indicated for the daily wear
correction of refractive ametropia (myopia and
hyperopia) and reduction of spherical aberration
in aphakic and/or non-aphakic persons with non-
diseased eyes, exhibiting astigmatism of 2.00
diopters or less, that does not interfere with
visual acuity. The lens may be prescribed in
spherical powers ranging from +20.00D to -
20.00D.
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noTeHUuMaNbHbLIW NOTpe6UTENLb INTENDED PATIENT POPULATION

OfHOLHEBHbIE MATKNE KOHTaKTHbIE IMH3bI Bausch  The Bausch + Lomb daily disposable soft
+ Lomb nokasaHbl And naumeHToB, KOTOpbIM contact lens is for use by patients prescribed the
npegnucaHa Koppekumsa pedpakunoHHoin correction of refractive ametropia (including
ameTponum (Bknoyas  6/1M30pPYKOCTb n  myopia and hyperopia) by means of soft contact
[anbHO30PKOCTb) npy  NOMOLM markmx  lenses, regardless of gender, age, or ethnicity,
KOHTaKTHbIX fINH3 BHe 3aBucumocTu OT nona, and who do not have contraindications for the
BO3pacTa WAM 3THUYECKON NpUHaANexHocTn u'y device.

KOTOpPbIX HeT NPOTMBOMNOKa3aHW ans

NCNONb30BaHMA U3LeNns.

MPOTNBOMOKA3AHIWNA CONTRAINDICATIONS

HE Wcnonbsyivite AWH3BI nNpun  Haandnm DO NOT USE Bausch + Lomb contact lenses
Nno60ro 13 cnefyolImx ycnoBuii: when any of the following conditions exist;

. Anneprus, BOCNasieHue, nHpekuma, -« Allergy, inflammation, infection, irritation, or
pasgpaxeHue WNM MoOKpacHeHWe B rnasy wuan redness in or around the eye A

BOKPYT Hero
* CyxocTb rna3 (HefoCcTaToO4yHOe KO/MWYecTBO e Dry eyes (inadequate tear fluid)

CNE3HOM XUAKOCTK)

* /llo6oe 3ab6onesaHune, TpaBma (Harnpumep, 3po3na  « Any eye disease, injury (e.g., corneal
poroBuLbl) KM aHOManua rnasa, Kotopas BauseT abrasion), or abnormality that affects the cornea,
Ha poroBunLy, KOHbOHKTUBY NN BEKK conjunctiva, or eyelids

o CHMXeHMe u4yBCTBUTENbHOCTM  porosBuubl < Reduced corneal sensitivity

» /lioboe cuctemMHoe 3abonieBaHue WM MNIoxoe e« Any systemic disease or poor health (e.g.,
cocTosHWe 3[0poBba (Hanpumep, npoctyfga wau  colds or flu), that may affect the eye or be
rpumnmn), KOTopoe MOXEeT MOBAMATbL Ha rnasa uam exaggerated by wearing contact lenses
YCUNTBCS MPUN HOLWEHUN KOHTAKTHbIX JINH3

* Annepruuyeckas peakuua MoBepxXHOCTHbIX < Allergic reaction of ocular surfaces or
TKaHeil rnasa uan oKpy>karLmx TKaHel, kotopasa surrounding tissue that may be induced or
MOXeT ObITb Bbl3BaHa WM YycuieHa HoleHWeM exaggerated by wearing contact lenses
KOHTAKTHbIX JINH3

* Jlobas akTuMBHaAA uHMeKkums porosuubl < Any active corneal infection (bacterial, fungal,

(bakTepuanbHas, rpubKoBas UM BUPYCHas) or viral)
e MMauneHTbl, KOTOPbIe He XOTAT MAM He MoryT e Patients unwilling or unable to understand or
NOHATb nnu cobnogaTb Kakme-nm6o comply with any warnings, precautions,

npeaynpexmaeHns, Mepbl  MPeAoCTOPOXHOCTM, restrictions, or directions

OrpaHWYeHns NN yKasaHus

. Ncnonb3oBaHue NneKapcTB, koTtopble < Use of medications that are contraindicated for
NPOTMBOMOKA3aHbl MPW HOWEHUM KOHTAKTHbIX contact lens wear

NNH3

. Moboe npegblgyLuee mMeguuuHckoe ¢ Any previous medical intervention which may
BMeLlaTenbCTBO, KOTopoe MoxeT oTpuuatensHo —adversely affect the use of the device

MOBMMATbL HAa NCMOMb30BaHVe NPOAYKTA.
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MPEOAYTMPEXAEHWA

Mpo6nemMbl C KOHTAKTHbIMW fINH3AMU
NMPMBECTU K CEPbE3HON TpaBMe Ballero rnasa unm
K Cepb&3HbIM rNasHbIM MHMEKUUAM, BKIOYas
WH(PEKUNOHHbIA  KepaTuT. [Na  npaBMbHOIO
MCNOMb30BaHMA NNH3 BaXXHO ClieA0BaThb YKa3aHUAM
CBOEr0 OKynuMcTa W BCEM MHCTPYKUMAM Ha
ynakoBke. Bbl AO/MKHbI 3HaTb W [eTalnbHO
06CyauTb CO CBOMM OKY/IMCTOM clefytouime
npeaynpexaeHuns:

e Heobxogumo cTporo cob6nopatb
OrpaHuMyeHns [ANA  HOWEHWA  JINH3, Trpafmk
HOWEeHNs, MNepuoanYHOCTb 3aMeHbl U rpaduk
KOHTPONbHbIX noceweHnid. Mpobnembl ¢ rnasamu,
BK/OYas  A3BY  POroBWUbI, MOFyT  6bICTPO
pa3BMBaTbCSA M MPMBECTU K NoTepe 3peHns (B TOM
yucre K crenore).

MOTYT

Ballw

e JIMH3bI AN [OHEBHOTO  HOLWIEHWS  He
npefHa3HayeHbl ans KPYrnocyTo4YHOro
npumMeHeHus. Henb3s cnaTb B JIMH3aX.

KnnHuyeckne nccnefoBaHma nokasanm, Yto puck
CepbE3HbIX HeXenaTeNbHbIX peakuuii Bo3pacTaerT,
eC/I1 3aCHYTb B IMH3aX A1 AHEBHOIO HOLLEHWUS.

* lViccnefoBaHNA MOKas3anu, 4Tto HexenaTefibHble
peakuun BO3HUKAKOT Y KypAWMX NoNb3oBaTenei
KOHTaKTHbIX /IMH3 Yallle, YeM Y HEKYPALLKX.

» [loBTOpPHOE uWCMO/Mb30BaHWE  OAHOPA30BbIX
OLHOAHEBHbIX  JINH3  MOXeT  TMpuMBECTU K
N3MEHEHWAM B J/IMH3aX, 4YTO, B CBON O0Yepefb,
MOXeT npuBeCTM K 6onee yacTomy
BO3HUKHOBEHUWIO HeXeNaTeNbHbIX peakuuii.

* Ecnu Bbl ncnbiTbiBaeTe AUCKOMMOPT B rnasax,
ypesmepHoe C/ie30TeYeHne, YXYALEHNE 3peHus
WM NOKpacHeHWe  rnasa, BaMm  cneayet
HeMeA/IeHHO CHATb JIMH3bl W 06paTtuTbCA K
BalLlemMy OKY/IUCTY.

* HE ncnonb3yiiTe usgenuve, ecnv ero yrnakoska
noBpexjeHa unu 6bina ciyyamnHo BCKpbITa.

e HE nogBepraiiTe  KOHTaKTHble  JINH3bI
BO3JENCTBUIO HecTepubLHON (Hanpumep,
BOJOMNPOBOAHOM) BOAbl BO BPEMSA WX HOLUEHUS.
Bofja moOXeT cofepxaTb MUKPOOPraHuU3Mmbl,

KOTOpble MOFyT TMpPUBECTU K CepPbE3HOWA
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WARNINGS

Problems with contact lenses could result in
serious injury to your eye or in serious eye
infections, including infectious keratitis. It is
essential that you follow your ECP’s directions
and all labeling instructions for proper use of the
lenses. You should be aware of and fully discuss
with your ECP the following warnings:

o Strict compliance with your wearing
restrictions, wearing schedule, replacement
period, and follow-up visit schedule should be
followed. Eye problems, including comeal
ulcers, can develop rapidly and lead [jo loss of
vision (including blindness).

o Daily wear lenses are not indicated for
overnight wear and should not be worn while
sleeping. Clinieal studies have shown that the
risk of serious adverse reaetions is inereased
when daily wear lenses are worn overnight.

« Studies have shown that eontaet lens wearers
who are smokers have a higher incidence of
adverse reaetions than nonsmokers.

» Re-use of single-use daily disposable lenses
could lead to lens changes that cause a higher
incidenee of adverse reactions.

* If you experience eye discomfort, excessive
tearing, vision changes, or redness of the eye,
you should immediately remove lenses and
promptly eontaet your ECP.

« DO NOT use if the package is damaged or
unintentionally opened.

* DO NOT expose eontaet lenses to non-sterile
water (e.g., tap water) while wearing them.
Water can harbor microorganisms that can
lead to severe infection and loss of vision
(including blindness). If your lenses have
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MHpEKUMN N NoTepe 3peHUsa (B TOM 4ucne K
cnernote). Ecnn Bawmn MH3bl nonanv B BOAY
npu naaBaHUM B 6acceliHe, 03epe MM OKeaHe,
YTUNU3NPYNTE NX N 3aMEHNTE HOBOWN Mapoii.

e JINH3bl KOHTaKTHble MATKWe OLHOAHEBHbIE
ANA KOppeKunnm 3peHna ¢ Y D-punbTpom
Bausch+Lomb Biotrue® ONEday (nesofilcon
A)) HE 3ameHslOT cpeactBa Ans  rnas,
sawmuarowme ot Y ®-nsnyveHns, tTakme Kak
nornowawwme Y®d-n3nyyeHMe OYKU WU
COMHUE3alMNTHbIE O0YKW, TaK KakK OHW He
3aKpbIBalOT MOMHOCTbIO a3 U 30HY BOKPYr
rnasa. Bbl JO/MKHbI NPOA0XKaTb MCNOMNb30BaTb
nornowawwme Y®d- nsnyvyeHme cpeacraea ans
rnas B COOTBETCTBUM C yKasaHUAMN.

OnuTenbHoe BO3/1eNCTBMUE
yNbTpanoneToBoro (YP) N31yvyeHuns
ABNSAETCA  O4HMM K3  (PAKTOPOB  pPUCKa,
CBSA3aHHbIX c KaTapaKTon. CTeneHb
BO34eNcTBMA 3aBUCUT OT pajga  (akTopos,
TakKMX KaK YC/NOBUSA OKpyXalouwen cpegbl
(BbICOTA Hapf YpOBHEM MoOpSA, reorpadguyeckoe
NnonoXXeHne, 06/1a4HOCTb) U UHAUBUAYA/IbHbIE
(hakTopbl (CTeNeHb M XapakTep MeponpusaTuiA
Ha cBeXem Bo03ayxe). KOHTaKTHble JIMH3bI,
onokupywoowmne Y®P-u3nydyeHue, nomorarT
obecneynTb 3aWKMTy OT BpegHOro Yo-
n3nyyeHnsa. OfHaKO He MPOBOAWU/IOCH KaKUX-
nm6o KNMHNYECKNX nccnesoBaHnii,
NOATBEPXAAIOLLMX, YTO HOLEHME KOHTaKTHbIX
NINH3, 6NOKUPYOLWNX Y D-N31ydeHne, CHMXKaeT

MpumeyaHue:

PUCK pasBUTMA KaTapakKTbl WAM  APYrux
HapyLleHWiA 3peHus.  Ons nony4YeHus
AOMNOSTHUTENbHOWA NH(opMaunm

NPOKOHCY/IbTUPYNTECH CO CBOMM OKY/IUCTOM.

MpumeyaHne:
KOHTaKTHbIX JIMH3 C
npefoTBpaWeHNns wnnu
rnasHbIX 3aboneBaHui,

A heKTUBHOCTb HOLUEHNSA
YO-punbTpom  ans
CHWXXEeHMA 4acToTbl
CBA3aHHbIX c
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been submersed in water when swimming in
pools, lakes, or oceans, discard them and
replace them with a new pair.

e The Bausch + Lomb Biotrue® ONEday
(nesofilcon A) UV-absorbing contact lenses
are NOT substitutes for protective UV-
absorbing eyewear such as UV-absorbing
goggles or sunglasses because they DO NOT
completely cover the eye and surrounding
area. You should continue to use UV-
absorbing eyewear as directed.

Note: Long-term exposure to ultraviolet (UV)
radiation is one of the risk factors associated
with cataracts. Exposure is based on a
number of factors such as environmental
conditions (altitude, geography, cloud cover)
and personal factors (extent and nature of

outdoor activities). UV-blocking contact
lenses help provide protection against
harmful UV radiation. However, clinical

studies have not been done to demonstrate
that wearing UV-blocking contact lenses
reduces the risk of developing cataracts or
other eye disorders. Consult your eye care
practitioner for more information.

Note: The effectiveness of wearing UV-
absorbing contact lenses in preventing or
reducing the incidence of ocular disorders
associated with exposure to UV light has not
been established at this time.
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BO3AeNCTBUEM Y D-M3/1ly4YeHNH, B HacTosLLee
BPEMS He yCTaHOB/IEHaA.

TEMBbI AN1A OBCYXXAEHWNA C BALWLMM
OKYNNCTOM

Mpn HOWeEHUM NO6bLIX KOHTAKTHbIX JIMH3 AN4
NpoBepKu COCTOSIHUS rnas Heo6XoANMbI
KOHTPO/bHbIE MOCELLeHUS OKY/INCTA.

Bac g0/MKHbI NPOMHCTPYKTUPOBaTb OTHOCUTE/IbHO
PEKOMEHAYEMOT0 rpagpuka KOHTPO/bHbIX
noceLLeHuni. MaunveHTam peKoMeHAayeTcs
NMPOKOHCY/IbTUPOBATHLCSA CO CBOUM OKY/IUCTOM [0
BbINMO/HEHMA CNeAYOWNX AeACTBUA:

* HoweHne NMH3 BO BpPeMsA 3aHATWI CNOPTOM K
3aHATWIA, CBA3AHHbIX C BOJON. Bo3aeincTeme Bofbl
MpU HOWEHUN

KOHTaKTHbIX IMH3, Hanpumep, BO BPeMS NiaBaHus,
KaTaHWA Ha BOAHbLIX NbbDKax W  MNPUHATKSA
rMAPOMAcCaXHbIX BaHH, MOXET YBENNYUTb PUCK
rNasHoi MHGeKuUn, BKAOYas, NOMUMO NPOYero,
aKkaHTaME&G6HbIV KepaTuT.

e CMeHa TMna unm napameTpoB MH3

* lcnonb3oBaHWe Kakoro-nub6o nekapctea Ans
rnas. MeanKaMeHTbI, Takue Kak
aHTUTNCTaMUHHbIE U NPOTMBOOTEYHbIE CPEACTBA,
ANYPETUKM, MUOPENaKCaHTbl, TPAHKBUAN3ATOPbI 1
CpefcTBa OT yKauMBaHWsA, MOTYT BbI3BaTb CYyX0CTb
rnas, MOBbIWEHHbIA AUCKOM(OPT MPU HOLWEHUU
NMH3 UM pac(OoKycUpoBanHOCTb 3peHus. [Mpu
BO3HUKHOBEHUN TakKUX SBAEHUIA Bpay [O/KeH
onpeaennTb Hagnexawyme nevyebHble Mepbl. B
3aBMCUMOCTM OT CepbE3HOCTU Npo6/eMbl Takue
Mepbl MOTyT BKAO4YaTb B Cebf MCNO/Mb30BaHWe
YBNOKXHALWMX Kanenb, NpefHa3Ha4YeHHbIX A1
MAFKMX  KOHTAKTHbIX JINH3, WANW BPEMEHHOe
npekpaweHne HOWEHUA KOHTaKTHbIX /MH3 Ha
BPEMS UCMO/b30BaHUA TaKUX 1IEKapCTB.

e [pn npuéme opanbHbIX KOHTPALENTUBOB U
6epeMeHHOCTM MOTYT BO3HUKHYTb W3MEHEeHUs
3peHns UM U3MEHeHWs B MEPEHOCUMOCTU NIUH3
npu WX UCNONb30BaHWU. OKYNUCT  [O/MKEH
npeaynpeanTb 06 3TOM CBOMX MaLMeHTOB.
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TOPICS TO DISCUSS WITH YOUR EYE
CARE PRACTITIONER

As with any contact lens, follow-up visits are
necessary to assure the continuing health of the
eyes. You should be instructed as to a
recommended follow-up schedule. Patients are
advised to consult with their ECP prior to:

» Wearing lenses during sporting and water-
related activities. Exposure to water while
wearing contact lenses in activities such as
swimming, water skiing, and hot tubs may
increase the risk of ocular infection including,
but not limited to, Acanthamoeba keratitis.

e Changing the lens type or lens parameter.

« Using any medicine in the eyes. Medications,
such as antihistamines, decongestants, diuretics,
muscle relaxants, tranquilizers, and those for
motion sickness may cause dryness of the eye,
increased lens awareness, or blurred vision.
Should such conditions exist, proper remedial
measures should be prescribed. Depending on
the severity, this could include the use of
rewetting drops that are indicated for use with
soft contact lenses or temporary discontinuance
of contact lens wear while such medication is
being used.

» Oral contraceptive and pregnant users could
develop visual changes or changes in lens
tolerance when using contact lenses. Patients
should be cautioned by the ECP accordingly.

* Children can successfully wear contact lenses
under the oversight of an ECP and with parental
supervision.
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e [leTV MOryT yCMewHO HOCUTb KOHTAKTHbIE /INH3bI
npuM  HabnwAeHUM y  OKynIucTa UM npu
POAWNTENbCKOM HaA30pe.

e HoweHne KOHTaKTHbIX IMH3 B YPE3MEPHO CYXOl
NN NbINbHOW cpeje.

o CBSXWUTECb CO CBOMM OKY/IMCTOM, €C/N Bbl He
HOCWAM  KOHTaKTHble  fIMH3blI B TeYeHwue
ANTENBHOTO BPEMEHMN.

* CBXXMTECb CO CBOMM OKYNUCTOM OTHOCMTENLHO
Mo6bIX, MPUMEHMMBLIX K BaM [AOMOAHUTENbHbIX
OFpPaHMYEHNA ANA HOLWEHMNS NNH3.

KTO AOJ/T)XXEH 3HATb, UTO Bbl HOCUTE
KOHTAKTHbIE TNH3bI

e Coobuinte cBoemy Bpayy (nevawiemy Bpauy),
YTO Bbl HOCUTE KOHTAKTHbIE JINH3BI.

» Bcerga uHopmupyinte csoero pabotogarens o
TOM, UYTO Bbl HOCUTE KOHTaKTHble NMH3bl. [AnA
HEKOTOPbIX pa6oTt MOXeT TpeboBaTbCH
MCNOMb30BaHME CPeAcTB  3aluUTbl rfas  uam
pelicteoBaTb 3ATMPET Ha HOLIEHWE KOHTAKTHbIX
JIVH3.

MEPbBI MPEAOCTOPOXHOCTU

Bbl 4O/KHBI 3HATb U AeTanbHO 06CYANTb CO CBOUM
OKY/INCTOM cnepywouune Mepbl
NnpefoCTOPOXHOCTH:

o [pexae 4em MNOKWHYTb KabWHET OKYy/nCTa,
y6eanTech, YTO Bbl MOXeTe O6bICTPO CHATb JINH3bI
WM MONPOCUTbL KOTO-HNUOBYAb APYTOro CHATbL UX 3a
Bac.

* Hukorpga He HocuTe NIMH3bI GOMbLUE TOr0 CPOKa,
KOTOpPbIA peKOMeH/0Ba/ BaM Ball OKYJIUCT.

» Kaxxfblin pa3 nepep MCrnonb30BaHWEM JINH3 MOWTE

pykn C ononackueaHumem. HE ponyckaiite
nonagaHuns KOCMeTUKMU,
NIOCbOHOB, MbiNa, KPEMOB, [€30[0PaHTOB UW

CMpeeB B rnasa WAM Ha fWH3bI. Jlydlle BCEro
HafleBaTb /INH3bl Nepefl HaHECEHWEM MaKuUsXKa.
KocmeTnka Ha BOAHOIV OCHOBE peXe MOBpexaaeT
NINH3bI, YeM MPOAYKTbI HA OCHOBE Macerl.

« Mpexae YeM NpuKacaTbCs K NMH3aM, y6eauTech,
YTO Ha MNanbLax W pyKax HeT MOCTOPOHHUX
BELLECTB, MW3-3a KOTOPbIX MOFYT BO3HUKHYTb
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» Wearing contact lenses when in excessively
dry or dusty environments.

 Contact your ECP if you have not worn contact
lenses for a prolonged length of time.

e Contact your ECP regarding any additional
wearing restrictions that apply to you.

WHO SHOULD KNOW THAT YOU ARE
WEARING CONTACT LENSES

 Inform your doctor (health care practitioner)
about being a contact lens wearer.

e Always inform your employer of being a
contact lens wearer. Some jobs may require the
use of eye protection.

equipment or may require that you DO NOT
wear contact lenses.

PRECAUTIONS
You should be aware of and fully discuss with
your ECP the following safety precautions:

» Before leaving your ECP’s office, be certain
that you can remove your lenses promptly or
have someone else available to remove them for
you.

* Never wear your lenses beyond the period
recommended by your ECP.

» Always wash and rinse hands before handling
lenses. DO NOT get cosmetics, lotions, soaps,
creams, deodorants, or sprays in the eyes or on
the lenses. It is best to put on lenses before
putting on makeup. Water-based cosmetics are
less likely to damage lenses than oil-based
products.

» Be certain that fingers and hands are free of
foreign materials before touching your lenses, as
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MUKPOCKOMUYECKNE LapanuHbl, MNpuBogdALMe K
NCKaXXEeHUIO0 N300paXKeHUa U/unmn TpaBme rnasa.

* Bcerga ocTopoXHO ob6paujaiiTecb CO CBOUMMU
NNH3aMWN N HE POHANTE UX.

* HE TporaiiTe MH3bl HOTTAMMU.

e CTporo cnefyiTe MHCTPYKLUUSAM, NPUBEAEHHbIM B
[AaHHOlM 6polwtope, a TakKXKe YyKasaHMsSIM Ballero
OKynMCTa KacaTeflbHO o06paleHns, HageBaHuA,
CHATUA N HOLIEHMNS KOHTaKTHbIX INH3.

e Hukorga He UCNonb3yiTe NUHUET UK Apyrue
WHCTPYMEHTbI,  4YTOObl  BbIHYTb  JINH3bl U3
KOHTeilHepa AN NWH3, ecnn  TONMbKO  3TO
HecneumanbHO MpefgHa3Ha4YeHHbI ANA  JaHHOMN
LLeNI MHCTPYMEHT. BbineliTe pacTBOp C IMH30M Ha
NafoHb.

e Ecnn nuH3a npununaet K rnasy (nepectaér
ABUTaTbCA Ha HEM), cneayiiTe pekoMeHAaUWsAM,
NpuUBEAEHHLIM B pasfene

JEACTBUA B CHAYYAE NPUIUMWEN
(HEABWXY LLENCSH) NTNH3bI. Ecnn nuH3a no-
MPeXXHeMy He [BUraeTcs, BaM cneayet
HeMeA/IeHHO 06paTUTbLCA K CBOEMY OKY/IACTY.

e PN HOLLEHMMN NNH3 NO BO3MOXHOCTMW N3berainTe
No6bIX BpeAHbIX NN pasfpaxaroLinx napos.

* B cnyyae conpuMKOCHOBEHMSA BaNX KOHTaKTHbIX
NNH3 C A40BMTbIMM MNapamu (Hanpumep, napamu
XUMUYECKMX WM OMaCHbIX  BEWECTB) WAu
BO3JENCTBYIOLLEA Ha rnasa OnNacHoOM cpepoin ux
cnefyeT HEMeLNEHHO CHATb.

e HE 3amopakuBaiTe NINH3bI.

e« HE paBaiiTe CBOM /NMH3bI APYrUM nuuam ans
HOLLIEHUSA,

HEXXENATE/NNIbHbBIE PEAKLWW
(MPOBNTEMbI 1 CMOCOBbI NX
PEWWEHWNA)

Bbl 4O/MKHbI 3HATb, YTO MOTYT MpPOGIEMbI:e

* XX>XeHue, 3y (pasgpakeHune) unu gpyras 60nb B
rnasy

* HoweHne NNH3bI CTaNo MeHee KOMMDOPTHbLIM MO
CPaBHEHMIO C OLLYLLEHWEM NPY MNEPBOM HageBaHUM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

1400 North Goodman Street
Rochester, NY 14609
585.338.6000
www.bausch.com

microscopic scratches on the lenses may occur,
causing distorted vision and/or injury to the eye.

» Always handle your lenses carefully and avoid
dropping them.

« DO NOT touch
fingernails.

« Carefully follow the instructions in this leaflet
and those recommended by your ECP for
handling, insertion, removal, and wearing of
contact lenses.

» Never use tweezers or other tools to remove
your lenses from the lens container unless
specifically indicated for that use. Pour the lens
into the hand.

the lenses with your

 If the lens sticks (stops moving) on the eye,
follow the recommended directions in CARE
FOR A STICKING (NON-MOVING)

LENS. If non-movement of the lens continues,
you should immediately consult your ECP.

e Avoid, if possible, all harmful or irritating
vapors and lumes when wearing lenses.

« If your contact lenses come into contact with
noxious vapor (e.g., chemical or hazardous
substances), or a hazardous environment with
ocular impact, they should be removed
immediately.

* DO NOT freeze.

* DO NOT share your lenses with others

ADVERSE REACTIONS (PROBLEMS
AND WHAT TO DO)

You should be aware that the following
problems may occur;

* Eyes stinging, burning, itching (irritation), or
other eye pain

» Comfort is less than when lens was first placed
on eye
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* AHOMa/bHOe oulyuieHne B rnasy (Hanpumep,
owyuieHe WHOPOAHOro Tefa, nouapanaHHOW
obnactm)

* YpesmepHoe cne3oTeyeHue (Cre300TheneHune)
NN Heo6blYHbIE BblLENEHMA U3 rNa3a

* [1oKpacHeHue rnas

* CHWXeHMe OCTpPOTbl 3peHusa (nnoxas ocTpoTa
3peHuns)

* PacoKyCMpOBaHHOCTb 3peHuns, pagyXXHble Kpyru
WM 0Peosibl BOKPYT NMPesMeToB

* YyBCTBUTENBHOCTb K CBETY (CBETOO0A3HD)

» CyxocCTb nas

Ecnn 3aMeTuIn
BblILUEMNEPEYNCNIEHHOTO,
CHUMWTE NNH3bI.

e Ecnn pguckomopt unyv npobrema MCYesHeT,
BHMMAaTE/NbHO OCMOTpUTEe JNNH3Y. Ecnm nnH3a
Kaknm-nm6o obpasom nospexaeHa, HE HageBaiTe
€€  BHOBb. Bbl  JO/MKHbI  YTUAN3NPOBaTb
MOBPeXXAEHHYO /NIMH3Y W BCTaBUTb BMeCTO Heé
HOBY'0. ECcnn npo6iema He UCYE3HET, Bbl O/DKHbI
HEMeA/IeHHO CHATb JIMH3Y W 06paTuTbCA K
CBOEMY OKYJ/IUCTY.

* BO3HUKHOBEHME KaKOM-N1M60 13 nepevncieHHbIX
Bbille npob/seM MOXeT CBUAETENbCTBOBATb O
Hafmumm cepb&3HOro 3aboneeaHus, Hanpumep,
NH(EeKUNN, A3BbI POTrOBULLbI, HEOBACKYNApMU3aLum
nnn  uputa. Bbl  JOMKHBI  CHATb JIMH3bI U
HeMegsieHHO o6paTuTbCca K  Bpady, u4TOObI
onpegenuTb NpobnemMy n ObICTPO MPUCTYNUTL K
NeYyeHnto BO n3bexxaHne cepbE3HOro NoBpexaeHus
rnas.

KTO ONXXEH 3HATb, UTO Bbl
HOCWUTE TNH3bI

» CoobWwunTe cBOEMY Bpayy (nevallemMy Bpayy), uto
Bbl HOCUTE JINH3bI.

» Bcerga nHgpopmupyiite csoero pabotogaTtens o
TOM, YTO Bbl HOCUTE NINH3bI. 19 HEKOTOPbIX paboT
MOXeT TpeboBaTbCA WCMONb30BaAHWE CPEACTB
3awmnTbl rnaz wam  fgelicteoBatb 3AMPET Ha
HOLUEHME KOHTAKTHbIX JINH3.

yTOo-NNbo "3
HEMEOANEHHO

Bbl
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e Abnormal feeling of something in the eye
(e.g., foreign body, scratched area)

e Excessive watering (tearing) of the eyes or
unusual eye secretions
* Redness of the eyes
e Reduced sharpness of vision (poor visual

acuity)

e Blurred vision, rainbows, or halos around
objects

« Sensitivity to light (photophobia)

* Dry eyes

If you notice any of the above, you should
IMMEDIATELY REMOVE YOUR LENSES.

« If the discomfort or problem stops, then look
closely at the lens. If the lens is in any way
damaged, DO NOT put the lens back on your
eye. You should discard the lens and insert a
new lens. If the problem continues, you should
immediately remove the lens and consult your
ECP.

* When any of the above problems occur, a
serious condition such as infection, corneal
ulcer, neovascularization, or iritis may be
present. You should keep the lens off your eye
and seek immediate professional identification
of the problem and prompt treatment to avoid
serious eye damage.

WHO SHOULD KNOW THAT YOU ARE
WEARING CONTACT LENSES

 Inform your doctor (health care praetitioner)
about being lens wearer.

» Always inform your employer of being lens
wearer. Some jobs may require the use of eye
protection equipment or may require that you
DO NOT wear contact lenses.
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JIMUHAA TMUTVNEHA N OBPABOTKA
NNUH3

noar OToOBKA /MMH3bl k HOLLUEHWHO

o [llpexpae uem KacaTbCs JIMH3, 0653aTeNbHO
TWATENbHO BbIMOWTE PYKM C HearpeccuBHbIM
MbI/IOM, NONHOCTbIO CMOIiTE MbINIO W BLITPUTE PYKU
Hacyxo 6e3BOPCOBbIM MOMOTEHLEM.

e Mpexpae Yem 6paTb NMH3bI U HajeBaTb WX, He
MoNb3yiTecb MbIIOM, COAepPXKaliM KONbAKPEM,
NOCbOH WM MacnsHble KOCMEeTUYeckue A06aBKW,
TaK Kak 3TW BellecTBa MOTYT BCTYNUTb B KOHTAKT
C IH3aMU U BbI3BaTb MPOGMEMbI NPW HOLLIEHUN.

o bBepute NMH3bI MogylweykaMu NanbleB, He
[0MNycKas UX KOHTaKTa ¢ Hortamu. Lienecoo6pasHo
06pe3aTb M OTNONNPOBATHL HOFTH.

OBPALLEHWE C JIMH3AMW

* [epBoOil BCerga HafeBamnTe M CHUMaNTE NMH3Y C
O[HOTrO M TOXe rnasa, 4Tobbl n3bexaTb NyTaHULbI.
o MomecTUTe NUH3Y Ha YyKasaTe/bHbliA naney u
OCMOTpUTE €€: NINH3a AONXKHA ObITb YBNAXHEHHOM,
YMCTON, MpPo3payHoil, 6e3 uapanuH U pa3pbiBOB.
Y6enuTech, UTO /IMH3A HE BbIBEPHYTA HaM3HaHKY.

* Ecnm Bbl cnyvaiHO Hajenu Ha rnas /uH3y,
BbIBEPHYTYI0 Hau3HaHKy, OAWH W3 Clefytowmx
NPU3HAKOB YKaXeT BaM Ha He06XOAMMOCTb CHATb
€€ 1 NOBTOPHO HafeTb NpaBW/IbHbIM 06pa3oM:

0 MeHbLle KoM(opTa, YeM 0ObIYHO

0 JInH3a MOXET CMIOXKUTbCS Ha rnasy

0 YpesmepHoe ABUXEHME NINH3bI MPU MOPraHum

0 PacthoKycnpoBaHHOCTb 3peHus

« Ecnum nunH3a cknagbiBaeTcs M CMNaeTcs,
NONOXWUTe eé Ha NafoHb W TWaTeslbHO CMOYMUTe
YBNAXHAWLWMM pacTBOPOM, PEKOMEHAOBAHHbIM
BalUMM OKY/MCTOM. 3aTeM, MONOXWB JINH3Y na
NnafioHb, OCTOPOXHO noTpure eé
yKasaTenbHbIM Nanblem APYroi pyKu LBUKEHWEM
Brnepéa-Hasag,.

. Ecnu NNH3a pacntouimBaeTcs nnm
CBOpayMBaeTcs cKnagkamm no nasably, BO3MOXHO,
NIMH3a UK Baw naney CANWKOM BRaXHble. UToObI
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PERSONAL CLEANLINESS AND LENS
HANDLING

PREPARING THE LENS FOR WEARING
* Always wash your hands thoroughly with a
mild soap, rinse completely, and dry with a lint-
free towel before touching your lenses.

« Avoid the use of soaps containing cold cream,
lotion, or oily cosmetics before handling your
lenses, since these substances may come into
contact with the lenses and interfere with
successful wearing.

« Handle your lenses with your fingertips and be
careful to avoid contact with fingernails. It is
helpful to keep your fingernails ~hort and
smooth.

HANDLING THE LENSES

* Always insert and remove the same lens first
to avoid mix-ups.

» Position the lens on your index finger and
examine the lens to be sure that it is moist, clean,
clear, and free of any nicks or tears. Make sure
the lens is the right way out.

e Should you accidentally place an inside-out
lens on your eye, one of the following signs
should signal you to remove and replace it
correctly:

0 Less than usual comfort

0 The lens may fold on the eye

0 Excessive lens movement on blink

0 Blurred vision

« If the lens folds and sticks together, place the
lens in the palm of your hand and wet
thoroughly  with the rewetting solution
recommended by your ECP. Then GENTLY rub
the lens between your index finger and palm in
a back and forth motion.

« Ifthe lens flattens or drapes across your finger,
the lens or your finger may be too wet. To
correct this, dry your finger by transferring the
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310 ucnpasBuTb, BbLICYLWWTE nanew, nepemelyas
NIMH3Y HECKO/IbKO pa3 C YyKasaTe/lbHOro nasblia
OfHOW PYKW Ha YyKasaTe/bHbIl Manew, Apyron u
KaXX bl i1 pas BbICyLUVBas nanew,
MPOTUBOMOMOXHOW PYKWU.

HALEBAHWE TNH3bl HA I'J1A3

MeTon HageBaHust ofHoi pykon (PNC. A un
PUC. B)

MomecTnTe J/IMH3Y Ha YKasaTe/bHblli nanew,.
MogHAB ronoBy W raaga npsiMo nepeg co6oid,
ONYCTUTE HMXKHEE BEKO CPeAHMM ManbLeM PyKW.
HeoTpbIBHO CMOTpPUTE BBEPX B PacnoiOXKEHHY0
Haf BaMM TOYKY. 3aTeM MOMECTMTE NMH3Y Ha
HUXHIOO  6enyld  4acTb  rnasa.  Ybepute
yKasaTenbHbli naney ¥ MeANEHHO OTNyCTUTe
HMWKHee BeKO. MocmoTpuTe BHMU3, 4TOGbLI NMH3a
pasmecTunacb MpaBWIbHO. 3akKpoilTe rnasa Ha
MrHOBEHME, npu  3TOM  /JIMH3a  [JO/DKHA
pacnofioXUTbCA B LLEHTPe BalLero rnasa.

MeTog HageBaHuAa aByms pykamu (PUAC. B un

PUC.T)
[epXa NWH3Y Ha YyKasaTeNbHOM nNanble, C
MOMOLLbIO  CPeAHEro nanbla [ApPyron  pykw

NnofHUMNTe BepxHee BeKO K 6poBu. C MOMOLLbLO
cpefHero nanblia pyku, KOTOPOI ycTaHaBNMBaeTe
NIVH3Y, ONYCTUTE HXKHee BEKO, a 3aTeM NMOMecTuTe
NWH3Y B LEHTP Ballero rnasa. Yepxusas 3To
MONOXeHne, NOCMOTPUTE BHU3, YTOObI NPaBUILHO
PacrnofoXuTb NNH3Y. MeasIeHHO OTMYCTUTE BEKM.
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lens several times from one index finger to the
other, drying the opposite finger each time.

PLACING THE LENS ON THE EYE

The One Hand Placement Technique (FIG. A
and FIG. B)

Place the lens on your index finger. With your
head up, looking straight ahead, pull down your
lower eyelid with the middle finger of your
placement hand. Look up steadily at a point
above you. Then place the lens on the lower
white part of your eye. Remove your index
finger and slowly release the lower eyelid. Look
down to position the lens properly. Close your
eyes for a moment and the lens should center
itself on your eye.

The Two Hand Placement Technique (FIG. C
and FIG. D)

With the lens on your index finger, use the
middle finger of the other hand to pull the upper
eyelid against the brow. Use the middle finger
of your placement hand to pull down the lower
eyelid and then place the lens centrally on your
eye. While holding this position, look downward
to position the lens properly. Slowly release
your eyelids.
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Ecnn nuH3a poctaBnseTr BaM AUCKOMMOPT:
lMocmoTpuTe B 3epKasiio, akKypaTtHO MOMecTuTe
nanel, Ha Kpanh KOHTAKTHOW NUH3bl U MefneHHO
CABWHbTE  /IMH3Y  OT  HOCa, rnags B
MPOTUBOMOMIOXHYIO  CTOPOHY.  3aTteM,  npu
MOpraHuun, NIMH3a cama pacnosioXuTCa B LieHTpe.
Ecnn NNH3a no-npexHemy npuymnHAeT
Heyfo6CTBa, BbINOMHUTE AECTBUSA, ONUCAHHbIE B
pa3pgene HEXENATENBbHBIEPEAKUNN
(MPOBMEMBI N CIMOCOBblI UXPELUEHWNSA).
PASMELWEHWE JTMH3bI MO LLEHTPY

Ecnv nocne HageBaHWA NWH3bl Balle 3peHue
pac)oKyCcMpoBaHO, NMPOBepbTE CreaytoLLee:

e J/InH3a He HaxoauTcs MO UeHTpy rnasa. Ansa
pasMeLleHns NNH3bl N0 LEHTPY BbIMONHUTE OAHY
13 crefyroLWwmnx npoueayp:

0 Manbuamn yaepXuBainTe BepxHee W HUKHee
BeKM OTKpbITbIMW. 3aTeMm, 1848 B 3epkano,
OCTOPOXHO MOMECTUTE Manel, Ha KOHTAKTHYIO
NNH3Y W CABUHbTE €@ K LeHTPY rnasa.

nnmn

0 Manbuamy yaep>xxuBanTe BepxHee W HUXKHee
BeKW OTKPbITbIMW. 3aTem, rnsgsa B 3epkasno,
nepemecTuTe rnas K fiMH3e, 4Tobbl pasMecTuUTb eé
Mno LeHTpy rnasa.

» ECcn NH3a pacnosioXxeHa no LeHTPYy, CHUMUTe
eé 1 NpoBepbTe CneytoLLee:

0 Hanmume KOCMETUKM WAN Macen Ha JUH3e.
YTUNn3npyinTe NMH3y, 3aMeHUB eé HOBOM,

0 JIH3a Haxo4MTCA He Ha TOM rnasy,

0 JIMH3a BbIBEpHYTA Hau3HaHKy (OTCYTCTBYET
CTaHfapTHoe owyuieHne komdopTta). Ecnm nocne
BblLLeYyKa3aHHON NPOBepKN Balle 3peHue BCE eLué
oyneT pacokycupoBaHo, CHUMUTe 06e /INH3bI U
obpaTuTech K CBOEMY OKY/IUCTY.

CHATWME NNH3bI

* MepBoWi BCerga CHAManTe O4HY U Ty XKe JIMH3Y.

e TwaTe/lbHO BbIMOWTE U BbICYLLUUTE PYKW.

o [lpexpae 4em CcHUMATb JfIMH3Y, 0653aTeNbHO
ybefuTeCcb, YTO OHa MPaBWU/IbHO PacnosioXeHa Ha
rnasy (c nomoLWbi0  NPOCTOA  MPOBEPKM,
nooyepéfHO  3akpbiBas  rnasa, oOnpegenuTe,
NpaBWUIbHO NN PacnosioXeHa NnH3a). MocmoTpuTte

1400 North Goodman Street
Rochester, NY 14609
5S5.338.6000
www.bausch.com

If the lens feels uncomfortable, then:

Look inamirror and gently place a finger on the
edge ofthe contact lens and slowly slide the lens
away from your nose while looking in the
opposite direction. Then by blinking, the lens
will recenter itself. If the lens still feels
uncomfortable, follow the steps described in
ADVERSE REACTIONS (PROBLEMS AND
WHA r TO DO).

CENTERING THE LENS

If after placement of the lens your vision is
blurred, check for the following:

» The lens is not centered on the eye. To center
a lens, follow one of the procedures b*low:

0 Hold the upper and lower eyelids open with
your fingers. Then, while looking in a mirror,
gently place a finger on the contact lens and slide
the lens towards the center of the eye.

OR

0 Hold the upper and lower eyelids open with
your fingers. Then, while looking in a mirror,
move your eye towards the lens to place it on the
center of the eye.

* If the lens is centered, remove the lens and
check for the following:

o Cosmetics or oils on the lens. Discard the lens
and use another lens,

0 The lens is on the wrong eye.

0 The lens is inside-out (it would not be as
comfortable as normal). If you find that your
vision is still blurred after checking the above,
remove both lenses and consult your ECP.

REMOVING THE LENS

» Always remove the same lens first.

» Wash, rinse, and dry your hands thoroughly.

» Always be sure that the lens is in the correct
position on your eye before you try to remove it
(a simple check of your vision, closing one eye
at a time, will tell you ifthe lens is in the correct
position). Look up and slowly pull down your



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

BAUSCH+LOMB

See better. Live better.

BBEPX W MEAJIEHHO ONyCTUTE HWKHEe BeKO
CpefHUM MasnbLLEM PYKKU, KOTOPOI ByaeTe CHUMATb
NNH3Y, W MNOMECTUTe YyKasaTe/lbHbliA naney Ha
HWKHUA Kpall NuH3bl. Crerka COXMWUTE NINH3Y
Mexnay 60/bWMM W yKasaTe/lbHbIM ManbLamu u
cCHUMKUTe e€. He aonyckailTe CKNenmBaHUSA Kpaés
NINH3bI APYT C APYTOM.

e CHuUMUTE ApPYrYH NUH3Y,
npoueanypy.

e ECAM NUH3Yy TPYAHO CHATb, WCNOMb3yiTe
YBNAXHAKLMNE Kan/u, PeKOMEHA0BaHHbIE BaHLLM
OKY/IUCTOM.

MpumeyaHne: Ecnv Tako cnocob CHATUA NUH3bI
CMIOXeH [Ans Bac, NONPOCUTE CBOEro OKy/ucTa
NpesnoXnTb  Bam  a/lbTePHaTUBHbLIA  METOL.
JNEVNCTBUA B C/AIYUAE MPUAUMLLEN
(HEABWMXXYWLENCSA) NNH3bI

Ecnn nuH3a npununna (nepecrtana ABurarbes),
pobaBbTe B rnas HEeCKObKO Kanenb
YBN@KHAOLWEro pacTteopa, pPeKOMeHA0BaHHOro
BalWMM oKynuctom. HE wucnonb3yiite npocTyio
BOLY WM Kakoe-nnb0o [pyroe cpeicTBO, MOMUMO
peKkoMeH[0BaHHbIX pacTBopoB. HE nbiTantech
CHATb NPUANMLLYIO INH3Y. DTO MOXET MOBPeAUTb
Baw rnas. Ecnm nocne HeCKONbKUX MPUMEHEeHU
pacTBOpa U MOpPraHuii MH3a He HAYHET ABUTaTbCH,
HeMe[leHHO obpaTuTecb K CBOeMy oKynucty. HE
MbITANTECb CHATb NIMH3Y 0€3 KOHCyNbTauuum Cco
CBOWM OKY/IUCTOM

BbIMO/IHNB Ty Xe

OKCTPEHHbBIE C/ZTYUAU

Ecnn B rnasa nonaan Kakne-nnbo XMMmnyeckue nim
onacHble BellecTBa (Hanpumep, BellecTea U3
TOBapoOB ObITOBOM XuMmnn, cCaaosBble pPacTBOpPbI,
nabopaTopHble XUMMUKaTbl U T. M.), Bbl AOMKHbI:
HEMEANEHHO MPOMbITb rNA3A
BOAOMPOBOAHOW BOAOW, A 3ATEM
EbICTPO CHATb NINH3bI.
HE3AMEO/INTE/IBHO  OBPATUTbCHA K
CBOEMY OKY/UCTY WAN B MNYHKT
OKA3AHWS MEPBOW MOMOLLW.

1400 North Goodman Street
Rochester, NY 14609
585.338.6000
www.bausch.com

lower eyelid with the middle finger of your
removal hand and place your index finger on the
lower edge of the lens. Squeeze the lens lightly
between the thumb and index finger and remove
it. Avoid sticking the edges of the lens together.

* Remove the other lens by following the same
procedure.

* Use rewetling drops recommended by your
ECP if lens is difficult to remove.

Note: If this method of removing your lens is
difficult for you, your ECP will provide you
with an alternative method. Y

CARE FOR A STICKING (NON-MOVING)
LENS Ifa lens sticks (stops moving), put a few
drops of the rewetting solution recommended by
your ECP into your eye. DO NOT use plain
water or anything other than the recommended
solutions. DO NOT attempt to remove a lens
that is sticking, which could damage your eye. If
the lens does not begin to move when you blink
after several applications of the solution,
immediately contact your ECP. DO NOT
attempt to remove the lens except on the advice
of your ECP.

EMERGENCIES

If chemicals or hazardous substances of any
kind (e.g., household products, gardening
solutions, laboratory chemicals, etc.) are
splashed into your eyes, you should: FLUSH
EYES IMMEDIATELY WITH TAP WATER
AND THEN REMOVE LENSES PROMPTLY.
CONTACT YOUR ECP OR VISIT A
HOSPITAL EMERGENCY ROOM
WITHOUT DELAY.
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MATEPUWADBI, N3 KOTOPbIX
N3rOTOBNEHO MEANLMNHCKOE
N3OENWNE NN ETO OCHOBHBIE
HACTW

JInH3a n3roTtoeneHa M3 MaTepumana HeCOPUNKOH A
M NPy NOTPY>XeHUN B HN3MONOTrNYECKIMiAi pacTBop
OHa Ha 78 % cocTouUT 13 BOAbI N0 Macce. dTa IMH3a
TOHMpOBaHa B rony6oii UBET C MOMOLLbLO
Kpacutens - gaHHas TOHMPOBKa MCMO/b3yeTecs AN

ygobcTBa MoTpebuTens  npu  MCNOMb30BaHUK
NINH3bI.
Kaxgas nuH3a mnomelleHa B NJ1aCTUKOBLIN

KOHTEliHep, FepMeTUYHO 3anasHHbIN (onbroi ¢
NNacTUKOBbIM  MOKPbITUEM M COAepXKaLiunii
YNaKOBOYHbIA pPacTBOpP. YNakKOBOYHbIA pacTBop
npeacTaBnset cobOi  CTepuNbHbIA  GOpaTHbIN
6y(epHbIn pacTBOp ¢ 6OPHOIM KMUCNOTOM, 6GopaTom
HaTpMsA 1 NOMIOKCAMUHOM.

TEXHNWYECKUNE XAPAKTEPNCTUKWN

MapameTpbl U QU3NKO-XUMUYECKUE CBOMCTBA
NTNH3bI

3HayeHue

oT +20,00 A go -20,00 4

MapameTp

OnTuueckas Koppekuus
ba3oBas KpuBM3Ha
(papmnyca Kp1BU3HbI
3aHell LeHTpanbHoi
OMTNYECKON 30HbI FO). MM

8,6 MM

OnameTp, MM 14.200 +£0.200
TonwmHa ueHTpa (gns -3.0 01 MM

ANTp)

CarutTansHas rny6uHa (- 3,820+0.100
3.0 gnTp)

Paanyc KpuBU3HbI 3aaHel 8.64+0.20

nepudepuiiHoi 30HbI, MM
CopepxaHue Bofpl 78%

42 X 10-" [em* 02 (STP) Xcm]/(c
Xcem Xmm pT.cT.) npu 35 °C
(nonsporpaduyecknini meTom)

KucnopogonpoHuiiaemocT
b(OK)

MHPOPMALMNA O MAPKVNPOBKE
CIMMCOK CMMBOJIOB 11 COKPALWWEHUU

1400 North Goodman Street
Rochester, NY 14609
585.338.6000
www.bausch.com

LIST OF MD MATERIALS

The lens is made from the nesofilcon A material
and is 78% water by weight when immersed in
a saline solution. This lens is tinted blue with
Reactive Blue Dye.

Each lens is provided in a foil sealed plastic
container containing packaging solution. The
packaging solution is borate buffered saline with
poloxamine.

TECHNICAL SPECIFICATIONS

Parameters and Physiochemical
Characteristics for lens
Parameter specification

Spherical Correction +20.00 D to -20.00 D

Base Curve 8.6 mm

Diameter, mm 14.200 +0.200

Center thickness (for -3.0 D) 0,1 mm

Sagittal depth (-3,0 D) 3,820+0.100

EBC, mm 8.64+0.20

Water Content 78%

42 X 10-" [em™ 02(STP)x
cm]/(sec x cm2 x mmHg) @
35° C (polarographic
method)

LABELING INFORMATION
SYMBOLS & ABBREVIATIONS LIST

Oxygen Permeability (Dk)

Ha 6nucTtepe nnm noTpebuTenbCKOM ynaKoBKe MOTyT 0TO6paXkaTbCsa Cneaytolne CMMBOSIbI:

OnwucaHue / Description

3aaHAa BeplInHHasA pedpakuma, B onTp / Paraxial back vertex power, D

Cumeon /
Symbol
PWRFV
BC basoBas KpuBusHa / Base Curve
DIAOT O6wwii gnameTp / Total Diameter

14
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S Cdepuueckas / Spherical I
Kopg naptum / Batch code

Wcnonb3osatb fo / Use-by date

@ YkasbiBaeT MapknpoBky CE v Homep HoTudmympyemoro opraHa / Indicates the
#H##  CE Conformity Marking and the Notified Body Number
1

§ERILEa CtepunnsoBaHo ¢ nomowybto napa / Sterilized using steam

Tonbko no npegnucaxmio Bpaya (ans poiHka CLLUA) / Prescription only (USA)

BHumaHuve! TlpoyTtnTe BCe 0COOble yKa3aHWUA WM Mepbl MPeAoCTOPOXHOCTU B
MHCTPYKLUMK no npumeHeHuto/ Caution! Refer to the Instruction for Use

3enéHas Touka (ynakoBOYHbI MaTepuan NOAMEXMWUT BTOPUYHON nepepaboTKe B
pamkax «[yanbHoli cuctembl» (DSD)) / Green dot (packaging material is
recyclable under the Dual System (DSD))

HwuxHwnii npegen Temnepatypsbl / Lower limit of temperature

He ncnonb3oBatb NOBTOPHO / Do not re-use

Mpounssoauntens / Manufacturer

2 @

EC REP YNONHOMOUEHHbIV NpecTaBuTeNb B EBponeiickom coobuyectse /EBponeiickom
cotose / Authorized representative in the European Community/European Unic >
QR-koa (Koa matpuubl gaHHbIX) / QR (Data Matrix) Code

[0N0NMHUT eNlbHbIE CrLWBONbI, KOTOPbIE MOTYT OblTb HAHECEHbl HA NOTPEOUTENbCKYI YNAKOBKY W T
Heo6xogumocTy: / Additional symbols that can be printed on the customer packaging ifnecessary:

U si
BLOCK BEnokuposka Y ®-uznyuenus / UV block
USNBLOCK
UV PROTECT'™
3awunta ot YP-nsnyuenns / UV protect
CPOKrogHocTwH SHELF LIFE
Cpok rogHocTn 5 neT ¢ MOMeHTa CTepununsauunm. Shelf life 5 years from the date of sterilization.
[ata wucTeyeHus cpoka TroAHOCTM YykKasaHa B The expiration date is indicated in the format
opmate FTTC.MM van I'rrr.Mm.ga YYYY.MM or YYYY.MM.DD
OESVNHDEKLINA DISINFECTION
HenpumeHumo. WM3genune ctepunbHo. MosTopHOM Not applicable. The product is sterile. It cannot
fe3nHpekuun/cTepunnsanmnm He nNoaIeXuT. be re-disinfected / sterilized.
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YCNOBUA SKCMNYATALUNN,
XPAHEHWNA NN TPAHCITOPTUPOBAHWNA

* lMepep ncnonb3oBaHMeM HEOH6XOAUMO
BHMMATE/IbHO NMPOYNTaTh UHCTPYKLMIO.
VHCTpyKUus npefcTaBneHa Ha ouunanbHOM
caiiTe KomnaHuwn unwu caite https://ultralinzi.ru/.

* XpaHeHue: He XpaHUTb HMXe +1°C. He
3aMopaxKuBaTb.

AddhekTnBHAA U H6e3onacHas aKcnayaTayma fNH3

BO3MOXHa TONbKO Npu COGMKOAEHUM YCNOBWIA

XpaHeHWa N TPaHCNOPTUPOBKM.

MNOPAAOK n YCNTOBUA YTUNTN3ALNI
mnnn YHNUYTOXEHUA
MEAVNUWMNHCKOIO USAENTNA

JTNH3bI HE06XoaANMO YTUIN3NPOBaTh B
COOTBETCTBMU C TMTUMEHNYECKUMU TpeboBaHUAMMU
CaHlluH 2.1,3684-21 «CaHunTapHo-

anuaemuonornyeckme TpeboBaHUs K CofepXKaHuto
TEPPUTOPUIA TOPOACKMX U CENbCKUX NMOCENEHUNA, K
BOAHbIM 0ObeKTaM, NMUTbEBOW BOAE U MUTLEBOMY
BOAOCHa6XeHWIO, atMmocthepHoMY BO34YXY,
noysam, >KW/IbIM MOMeLLeHNAM, 3Kcnayatauum
NMPOM3BOACTBEHHbIX, 06LECTBEHHbIX MOMELLEHWN,
opraHms3auum 1 MPOBELEHUID  CAHUTapHO-
NPOTUBO3NNAEMNYECKNX (NpohmnakTnUecKmnx)
MeponpusaTuiA», NPUHATBIMA B Poccuitickol
defepayuu.

JIH3bl  nognexauime  yTuaunsauuu nocne
MCMOMb30BaHMA B JOMALLHUX YCNOBMAX, a TaKXe B
CBA3M C UCTEYEHMEM CPOKa rO4HOCTM UK B Clly4yae
HapyLleHUs LEeNOCTHOCTM YNaKoBKM OTHOCATCS K
MeANLUHCKUM 0TX04aM Knacca A
(snnpgemunonornyeckn 6GesonacHble 0TXOAbl, MO
cocTaBy npubnmxeHHole K TBO). [onyckaeTtcs
yTUAN3auns B KOHTeMHepPbl C 6bITOBbIM MYyCOPOM.

JInH3bI nognexawne  ytTunamsauum nocne
NCMONb30BaHMA B CTauuoHapax, JIMY u 1.n. npu
HEe06X0ANMOCTU, YTUNNSUPYIOT U YHUUTOXAKT B
COOTBETCTBMW C nNpaBunamym obpauieHus ¢
MeANLUNHCKUMHN oTXofamu,
pernameHTupoBaHHbIMU CaHlnH 2.1.3684-21:

- icnonb3oBaHHOe n3genue - knacc b;

- B cnyyae HapylweHus LeNOCTHOCTM YNakOBKU
WU n3genne ¢ UCTEKWMUM CPOKOM TOAHOCTM (He
ObiBLee B ynoTpebneHun) - knacc A.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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TERMS OF USE, STORAGE AND
TRANSPORTATION

» Before use, you must carefully read the
instructions. Instructions are presented on the
official website of the company or website
https://ultralinzi.m I.

» Storage: not be stored below 1°C (34°F). Do
not freeze.

Effective and safe operation of the lens is

possible only if the storage and transportation

conditions are met.

PROCEDURE AND CONDITIONS FOR
THE DISPOSAL OR DESTRUCTION OF
A MEDICAL DEVICE

Contact lenses must be disposed of in
accordance with the hygienic requirements of
SanPin 2.1.3684-21 “Sanitary and
epidemiological requirements for the
maintenance of territories of urban and rural
settlements, for water bodies, drinking water and
drinking water supply, atmospheric air, soils,
residential premises, operation of industrial and
public premises, organization and
implementation of sanitary and anti-epidemic
(preventive) measures” adopted in the Russian
Federation.

Contact lenses subject to disposal after use at
home, as well as due to expiration date or in case
of damage to the integrity of the packaging,
belong to class A  medical waste
(epidemiologically safe waste, similar in
composition to MSW). Disposal in containers
with household waste is allowed.

Soft contact lenses to be disposed of after use in
hospitals, healthcare facilities, etc. if necessary,
are sent for disposal in accordance with the
hygienic requirements of SanPin 2.1.3684-21
"Sanitary and epidemiological requirements for
the management of medical waste" adopted in
the Russian Federation:

- The used device is class B;

- In case of violation of the integrity of the
packaging or a device with an expired shelf life
(not used) - class A.
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METOL CTEPUJTUSALINN

CTepnnn3oBaHo napom.

FAPAHTUMHBIE OBA3ATE/IbCTBA

MpousBoguTens  rapaHTUpyeT  COOTBETCTBME
JAHHOTO  MEeAMLMHCKOTO U3AeNns  3asBNeHHbIM
XapakKTepucTMKam B npejenax COXpaHeHUs cpoka
rogHoCTW, NpW YCNOBUKW, UTO COGNHOAAOTCS
TpeboBaHMA  MNPOM3BOAMTENS,  YKa3aHHble B
NHCTPYKLUN MO NPUMEHEHNIO.

Mpon3BOANTENb He HeceT OTBETCTBEHHOCTW 3a
noBpeXxaeHuns nnm HecyacTHble cnyyau,
BbI3BaHHbIE HenpaBWNbHO aKcnnyaTauumen
n3gennsa, No BMHE MONb30BaTeNel MAN BHELUHUX
HenpeABUAEHHbIX CUTYaLNiA.

CapaHTUiiHbIA CPOK XpaHeHUs (CPOK TOfHOCTH)
cocTaBnseT 5 IeT ¢ AaTbl CTEPUAN3ALNN.

PEKJTAMALWNA

B cnyyae BO3HMKHOBEHUSA BOMPOCOB, CBA3AHHLIX C
KayecTBOM MeAULMHCKOro n3fenus, Heo6xoammo
obpatuTbCA MO  Cnefylwougemy  agpecy K
Y NONHOMOYEHHOMY MpepctasuTento
MpoussoguTens B Poccuiickoii depepaunu:

O6LLecTBO C OrpaHNYEHHOW OTBETCTBEHHOCTbHHO
«bayw Xenc» (OO0 «bayw Xenc»), P®, 115093,
r. MockBa, BH. Tep, . MYHUUUNaNbHbIA OKpPYr
[aHnnosckuii, yn. Masnosckas, 4. 7, cTp. 1,
nomely. 1H; ten/dakc: +7 495 510 28 79

email: Russia.Claims(2).bausch.com

1400 North Goodman Street
Rochester, NY 14609
585.338.6000
www.bausch.com

METHODS AND CONDITIONS OF
STERILIZATION

Steam sterilized

WARRANTY

The manufacturer guarantees the compliance of
this medical device to the declared
characteristics  within the limits of the

preservation of the shelf life (the period of
preservation of its sterility), provided that the
manufacturer’s requirements specified in the
instructions for use are complied with.

The manufacturer is not responsible for damage
or accidents caused by improper use of the
product, due to the fault of users or external
unforeseen situations. Y

The guaranteed shelf life (shelf life) is 5 years
from the date of sterilization.

RECLAMATION

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

Bausch Health Limited Liability Company
(«Bausch Health » LLC),

Russia, 115093, Moscow, ext. ter. Danilovsky
Municipal District, 7 Pavlovskaya St., bldg. 1,
premises IN; tel / Fax: +7 495 510 28 79

email: Russia.Claims®,bausch.com

Tabnuua 10. NMpumeHumble cTaHfapThl / Table 10. Applicable standards

CtaHgapT/ HasaHue / Name HasBaHMe Ha Pycckom si3bike / Russian
Standard name
EN 1SO Medical Devices - Quality Management W3genus MeULIMHCKMeE. CucTembl
13485:2016/ System - Requirements for Regulatory MeHempKMeHTa KadyecTBa. TpeboBaHUA [Ans
A11:2021 Purposes Lief1eil perynmpoBaHms.
1SO Medical Devices - Application of Risk W3genns MeaULMHCKIE. MpumeHeHe

) Management to Medical Devices MEHePKMEHTA  puCKa K MeAULMHCKUM
14971:2019

U3aenmam
Egl41-2008 :\r/lll;(zjrirg;tllgg\/isclézplled by the Manufacturer of ViHopmaLs, npepocTaEneNas
1A12013 U3roToBUTENEM MEAVNLMHCKUX U3LENNIA.
Medical devices. Symbols to be used with W3genus MeULIMHCKNE. CvMBOfIbI,

ISO 15223- medical device labels, labelling, and npumeHsemble npwv MapKMpoBaHU
1:2021 information to be supplied. Part 1 General MegVLUMHCKUX W3LeNUA, HA 3TUKETKAX W B

requirements

7
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ISO 10993

I1ISO 18369

2017

EN 1SO
11978:2017

ISO 11987-
2012

ISO 11981-
2012

EN 1SO
9394:2012

ISO
11986:2017

ENISO
17665-1:
2006

IEC 62366-
1:2015 +
AMDI:
2020

EN 556-
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Biological Evaluation of Medical Devices
Part 1:2020 - Evaluation of testing within a
risk management process,

Part 5: 2009 -Tests for In Vitro Cytotoxicity,
Part 10:2013 - Tests for Irritation and Delayed
Type Hypersensitivity,

Part 11:2018 - Tests for Systemic Toxicity,
Part 12:2012 - Biological evaluation of
medical devices. Sample preparation

and reference materials.

Part 18:2020 - Chemical

characterization of materials

Ophthalmic Optics - Contact Lenses,

Part 2: Tolerances,

Part 3: Measurement Methods,

Part 4: Physicochemical Properties of Contact
Lens Materials

Ophthalmic optics - Contact lenses and
contact lens care products - Labelling

Ophthalmic optics - Contact lenses -
Determination of shelf-life
Ophthalmic optics - Contact lenses and

contact lens care products -Determination of
physical compatibility of contact lens care
products with contact lenses

Ophthalmic optics - Contact lenses and
contact lens care products - Determination of
biocompatibility by ocular study with rabbit
eyes

Ophthalmic optics — Contact lenses and
contact lens care products — Determination of
preservative uptake and release

Sterilization of health care products. Part 1
Moist  heat.  Requirements for the
development, validation and routine control of
a sterilization process for medical devices

Medical devices - Part 1 Application of
usability engineering to medical devices

Sterilization of  medical devices -

Requirements for medical devices to be | Tpe6oBaHus K

1400 North Goodman Street
Rochester, NY 14609
585338.6000
www.bausch.com

COMPOBOAUTENbHONM [OKYMeHTaumu. Yactb 1
OcCHOBHble TpeboBaHus
OueHka 61o0rnyeckoro
MEeAVLMHCKNX U3LENNA,

YUactb 1 2020. OueHKa MUCMbITaHWA B paMKax
npouecca yrnpaeneHus puckamu. Yactb 5:
2009 - KcnblTaHMs Ha LMTOTOKCMYHOCTBL in
vitro,

Yactb 10: 2013 - VcnbiTaHus Ha pasgpaxeHue
N TUMNEPYYBCTBUTE/ILHOCTL  3aMef/IEHHOro
™Mna.

Uacts 11: 2018 - McnbiTaHua Ha CUCTEMHYHO
TOKCUYHOCTb.

Uactb 120 2012 - OT6Op M NOArOTOBKA
06pa3LLoB 4719 NPOBEAEHNS UCCeA0BaHNIA.
UacTtb 18: 2020 - VccnefoBaHve XUMUYECKNX
CBOWCTB MaTepuasioB B pamKax npouecca
MeHe[XMeHTa pucka

[encTBus

OnTuka oranbmonormnyeckasa?  JIMH3bI
KOHTaKTHble.

YacTb 2. lonycku,

Yaes b 3. MeToAbl U3MepeHNIA,

Uactb 4. DUMKO-XMMUYECKME CBOICTBA

MaTepyasioB KOHTAKTHbIX IMH3
OnTuKa 1 onTUYeckme Npnoopbl. KoHTakTHbIE

NMH3bI UM CPeAcTBa  yxoja 3a  HUMM.
MapKunpoBKa.

Ontuka ohTaIbMONOr N4ecKas. JINH3bI
KOH'rakTHble. OnpefesnieHrie CpoKa rogHoCTu.
OH rnka opTasIbMONOrnyecKas. JINH3bI
KOHTaKTHble.  OnpepgeneHve  (pr3nYecKoi
COBMECTMMOCTW  CPeACcTB N0  yxody 3a
KOHTaKTHbIMA  JIMH3aMW C  KOHTaKTHbIMU
JINH3aMK

OnTvkKa ogTanbmMonornyeckas. KOHTaKTHble
NMH3BI U M3eMM MO yXO4y 3a HUMM.
OnpegeneHue 61OCOBMCCTUMOCTY
KOHTaKTHbIX /INH3 Ha KPOJIMKax

OnTka oTanbmonoruyeckas. KoOHTaKTHble
NNH3BI N CpefcTBa  yxofa 3a  HUMM.
PykoBogcTBo rno onpegeneHnio
BMMTbIBAIOLLEN CMIOCOBHOCTM

Crepunmzayms  MeAMUMHCKON  MPOAYKUMW.
BnaxHoe Ttenno. Yacte 1 [pe6osanus K
pa3paboTke,  BaMdaUMM U TEKYLLEMY
KOHTPO/HO rnpouecca CTepunusauuu
MeLNLMHCKNUX W3Lenuii

3penna MeaUUUHCKMeE. YacTb 1

MpPOeKTVPOBaHME MEAULMHCKUX W3OeNnnidi ¢
YUEeTOM 3KCNyaTalUMOHHON NPUrogHoCTU

n3genui.
n3aenmam

Crepunusaumns MeANLNHCKNX

MeANLMHCKM
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See better. Live better.
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2006
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11737-
1:2018
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ENISO
11607-2:
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designated "sterile”. - Part 1 Requirements
for terminally sterilized medical devices

Sterilization of health care products —
Microbiological methods — Part I
Determination of a  population  of
microorganisms on products

Packaging for terminally sterilized medical
devices. Part 1 Requirements for materials,
sterile barrier systems and packaging systems

Packaging for terminally sterilized medical
devices. Part 2. Validation requirements for
forming, sealing and assembly processes

1400 North Goodman Street
Rochester, NY 14609
585.338.6000
www.bausch.com

KaTeropuu ""CTepunbHbIe". YacTb 1
TpcboHanna K  MeSUUMHCKUM  U3LENNAM,
NOANEXALLUM (PUHULLIHON CTepuIn3aLmn
Crepunusaumsa MEAVLMHCKNX  U3AENWIA.
Mwukpobuonornyeckne metoapl. Yactb 1
OueHka nonynAuMM MWUKPOOPraHU3MOB Ha
NPOAYKLUMK
YnakoBka AN MeAUUMHCKUX  U3AENuiA,
nognexawmx — (MHULHON  CTepuamsaumn.
Uactb |. TpeboBaHma K MaTepuanam,
6apbepHbIM CUCTEMaM AJ1 CTepuam3aumm u
YMakoBOYHBIM CUCTEMAM

YnakoBka ANf MEAVUMHCKMX  WU3AENWA,
nogfexawmx  (MHULWHON  CTepunmsauun.
YacTb 2. TpeboBaHUA K BaMaaLmm NpoLeccos
(hopMUpOBaHWS, repmeTu3aLmmn 1 copku

MepeBOA C aHFNIACKOTO A3blKa Na PYCCKMIA A3bIK BbIMOMHEH NepeBOAYMKOM TapaH
WNpuHoit BopucosHOIA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Poccuinickas degepauuns
Nopog MockBa
JBajuaTb LWecToro HoA6pPA ABe ThicAYM ABajLaTbh YeTBEPTOro roja

A, AnexvH EBreHuii Bnagumuposuy, HoTapuyc ropoga MOCKBbl, CBUAETENLCTBYIO
NOANMHHOCTL nognucu nepesofunka TapaH VpuHbl BOPUCOBHHLI.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JTnuHoCTb NoAnNMCcaBLLEro JOKYMEHT yCTaHOBNEHA.

3apernctpupoBaHo B peectpe: Ne 57/171-H/77-2024-15-1784.

YnnayeHo 3a COBepLUEHNEe HOTapuanbHoro aeictemnsa; 400 py6. 00 kon.

E.B.AnexuH

"ep6oP'35 nmeuvat
HOTrpn’/'-- ]

Poccuinckaa Pepepayuns
Mopog MocKBj
[ABajuaTb LWIECTOro HOA6GPSA ABe ThiCAYM ABajuaTb YeTBEPTOro roga

A, AnexuH EBreHuii Bnagumuposuuy, HoTapuyc ropoja MOCKBbI, CBWUAETENbCTBYIO
BEPHOCTb KOMUW C NPeACTaB/IeHHOro MHe [OKYMeHTa.

3apeructpuposaHo B peectpe; Ne 57/171-H/77-2024-15-1785.

Y] %euo 3at0 0B 1MHUMe HOTapuanbHoro gericteus; 2200 py6. 00 kon.

E.B.AnexuH
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