MUSCHHONI

INSTRUCTIONS FOR USE

This leaflet is intended to inform users of Bausch + Lomb daily‘disposable hydrophilic

soft contact lenses for vision correction

Bausch+Lomb; Biotrue® ONEday (nesolllcon A)

Legal
Manufacturer:

Authorized
Representative in
Russian
Federation

Peructpanna MH B Pocampasramgzope
www.nevacert.ru | info@nevacert.ru

Bausch+Lomb Incorporated
1400 North Goodman Street-Rochester, New York 14609
Tel (585) 338-6000

www.bausch.com

VALEANT LLC;

Shabolovka St. 31, Bid. 5, Moscow, 115162, Russia
Tel/fax +7 495,510 2879

Email: Office.ru@bauschhealth.com


http://www.bausch.com
mailto:Office.ru@bauschhealth.com

It applies to:

PRODUCT NAME MATERIAL WATER PACKAGING
CONTENT SOLUTION

SofLens® daily disposable

(hilafilcon B)

Visibility Tinted Contact Lenses

SofLens® daily disposable Toric Hilafilcon B 59% by weight

(hilafilcon B) Visibility Tinted
Contact Lenses

Naturelle™*” daily disposable Borate buffered
(hilafilcon B) Cosmetically Tinted saline
Contact Lenses with Poloxamine

Biotrue® ONEday (nesofilcon A)

Visibility Tinted Contact Lenses

Biotrue® ONEday For Presbyopia

(nesofilcon A) Visibility Tinted Nesofilcon A 78% by weight
Contact Lenses

Biotrue® ONEday For Astigmatism

(nesofilcon A) Visibility Tinted

Contact Lenses

Device Description:

The contact lens is made from nesofilcon A material, a hydrophilic copolymer of 2-hydroxyethyl
methacrylate and N-vinyl pyrrolidone, and is 78% water by weight. when immersed in a sterile borate
buffered saline with 0.5% poloxamine solution. This packaging-solution is currently used with other
Bausch + Lomb contact lenses. A UV- absorbing monomer=is used to block UV radiation. The
transmittance characteristics are’less than 5% in the UVB range of 280nm to 315nm and less than 50%
in the UVA range of 316nm.t0~380nm. This lens is tinted blue’with Reactive Blue Dye 246. The color

additive conforms to 21 CER"Part 73.3106.

The nesofilcon A contact-lens is to be prescribed for single=use disposable wear.
The physical properties of the lens are:

Refractive index 1.3737

Light

transmission 99%

Water Content 78%

Specific Gravity 1.039

Qxygen

Permeability 42 X 10'Mfem”™O2(STP) x cm]/(sec x cm®y X

mmHg)@35°C (polarographic method)

The lenses will*be manufactured in spherical, toric and multifocal designs with the following

properties:
Diameter 13.5mm to 15.0mm
Center Thickness 0.05mm to 0.75mm
Base Curve 7.8mm to 9.5mm
Power Range +20.00D to -20.00D
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Indication

The Bausch + Lomb (hilafilcon B and nesofilcon A) Contact Lens is indicated for the daily wear
correction of refractive ametropia (myopia, hyperopia, astigmatism), presbyopia and reduction.of
spherical aberration in aphakic and/or non-aphakic persons with non-diseased eyes that exhibit
refractive astigmatism up to 2.00 diopters or less (SofLens® daily disposable Toric and Biotrue®
ONEday For Astigmatism are 5.00 Diopters or less), that does not interfere with visual acuity. The
lens is to be prescribed for single-use disposable wear in spherical powers ranging from #£20.00D to -
20.00D and is to be discarded after each removal.

Description and wear application

These lenses are intended for daily disposal wear andishould be discarded after each.wearing
period. Reuse without cleaning and disinfecting the lenses could lead to infection and/or serious eye
injury. Always follow your eye care practitioner’ssrtecommended wearing schedule:

STERILE | These lenses are supplied sterile and-are intended by the manufacturer for a
maximum wear period of up to one day. They-have been sterilized by steam.
If the packaging is damaged or opened DO NOT USE.

Insertion and removal instruetions
Before handling lenses, always wash and dry hands thoroughly avoiding perfumed or medicated
soaps. Pour the lens into the palm of yourhand. Make sure the lens is thesright way out.

X

Inspect your lens before inserting and do not insert if scratched or damaged.

To remove your lens, make sure your hands are clean and dry, use your finger to slide the lens down to
the white part of the eye and remove it. Use a rewetting drop if theslens is difficult to remove.

Always discard lens following«emoval from the eye.

Caring for your lenses

» Always wash and rinse hands before handling lenses

» Do not allow cosmetics,lotions, soaps, creams or perfumed substances to get in the eyes or
on lenses

* Never use sharp objects or finger nails to remove lenses_from their containers or your eyes
» Always discard lenses‘after removal

Contraindications (reasons not to use)

DO NOT USE the nesofilcon A daily dispesable Contact Lens when any ‘0fthe
following conditions exist:

. Acute and’subacute inflammation or infection of the anterior chamber ofthe eye

. Any eyeidisease, injury, or abnormality.that affects the cornea, conjunctiva, or eyelids
. Severe insufficiency of lacrimal secretion (dry eyes)

. Coameal hypoesthesia (reduced coméeal sensitivity)

Any systemic disease that may affect the eye or be exaggerated by wearing contact lenses
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Allergic reactions of ocular surfaces or adnexa (surrounding tissue) that may be induced or
exaggerated by wearing contact lenses or use of contact lens solutions

Any active comeal infection (bacterial, fungal, or viral)

Ifeyes become red or irritated

Warnings and precautions

Failure to follow your eye care practitioner’s recommended wear schedule and cleaning-regime can give
rise to greater risk of serious eye infections.

Do not wear daily disposable lenses for longer than a day or while sleeping.

Do not wear contact lenses if you are suffering from:

* Allergy, inflammation, infection or redness in or around the eye

* Dry eyes (inadequate tear fluid)

* Poor health affecting the eyes, e.g. colds and flu

* Any systemic illness affecting the eyes

Contact your eye care practitioner before wearing contact lenses when:
* Practicing water sports

* In excessively dry or dusty environments

» Using eye medication

If you experience any of the following-problems, remove your lenses immediately:
* Eyes stinging, burning, itching, irritation or another eye pain

» Reduced comfort compared with previous wearing

» Unusual secretions or excessive watering from the eye

» Redness of eyes

 Severe or persistent dry eyes

* Reduced or blurred vision

» Rainbows or halos around lights

* Sensitivity to light

If any of these symptoms.continue after removal and insertion of a new lens, then remove'the lens
and contact your eye care practitioner. These symptoms.can lead to more serious conditions if ignored.

Information about potential consumers:
Persons without aphakia, not suffering from eye diseases; with refractive astigmatism up to 2.00
diopters or lower, not affecting visual acuity

Information about medicines contained in a medical device.
Not applicable.

Sterilization Method Description
Nesofilcon"A-contact lens is manufacturedias a sterile device.
The nesofilcon A contact lens are terminally sterilized in an air-over-steam (pressurized) autoclave.
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Additional warnings and precautions for Biotrue ONEday (nesofilcon A) Contact Lens
Warning: 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 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 contaet lenses help
provide protection against harmful UV radiation.

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.
However, clinical studies have not been done to demonstrate that wearing UV blocking contact lenses
reduce the risk of developing cataracts or other gye disorders. Consult your Eye Care Professional for
more information.

Shelf life
In unopened original package - 5 years.

Reference guide for symbols, labels and-cartons
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J2(ONLY For US only: Caution Federal law restricts this device to sale by or on the

order of a licensed practitioner

®/  are trademarks of Bausch & Lomb Incorporated or its affiliates.
© Bausch & Lomb Incorporated

The procedure and conditions for disposal or destruction of a medical product.

Soft nesophilcon A contact lenses are non-toxic and'de not put an excessive load on-a;person or the
environment during operation, storage or transportation. To prevent damage to the_environment, it is
necessary to comply with safety requirements, storage conditions, transportation and operation.

Soft contact lenses are sent for disposal in accordance with the hygienic requirements of SanPin
2.1.7.2790-10 "Sanitary and epidemiological requirements for the management-of medical waste"
adopted in the Russian Federation.

Soft contact lenses to be disposed of after use, as well as in connection with the expiration of the shelf
life or in case of violation ofthe integrity ofithe package, belong to the hazard class A. Disposal into
containers with household garbage is allowed.

Requirements for the maintenance and, repair of medical devices.
Soft contact lenses are not subject to maintenance and repair.

Storage and transportation conditions

nesofilcon A (78% water eontent) Contact Lens

< PC Avoid
PC to 30«C Until Expiry
30«C to 60“C 4 Months @/60:C
>60«C Avoid

Guarantee
Soft contact lenses are not warranted.

Authorized representative of the manufacturer injthe Russian Federation:

«VALEANT» LEC

Quality claims in-the Russian Federation should'be sent to
Shabolovka St.-31, Bid. 5, Moscow, 115162, Russia
Tel/fax+7-495-510-28-79

Peructpanus MW B PocagpasHagsope
www.nevacert.ru | info@nevacert.ru



08>30./101"

Lee W Evans, Ph.D. Date @
Vice President, Global Regulatory Affairs @ Q
J & @

County Of Umion
Subscribed and sworn to (or affirmed) befor@e on this day of

2019, by lal. f\rans. ?h.V. S'Zf_’ ,proved to me on the bas@satisfactory

evidence to be the person(s) who appear@efore me.

©
Signature of Notary Public §
Ny
RITAE MOCRE

Li"”" mi  MyCommission Expires ©
September 19,2019

39)
34 ©
State of New Jersey @ Q
3 &

O
=z
3
o)
=
9
c
S
Ny
@
3
S
<

S §
Y



BAUSCHHOHE

NMHCTPYKLUWMA MO MPUMEHEHWIO
JINH3bI KOHTaKTHbIe MATMKWUe O4HOAHEBHbIE /151 KOPPEKLUMN BPEHNSA
Bausch + Lomb Biotrue® ONEday (nesofilcon A)

MponssognTens;

Bausch + Lomb Incorporated

1400 North Goodman Street

Rochester, New York 14609

(585) 338-6000

Peructpauna npegnpuaTtua #: 1313525

www.bausch.com

MecTO nponssoAcTea: Bausch & Lomb Ireland Unit 424/425 Contact Lens Division
Industrial Estate, Cork Road Waterford, Ireland.

YNONMHOMOYEHHbIN NPefAcTaBUTe b NPon3BoanTesasi B Pd:
OO6LLIECTBO C OrpaHNYeHHO 0TBETCTBEHHOCTLIO «BAJTEAHT»
Poccus, 115162, r. Mocksa, yn. LLlabonoBka, a.-31, ctp. 5
Ten.: +7 495 510 2879, thakc: +7 495 510 2879

E-mail: tatiana.kezlova@valeant.com
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NHCTPYKLMS OTHOCKTCA K:

HavueHoBaHne nsgenna MaTtepuan

SofLens® daily disposable

(hilafilcon B)

JINH3bI KOHTAKTHbIE MATKME

SofLens® daily disposable Tone XunathunkoH B
(hilafilcon B)

JINH3bI KOHTAKTHbIE MATKME

Naturelle™” daily disposable

(hilafilcon B)

JINH3bl KOHTAKTHbIE MATKKE

Biotrue® ONEday (nesofilcon A)

JINH3bl KOHTAKTHbIE MATKNE

Biotrue® ONEday For Presbyopia

(nesofilcon A) HecogumnkoH A
JINH3bl KOHTaKTHbIE MATKMeE

Biotrue® ONEday For Astigmatism

(nesofilcon A)

JINH3bI KOHTAKTHbIE MATKME

OnucaHue YHKLUNOHaNbHbIX 3IEMEHTOB M3AENMns

CopepxaHue
BOAbI

59% oT Beca

78% OT Beca

Y NnaKoBOYHbI i
pacTBop

bopaTHblli
6ydepHbIA CONeBoit
pacTBop
C NOJIOKCAMUHOM

JINH3bl KOHTAKTHbIE MATKWE U3TrOTOB/EHbI N3 MaTepuana HeCohUAKOH A, TMApodUILHOI0 cononnmepa
U= NPy NOTPY>XEHUU B CTEPWU/IbHbIN
6ydepHbIin pacTBOp athupa 6opHOWA KucnoTbl ¢ 0.5% nonokcgmuHoM Ha 78% B BECOBOM OTHOLUEHUU
cocTouMT M3 BOAbl. B HacToslee Bpems TakoW BapuaHT YMNaKOBKM WCMOAb3yeTca U AN ApYrux
KOHTaKTHbIX MAFKUX NWMH3: Apom3soacTBa Bausch + Lomb. Ona 6nokupoBaHua Y ®-U3aydeHuUs
MCcnonb3yeTcad MOHOMep, Aornowawwmnii ynbtpaguonet..CeeTonponyckatLas cnoco6HOECTb MeHee
5% B Y®B aunanaszoHe oT.280 HM 0 315 HM 1 meHee 50%.B YPA gmanasoHe oT 316 HM-A0 380 HM.
JlnH3a nopkpaweHa B/-FOAy6oM LBeT KkpacuTenem Reactive Blue Dye 246. Kpacsaliaa pobaska

2-rnapoKcMaTUAMeTakpunata (uy N-BUHUNNUPPONNANHOHA,

cootBeTcTBYeT 21 CFR-Part 73.3106.

JINH3bl KOHTAKTHble MATKUE 13 HeCOCbVII'IKOHa A cneflyeT HasHayaTb KaK O4HOAHEBHbIE.

dusnyeckne CBOIMCTBA /INH3bI:

NHpaekc pedpakimu 1.3737
CBeTonpoHNLAEMOCTb 99%
CopepxaHue Boabl 78%
YpenoHas AAOTHOCTb 1.039

42 X A0*0cmhO2(8TP) x cm]/(c x emM*xmm

MpoHNUEeMOCTb AN KUC0poAa

Ounamerp Ot 13.5 MM (B0) 15.0 MM
LleHTpanbHasd TonwmnHa OT 0.05 mm.go 0.75 mMm
ba3oBasa KpuBM3Ha OT1 7.8 MM 10 9.5 MM
OnTunyeckas cuna Ot +20.00 4 o -20.00 4
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KoHTaKTHble N1H3bI bayw + Jlom6 (Bausch + Lomb) (xunathmnnkoH b n HecohunkoH A) nokKasaHbl gns
OLHOAHEBHOr0 MCMNO/b30BaHMA, C LENb0 KOppekuunu pedpakyMoHHOW ameTponuu (61U30PYKOCT,
[anbHO30PKOCTb, aCTUIrMaTWU3M), NPecOuonuu U CHKEHNA chepuyeckoin abeppauumn y -AalMeHTOoB C
athakmein rnasz n/mnm nuy 6e3 XpoHUYECKUX 3a60neBaHUn rnas ¢ pepakLMOHHLIM aCTUFMATUIMOM A0
2,00 gnontpuin unm meHee (SofLens® daily disposable Tone u nuH3bl Biotrue®. . ONEday For
Astigmatism, 5,00 gnonTpuini unn meHee), 6e3 BAUAHUSA Ha OCTPOTY 3peHUs. JIMH3Yy “HA3HayalT And
OIHOJHEBHOI0 UCNONb30BaHMA C ONTUYeCKOl cunoii oT + 20,00 go -20,00 anonTpuii U-ee HEOOGX0AMMO
YTUN3NPOBATh MOCNE KAXA0ro CHATUS.

OnuncaHne N HOLWEeHNEe

3TN NNH3bI NpefHa3HayvyeHbl ANA OLHOKPATHORO JHOWEHUA AHEM W LO/MKHbI YFUAN3UPOBATLCA MNocne
KaXkaoro nepuofa HoweHuns. MoBTOpPHOE UCAONb30BaHME 6e3 OUUCTKU U Ae3UHMEKLUNN IUH3 MOXET
NpMBECTM K MHMEKLUU U/Man cepbe3HbIiM /TpaBMaM rna3. Bcerga co6niogaiite peKOMeHAOBaHHbIN
BaLLUMM O(YTaNbMONIOTOM FpauK HOLLEHKS.

STERILE 1

3TV NINH3bI MOCTABNATCA CTEPUNbHBIMUN U NpefHa3HayYeHbl ‘APON3BOANTENIEM ANA
MaKCMManbHOro CPOKa HOLIEHMA [0 04HOT0 AHA. OHU CTEPU/IN30BaHbI_NapoM.
Ecnu ynakoBka noBpex/eHa unu oTkpbita, HE MICMOJIb3YWNTE nuH3bI.

NHCTPYKLMM MO YCTAaHOBKE W CHATUIO

Mepes paboToili € NMH3aMM ~BCerga TLWATeNIbHO MOWTe “U. CylWIMTe PYKW, HE WCMNONb3ys
apoMaTU3NpPOBaHHOE UK NEKaPCTBEHHOE MbIN0. MOMeCTUTE NMH3Y Ha NafoHb. Y 6eanTech, 4TO INH3A
MpPaBUIbHO COPMEHTMPOBAHA.

X

OcmoTpuTe NNH3Y Nepefs YCTaHOBKON M He HaJeBainTe ee, ecnv NMH3a noyapanaHa uan noBpexaeHa.
Mepen CHATWEM NMH3BI y6eANTECh, YTO BallM PYKW YWUCTbIe U CyXWUe, MasbLUeM COBWHbTE NMH3Y K
CK/epe rnasa u CHAMWUTE ee. ECny NMH3Y TPYAHO CHATb, BOCMO/b3YNTECh YBNAKHAKLWMMU Kanismu.
Bcerga ytunusmpyite nnH3y nocne ee yAaneHus 443 rnasa.

Yxop4 3a TUH3aMMN

» Bcerpga nepes ncnonb3o0BaHNUEM NIMH3 MONTE W ONONAcKMBaiTe pyKu

e He gonyckKaiTe nonafaHuna B rnasa WM HaJiH3bl KOCMETUKN, NOCbOHOB, MbHIa, KPEMOB WK
apoMaTu3NpPOBaHHbLIX BELLECTB

* Hukorpga=He ncnonb3yiite ocTpble NpeaMeTbl UM HOFTU, YTO6bl BbIHYTLWIMH3Y M3 KOHTElHepa un
13 rnasa

e [loCne-CHATNA NMH3 BCErga yTUNM3NpymTe nx
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HE WUCMOJIb3YWNTE ofHOAHEBHbIE JIMH3bI KOHTaKTHble MArkKMe U3 HecounkoHa A B(i060M 13
NPUBEAEHHbLIX HUXE CNyYaeB:

» OCTpOe 1 NOAOCTPOE BOCNAaNeHMe UK UH(EKLMSA NepesHeld Kamepbl rnasa.

» [Tiobble 3aboneBaHWa rnas, TpaBMbl WAM HapyLleHWsi, KOTOpble 3aTparuBatT pOrOBULY [fasa,
KOHBIOHKTUBY WU BEKMU.

* Bblpa)KeHHas He[OCTaTOYHOCTb CEKPeLun Cne3Hom Xenesbl (CMHAPOM CYXOro rnasa).

» EnnecTesns poroeuubl (CHMKEHME YYBCTBUTE/ILHOCTM POrOBMLbI).

* JTiobble cucTemMHble 3ab0/eBaHUs, KOTOPbIE MQLYT BAUSTL Ha rnasa uaM MOryTm060CcTpuTbCS nNpu
HOLUEHUN KOHTaKTHbIX JINH3.

o ANnepruyeckme peakuuu MOBEPXHOCTM rnasa ’wnn npunerawwmux TKaHew, (KOTopble MOTyT 6bITb
BbI3BaHbl WMAN 0OOCTPUTLCA MPU HOLIEHUM KOHTAKTHBIX JIMH3 WM MCNOJ/Ib30BaHUM PacTBOPOB A/
KOHTaKTHbIX JINH3.

o JTto6ble MHDEKLUMN B aKTUBHON hopme (6akTepuanbHble, rpUOKOBbIE, BUPYCHbIE).

* MokpacHeHVe nan pasgpaxeHue rnas.

MpeaynpexaeHns U Mepbl NPeoCTOPOXKHOCTY

Hecob6ntogeHne peKoMeHA0BaHHOT 0“0 TaNbMOOrOM rpaMKa HOLWEHWs W peXxuma OYMCTKU MOXeT
MPUBECTU K NOBbIWEHNIO PUCKA CEPbE3HbIX FNasHbIX UHBEKLNIA.

He HocuTe ofiHOLHEBHbIE IMH3bI60JIEe OHOrO AHA U BO BPEMS CHA:

He nucnonb3yiite KOHTaKTHbIE WH3bI, €CNN Y Bac:

» Anneprus, BocnajieHne, UH(PEKL A UM NOKpPacHeHWe riasa, UM BOKPYr rnasa
» CMHAPOM CyXoro rnasa (HeocTaTOUYHOCTb CNE3HOM XMAKOCTY)

» bonesHb, BAUAIOLLAA Ha rNd@3a; Hanpumep, NpocTyAa Uan rpuan

» 1to60e cuctemHoe 3aboneBaHune, BANSIOLLEE HA rnasa

Mepepn TeM, KakK HOCUTb KOHTAKTHbIE IMH3bl MOCOBETYWTECH C OPTaNbMOMIOrOM, ECNN Bbl;
* 3aHMMaeTeChb BOAHbIMU-BMAAMU CriopTa

e HaxofuTecb B YUpe3MEPHO CYXOW UK NbiNbHOW cpese

e Monb3yeTech rnasHbIMM IEKAPCTBEHHbIMU CPEACTBAMM

HemeLneHHO CHUMMWTE NUH3bI, €CAW Y BaC BO3HWKIIA Kakasa-nmbo 13 cnegyolwmnx npobnem:
» OcTpas 60/1b, ¥OKEHWe, 3y[, pa3gpaKeHne uam gpyras 60/b B riasax

» CHUXeHUe YPOBHA KOM{OpTa N0 CPaBHEHWIO/C=APeablYLLMM HOLIEHNEM

* HeoOblYHbIE=BbIAENEHUS UM YPE3MEPHOE CIe30TeYeHne U3 rnas

* [ToKpacHeHue rnas

* Tshenblid'uan CTOWKUIA CMHAPOM CYXOro [Aasa

* CHUXXEeHMNEe NN HEYETKOCTb 3peHus

» Pagyra‘man opeon BOKPYr MCTOYHMKOB(CBETA

* UyBCTBUTENbHOCTb K CBETY
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Ecnm nocne CHATMS NUH3bI U YCTAHOBKM HOBOI Kakue-nn60 M3 3TUX CUMNTOMOB He YyCTpaHsatoTcs,
CHUMWTE 3Ty NIMH3Y M 06paTUTECh K OPTanbMonory. AT CUMNTOMbI, EC/IM UX UTHOPUPOBaTh, MOTYT
MPUBECTU K 60Jiee CEPbE3HbIM COCTOSAHUSAM.

NHpopmaunsa o noTeHUManbHbIX NOTPebUTENAX:

Nnua 6e3 adakum, He cTpagatoline rnasHbIMKU 601e3HAMMN; C pePpPakLUNOHHBIM acTUrMaruamom go 2.00
OVNONTPUIA NN HUXKE, He BANSIOLMM HA OCTPOTY 3PEHUS.

MHpopmayumna o nekapCTBEHHbIX CpeACcTBax, COAEPXKALLUXCA B MeANLUHCKOM/U3FAENNN.
He npnmeHnmo.

OnucaHne meTofa cTepunnsaunmu

JINH3bl KOHTaKTHbIe MATKMe HecohunKoHa A _BblMyCKalTCA KakK CTepuibHOe-U3aenue.

JINH3bI KOHTaKTHbIE MSITKUE U3 HecO(MNKOHa A NOABEPralTCA TEPMUYECKON CTepuamn3atmm MeTogoM
BO3AYLIHO-NapOBOro aBTOKNaBUPOBaHMWS. (MO faBNEHUEM).

JononHutensHble NpefynpexaeHnd W Mepbl NPeLoCTOPOXKHOCTU. B OTHOWEHUN KOHTAKTHbIX
nunH3 Biotrue ONEday (Hecohunkox=-A)

MpegynpexaeHvne! Y®d-nornowaiouive KOHTaKTHble NUH3bI HEA3ameHAT Y®-nornowatouwme
3alUTHbIE OYKMU, TakMe KaK Y ®-pornolarolime 04KN 3aKpbITOrOLTUNE UMW COMHLUE3alUTHbIE 0UYKM,
norsouiarouime ynbTpanoneToBOe M3NyyeHne, NMOCKOAbKY OHWU(HE MONHOCTbIO 3aKPbIBAIOT rnasa u
OKpy>Xatlune 30HbI. Bbl [JOMKHLI NPOAO/MKATL MWCMOMb3eBATL Y ®d-nornowarolime OYKU B
COOTBETCTBUU C MpeanunucaHunem.

MpumeyaHue: [OnuTenbHoe Bo3felicTBue Y P-U3nyveHns HBNSETCA OAHMM U3 (HaKTOPOB. PUCKA,
CBA3AHHbIX C KaTapaKToW../Takoe BO34eACTBME 3aBUCUT OF psAfa (PakTOPOB, TakKMX KaK_ YyCnoBuWA
OKpyXalLwei cpefbl (BBICOTA HafZ YPOBHEM Mopsd, reorpapuyeckoe MECTOMONOXEHUE, “Halnuune
061a4HOro NOKPOBa) M sMHAMBMAYaNbHble (akTopbl (AAWTENbHOCTL W XapakTep MeponpuaTuil Ha
cBeXXem B03ayxe). KoHTakTHble NUH3bl, GMOKUpPYOLLME YNbTpauoneToBoe U3Ny4YeHue,/ nomMmoratoT
06ecneymnTb 3aLLMTy OT BPefHOro yNbTPaunoNeToBOro-U3nyYeHus.

MpumeyaHne: DPPEKTUBHOCTb HOLWEHWUS KOHTAKTHbIX JMH3, NOrfowawwmnx Y®d=-usnydyeHue, c
LeNblo NpefoTBPaLLEH NS UM CHUXKEHUS YacToTbl 3abOneBaHuii rnas, CBA3aHHbIX C BO3AeliCcTBUEM Y D-
CBeTa, B HacToALLEe-BpeMs He ycTaHoBNeHa. OAHaKQ KNMHWYeCKMe UCCnefoBaHns Aas AeMoHCTpaLnm
TOr0, YTO HOLLEHWNE KOHTAKTHbIX JIMH3, GNOKUPYOLWNX YNbTPahmoneToBOe M3NyYeHNe, CHUXAET PUCK
pasBUTUA KaTapakTbl WAU APYTUMX HapyLeHul 3peHMs, He MpPoBOAMAWEH, [Ns nony4veHus
AONONHUTENbHOW MH(POPMAaL MU MPOKOHCYIbTUPYITECH CO CBOMM O0(DTabMOIOFOM.

CpoOK rogHocTu

B HEHapYLIEHHON OpUTrMHaNbHOI yNakoBKe=-5 ner.

Peructpanus MW B PocagpasHagsope
www.nevacert.ru | info@nevacert.ru



CnpaBo4YHOE PYKOBO/ACTBO MO CUMBO/MAM, 3TUKETKAM U KOPOGKaM

BHeceHa nnata 3a yTuansaumio 0TXof4oB cornacHo 94/62/EC

bayw sHA Jlom6 NHKopnopenTes
|/| 1400 Hopc lN'yamaH Ctput
PoyecTep, wtat Hoto-Mopk 14609, CLUA
Bayw 3Hg Jlom6 NHKopnopeiiTes
ec|repl Kopk Poyg MiHaacTpuan UcTeinT
YoTteptopsa, X91 V383, VpnaHans

O603HayaeT MapKUpoBKY-CooTBeTCTBMS CE M HOMep yrnofIHOMOYEHHOro

AN AN
XXXX opraHa.

He ncnonb3oBatb NOBTOPHO

HWKHWIA npefen Temnepartypbi

CM. MHCTPYKLMAKD' N0 NPUMEHEHUIO

CTte WNbHbLIE, CTepunni3aung ¢ NCNOosb30BaHWEM Mapa NN CyXOoro Xapa
STERILE| ] | P prnmsa P y P

4CONLY Tonbko gna CLUA; BHumaHwue, efepansHbiii (CLUA) 3aKoH orpaHuynsaeT
NpoAaxy [AaHHOro M3fenus NULEH3MPOBAHHLIM MPaKTUKYIOLUM Bpavyom

nnn ro-ero 3akasy.

®/ W*aBnATCA TOPFroBbIMN Mapkamu bayw aHg JloMb VIHKoprnopeiTes unn ee uananos.
O bayw sHg JTomG HKopnopeiTes
MopajoK U ycnoBMNS YTUAU3ALUN UIN YHUUTOXKEHUA MeSULUHCKOTo U3Lenuns.

JINH3bI KOHTaKTHble MArKMe HeCOMUNKOH A HE.TOKCUYHbI, He CO3[4alT Ype3MEpPHY Harpysky Ha
yenoBeKa WM OKPYXatollyto cpefy B MpOLECCe aKcnayaTauumn, XpaHeHUs WA TPaHCNOPTUPOBKY.
Ons npeaynpexneHns HaHeceHMs Bpeda OKPY»Kaloleld NPUPOAHONA cpese HEQGX0AMMO CO6NOAATh
Tpe60BaHWA6e30MacHOCTU, YCNOBUS XpaHEHUs, TPAaHCMOPTUPOBAHMS W IKCATyaTaLuu.

JINH3bl KOHTAKTHble MATKWE HanpaBsAlTCA Ha YTWUAM3aUUIO B COOTBETCTIBMW C TUTMEHUYECKUMMU
TpeboBaHuammu CaHluH 2.1.7.2790-10 «CaHuTapHO-3nugemuonornyeckme TpeboBaHMA K
obpalweHnto ¢ MeAULUHCKMMMN OTX04aMu», NPUHATLIMK B Poccuiickoin-Pesepavmu.
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JIVH3bl KOHTAKTHbIe MSTKWUE, MOANeXallue yTUAU3aLumMm nociae MCnosb30BaHUs, a TakxKe BCBA3U C
MCTeYeHNEM CpOKa FOAHOCTM UK B C/lyYae HapyLeHNs LLeNOCTHOCTM YNaKoBKM, OTHOCATCS K Knaccy
onacHocTn A. [lonyckaeTcs yTUnmM3auus B KOHTeHepbl C 6bITOBbIM MYCOPOM.

Tpe6oBaHUS K TEXHUYECKOMY 0GC/Y)XXUBAHWUIO Y PEMOHTY MEAULWHCKOTO U3LENNS.
JINH3bI KOHTAKTHbIE MATKME HE NOANEXAT TEXHUYECKOMY 06CNY>KMBAHWUIO Y PEMOHTY.

Y CNoBus XpaHeHUs N TPAHCMOPTUPOBKMY

XpaHeHue: npu Temnepatype oT | °C go 30 °C. He samopaxusartb.

JINH3bl KOHTaKTHbIE N3 HecopunkoHa A (78%-cofep>kaHue Bobl)

< 1«C He ponyckatb
Ot 1°C po 30°C [l0 ncTeyeHns cpoka rogHoCTm
OT 30«C po 60“C 4 mecaua go 60"C
>60«C He ponyckatb

MapaHTUA
apaHTNSa Ha MATKME KOHTaKTHBIE IMH3bI HE NpeLoCTaB/sEeTCS.

YNONHOMOYEHHbI NpeAcTaBUTeNb NPOM3BOAUTENSA B Poccuiickoii degepaumnn:

000 «BANMEAHT»

MpeTeH3UN MO KayecTBy BjPoOccuiickoin ®efepaunn cnegyet, HanpasBnsATb N0 agpecy:
115162 Poccusa, Mocksa;yn. LLa6onoska, 4. 31, cTp. 5
Ten./®akc +7-495-510-28-79
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/Moganwucs/ 30 aBrycra 2019 r.
Jin'y. 3BaHc, Ap. [Jata
Buue-npesunaeHT rnobasibHOro otena HopmaTBHO-NPaBoBOro obecrneyeHns
Bayw aHg Jlom6 MHKopnopartes,

LWrat Heto-xepcn
Okpyr tOHVOH

MognucaHo 1 yaocToBepeHo (Mn NOATBEPXKAEHO) B MOeM NpPUCYTCTBMK cerofHsa-30 asrycta 2019 r. /in
Y. 9BaHCOM, IMYHOCTb KOTOPOro MHOK YCTaHOB/IEHA.

/Moanucs/
Moanucs HoTapuyca

/lWramn/: PUTA E. MYP *Hotapuyc* LUrar Heto-[xepcu
Cpok aevicteus nnueH3nn: Ao 19 ceHtsabps 2019r.
TucHeHas nevaTtb HoTapuyca
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Poccuniickan degepaums
"opog Mocksa
[BaguaTb WeCTOro CeHTA6pS ABe ThICAYM AeBATHALMATOro roga

A, Mbirbiww Onbra HyWkonaeBHa, BPEMEHHO WCMOMHANOWMIA 0653aHHOCTM HOTapuyca 'ropofa MOCKBbI
AnexvHa EBreHus BnaguMmmposmya , CBWAETENLCTBYH MOA/IMHHOCTL MNOAMUCKM nepeBofyMka Moxammag

Hwunodap /11060BHbI.
Mognuck caenaHa B MOEM NPUCYTCTBUM.
JIN4HOCTb NOANMCaBLLEro AOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 57/171-H/77-2019-14-3258.

B3bickaHO rocyaapcTBeHHONM noLuavHbl (1o Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKasaHMWe yc/yr NpaBoBOrQ n.TeXHUYeckoro xapakrepa: 200 py6. 00 kon.

O.H.MbIrbIL
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