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Instructions for use

(When delivering the product to the Russian Federation, the priority
is the information contained in the addition to the instructionsfor use)

LUXCOOD"M Preloaded Tone
ASPHERIC TORIC LENS
Model YGOODT (LuxGood™"* TORIC preloaded hydrophobic lens)

DESCRIPTION: The LuxGood™ TORIC intraocular lenses (IOLs) are-single-piece ultraviolet
(UV) absorbing posterior chamber IOLs developed to replace the ‘natural crystalline lens in
pseudophakic adult patients with pre-existing comeal astigmatism. LuxGood™*'* TORIC IOLs have
aspheric and toric optics. Preloaded~LuxGood™”" TORIC IOLs are) supplied with a preloaded
Delivery System to provide a touch-free method of delivery of the lens into the capsular bag. See

label on the cardboard box for type of the lens

PHYSICAL CHARACTERISTICS:
Lens / Haptic Material Foldable hydrophobic acrylic copolymer containing a UV absorber and
a blue light filtering chromophore.
Material Characteristics Index of Refraction: wet at21°C: 1.544 ;
At35°C: 1.540
Spectral Transmittance For +20.0 diopter IOL..10% transmittance at 396,7 nm.xSee FIG.6 with
chart’s X-value = Wavelength (hnm) and Y-value = % Transmittance
Optic type Aspheric Toric
Powers +6.00 to +34.00 Diopters
Cylindrical-Powers +0.75 to +6.00 Dioepters
Dimensions Body Diameter:=6.0 mm; Overall Diameter: 11Imm
Haptic Angle=0°
Lens-Qrientation The anterior'side of the lens is facing up towards the anterior side of the
eye. As illustrated in FIG.5, when the orientation features are top right

(A) and'hottom left (B), you are facing-the anterior side of the lens.

INDICATIONS:

LuxGood"* TORIC posteriorchamber lenses are indicated forprimary implantation for the visual
correction of aphakia and pre-existing comeal astigmatism secondary to removal of a cataractous

lens in adult patients. The lens is designed for implantation in the capsular bag.



MODE OF ACTION:

LuxGood™*** TORIC I0OLs positioned in the capsular bag act as a refractive medium to correct
aphakia and pre-existing astigmatism. LuxGood~* TORIC |OLs have a posterior toric optical
surface with axis marks that identify the flat meridian of the cylinder (plus cylinder axis) (FI1G.5).
Alignment of the axis marks with postoperative steep comeal meridian (intended axis of

placement) ensures correct placement and optimal results.

CONTRA-INDICATIONS AND WARNINGS:

Physicians considering lens implantation‘in any of the following circumstances (but not limited
to) must weigh the potential risk/benefit ratio: recurrent severe anterior or posterior segment
inflammation or uveitis; patients in whom the IOL may affect the ability to observe, diagnose, or
treat posterior segment diseases; surgical difficulties increasing the potential for complications
(such as but not limited to: persistent bleeding, significant irissdamage, uncontrolled positive
pressure, or significant vitreous.prolapse or loss); distorted “eye due to previous trauma or
developmental defect in which appropriate support of the IOLis not possible; circumstances that
would result in damage to .the endothelium during implantation; patients in whom neither the
posterior capsule nor zonulesare intact enough to provide 'support; suspected microbial infection.
Toric I0Ls are not recommended with pre-existing irregular astigmatism, radial tears on the
capsulotomy, zonular damage or when the need for a large capsulotomy is anticipated.

As with any surgical procedure, there is risk involved.. Potential complications of cataract surgery
may include, but areynot limited to the following: secondary cataract, inflammation, (iridocyclitis,
pupillary/cyclitic membrane, vitreous inflammation; CME, TASS ...), corneal endothelial damage,
endophthalmitis, jretinal detachment, comeal edema, pupillary block, iris prelapse, hypopyon,
glaucoma, wound» leak, hyphema, iris atrophy, ‘vitreous prolapse, IOL decentration or tilt, IOL
optic deposits or opacities, glistenings and secondary surgical intervention (such as but not limited
to wound leak repair, vitreous aspiration,sicidectomy, IOL repositioning orreplacement and retinal
detachment.repair).

The 10L.must be implanted in accordance to the following instructions for use. Improper use may
impose-risk to the patient’s health.

Do notiuse ifproduct sterility or quality is thought to be compromised due to damaged packaging.
Do-not attempt to modify or alter the device or any of its components.

Do.not use after expiration date;

Do not use without viscoelasticssolution.

Do not reuse. Reuse may impose serious risk to the patient’s health.

Do not resterilize as this can produce undesirable side effects.



Do not implant the lens in the anterior chamber or in the ciliary sulcus.

Rotation of LuxGoocT”™ TORIC lens away from its intended axis can reduce =its astigmatic
correction.

Misalignment greater than 30° may increase postoperative refractive cylinder. If necessary,
repositioning should occur as early as possible prior to lens encapsulation.

Disposal of the injection system should be done in compliance with the localregulation of waste
from health-care activities characterized by risk of infection.

After use, the injector for IOL implantation is classified as waste class Bland must be disposed of
in accordance with SanPin 2.1.3684-21.

Do not use refractive data for calculation.since the presence of lenticulariastigmatism in the natural

lens to be removed may influence results.

PRECAUTIONS:

 Store at room temperature. Do-not freeze. Recommendations:”Avoid temperatures below 5°C
and above 45°C.

e LuxGood™*™ TORIC IOLs, balanced salt solution and the“viscoelastic solution used should be
stored for at least 30 min at minimum 20°C before surgery:

» A high level of surgical:skill is required to implant intraocular lenses. Surgeon should be fully
trained before attemptingto implant intraocular lenses:

* The IOL model, itspower and expiration date should be verified before opening the protective
packaging and before.opening the individual sterile.pouch/blister.

« Sterility of the ‘device is guaranteed only if the individual sterile pouch/blister has not been
opened or damaged.

» Handle the lens carefully to avoid surface or haptics damages.

* The IOL must be carefully rinsed prior to.-implantation. Do not soak or rinse the IOL with any
solution other than sterile balanced salt solution.

 Care should be taken to verify that theens is fully implanted into the(capsular bag.

» Ifa YAG laser posterior capsulotomy jis'performed, assure that the laser beam is focused slightly
behind the posterior capsule.

» Customization of surgically induced astigmatism (SIA) is recommended based upon individual
surgical technique and past resultssince size and location ofthe slrgical incision my affect amount
and axis of postoperative comealastigmatism.

« Consideration of posterior comeal astigmatism is recommended for optimal results.

e Care should be taken to remove all viscoelastic from the anterior and posterior surfaces of the

lens after implantation in the capsular bag, not to overinflate the capsular bag and to ensure that



the wound is watertight at the end of the case. Residual viscoelastic / overinflation Lwound leak
may allow the lens to rotate away from the intended axis of placement.
« Special care should be taken to ensure proper orientation of the toric lens at the ‘intended axis of

placement at the end of the surgical case.

PACKAGING / STERILIZATION:

LuxGood™ TORIC IOLs are individually packaged preloaded in an Accujeet Pro delivery system
in a blister. All models are supplied dry and should be opened under sterile conditions. A patient
card and self-adhesive labels are supplied in the carton to provide.traceability of the IOL.
LuxGood*"" TORIC IOLs are labeled with spherical equivalent and cylindrical powers. Spherical
equivalent corresponds to the power/obtained with most calculation‘formulas.

All models are sterilized by Ethylene Oxide.

DIRECTIONS FOR USE:

1. The physician should determine preoperatively the powers of the lens to be implanted, using
calculation methods and accurate biometry measurements depending on the surgeon’s experience,
preferences and/or with the assistance of a Toric Calculator’The recommended A-constants listed
on the lens carton are guidelines only.

2. Prior to surgery, usingthe physician’s preferred method, the operated eye should be.referenced
to provide a clear indication of the intended axis of placement.

3. Prior to implanting, examine the lens package-for model, powers (spherical~equivalent and
cylinder), expiration date and proper configuration;

4. Open the carton and inspect the sterilized blister containing the lens and the injection system.
Make sure it is-not damaged. Verify that the information on the blister label isiconsistent with the
information (on the outer box and the self-adhesive labels. Peel open the (blister and transfer the
device onto the sterile field.

5. Inspect:the device and make sure it is.intact. The lens should be rinsed 'thoroughly by flushing
balanced.salt solution through the tip ofthe cartridge (FIG. 1) and from the end of the loading
chamber (FIG. 2). Full hydration ofthe cartridge and the loading chamber is mandatory. Wait for
30 seconds. Please refer to the enclosed figures to fully prepare the device before implantation,
taking care not to touch the IOL: FIG. 3: Close the wings ofthe lgading chamber. When the “click-
lock” mechanism is engaged, the,lens is securely in place. FIG=»4: Apply a viscoelastic solution
through the tip of the cartridge;‘Ensure that the viscoelastic fully fills the injector tip. The lens is
ready for implantation.

6. Inject the lens in the shortest possible time after fully preparing the lens.



7. Insert the cartridge tip in the incision with the bevel of the injector tip facing down to the
patient’s eye. Proceed by pushing the plunger forward smoothly but continuously until the lens is
delivered into the capsular bag.

8. Discard the injection device.

9. The lens is to be implanted with the anterior side of the lens facing up towards'the anterior side
of the eye. The orientation of the IOL can be verified by visual inspectignyof the haptics. As
illustrated in FIG. 5, when the haptic insertions are top right (A) and bottem left (B), you are
looking at the anterior side of the lens.

10. Align LuxGood™*"* TORIC IOL’s axis‘marks with the referenced intended axis of placement.

FIG. 2 FIG. 3

Only viscoelastic solution of low to medium=viscosity should be used. Only_the injection system
provided with-the preloaded LuxGood™"* TORIC lens should be used. There are various surgical
proceduresthat can be utilized, and the surgeon should select a procedure that is appropriate for
the patient: Any serious incident involying the device should be notified to the manufacturer and

the competent authority of the Member State where the user is established.

SYMBOLS USED ON LABELING:

Symbol Description
D Diopter
»B Body Diameter

hT Overall Diameter



DO NOT USE IF PACKAGE IS DAMAGED

DO NOT RESTERILIZE

Cutting Edge S.A.S.
770 rue Alfred Nobel
Immeuble Le Nobel
34000 Montpellier
FRANCE

CE with the number of the inspection institution /3
confirms compliance with EU regulations






NAME:

Intraocular lens in version LUXCOOD""®

LUXGOOD™, consisting of:

1. Intraocular lens LUXGOOD™ TORIC YELLOW preloaded in a disposable injector for
implantation (Accuject Pro disposable), spherical equivalent power from +6,00D to +9,00D and
+31,00D to +34,00D with ID increment; +10,00D to +30,00D with 0.5D increment- 1 blister;

2. Instructions for use -1 pc.;

3. Patient card - 1pc.;

4, Self-adhesive labels - 8 pcs.

DESCRIPTION: The LuxOGod™* TORIC intraocular lenses (IOLs) are~single-piece ultraviolet
(UV) absorbing posterior chamber 10Ls developed to replace the“natural crystalline lens in
pseudophakic adult patients with pre-gxisting comeal astigmatism. LuxOGod**TORIC IOLs have
aspheric and toric optics. Preloaded LuxGood*" TORIC IOLs are supplied with a preloaded
Delivery System to provide a touch-free method of delivery of the‘lens into the capsular bag. See
label on the cardboard box for typejofthe lens

PHYSICAL CHARACTERISTICS:

Lens / Haptic Material Foldable hydrophobic acrylic copelymer containing a UV absorber and a blue
light filtering chromophore.

Material Characteristics Index of Refraction: wet at 21°C:1.544 ;
At 35°C: 1.540

Spectral Transmittance For +20.0 diopter IOL. 10% transmittance at 396,7 nm. See FIG.6 with chart’s

X-value = Wavelength (nm)-and Y-value = % Transmittance

Optic type Aspheric Toric
Configuration Aberration free
Powers +6.00D t0.+34.00D with O.1D increment as developed,

with 0.5D or ID in¢rement (+6,00D to +9,00D and +31,00D to +34,00D with

Specification

Power Range Tolerances
6<SE<15D +0:300
15<SE<25 +0.40D
25<SE<30 +0:50D
SE > 30D +1.00D
Cylindrical Powers +0.75D to +6.0D with 0,25 D increment as developed.

Available eylinders in the market; 0.75D /(1:OD / 1.5D / 2.25D / 3.0D / 3.75D

14.5D/5.25D/6.0D

ES<250 E$>250

0<C* 25D +0 300 +0.40 0
2.5<C «4.50 +0.400 +0.40 0
450<C +0.50 0 +0.50 0

Dimensions Body Diameter: 6.0 mm;
Overall Diameter: 11 mm



Haptic Thickness: 0.33 mm
Haptic Angle: 0°
A-Constant;
Optical biometry, SRK/T 119,2
Applanation A-scan, SRK/T 1188

Vault Height -0.165 mm < VH <0.314 mm
Clear Optic Diameter >4.25 mm
Lens edge shape It has a continuous 360° square edge on its posterior-Side
Lens Orientation The anterior side of the lens is facing up towards the anterior side ofthe eye.

As illustrated in FIG.5, when the orientation features are top right (A) and
bottom left (B), you are facing the anterior side ofthe lens.

INDICATIONS:

LuxGood*"" TORIC posterior chamber’lenses are indicated for primary implantation for the visual
correction of aphakia and pre-existing corneal astigmatism secondary to removal ofa cataractous
lens in adult patients. The lens is designed for implantation in the-capsular bag.

APPLICATION CONDITIONS, POTENTIAL CONSUMERS AND SCOPE

The lens is indicated for primary implantation for the visual correction of aphakia in adult patients
- with pre-existing corneal astigmatism for use in a medical, or healthcare setting by a qualified
ophthalmic surgeon.

MODE OF ACTION:

LuxGood™ TORIC IQLs positioned in the capsular.bag act as a refractive medium/'to correct
aphakia and pre-existing astigmatism. LuxGood™"TORIC IOLs have a posterior foric optical
surface with axis marks that identify the flat meridian of the cylinder (plus cylinder axis) (FIG.5).
Alignment of the jaxis marks with postoperative steep comeal meridian (intended axis of
placement) ensures)correct placement and optimal results.

CONTRA-INDICATIONS AND WARNINGS:

Physicians censidering lens implantation in‘any of the following circumstances (but not limited
to) must weigh the potential risk/benefit ratio: recurrent severe anterior-or posterior segment
inflammation or uveitis; patients in whom the IOL may affect the ability to observe, diagnose, or
treat posterior segment diseases; surgical’difficulties increasing the potential for complications
(such as but not limited to: persistentbleeding, significant iris damage, uncontrolled positive
pressure,’ or significant vitreous prolapse or loss); distorted eye/due to previous trauma or
developmental defect in which appropriate support of the IOL is not-possible; circumstances that
would’result in damage to the endothelium during implantation; “patients in whom neither the
posterior capsule nor zonule are intact enough to provide support; ‘suspected microbial infection.
Toric 10Ls are not recommended with pre-existing irregularcastigmatism, radial tears on the
capsulotomy, zonular damage_or-when the need for a large capsulotomy is anticipated.

As with any surgical procedure; there is risk involved. Potential complications of cataract surgery
may include, but are not limited to the following: secondary cataract, inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreous inflammation, CME, TASS ...), comeal endothelial damage,



endophthalmitis, retinal detachment, corneal edema, pupillary block, iris prolapse;shypopyon,
glaucoma, wound leak, hyphema, iris atrophy, vitreous prolapse, IOL decentration or tilt, IOL
optic deposits or opacities, glistenings and secondary surgical intervention (such as-but not limited
to wound leak repair, vitreous aspiration, iridectomy, IOL repositioning or replacement and retinal
detachment repair).

The IOL must be implanted in accordance to the following instructions for use.AAmproper use may
impose risk to the patient’s health.

Do not use if product sterility or quality is thought to be compromised due to'damaged packaging.
Do not attempt to modify or alter the device or any of its components.

Do not use after expiration date.

Do not use without viscoelastic solution.

Do not reuse. Reuse may impose serious-risk to the patient’s health.

Do not resterilize as this can produce undesirable side effects.

Do not implant the lens in the anterior chamber or in the ciliary sulcus:

Rotation of LuxGood™ TORIC lens away from its intended axis. can reduce its astigmatic
correction.

Misalignment greater than 30°2.may increase postoperative refractive cylinder. If necessary,
repositioning should occur as early as possible prior to lens encapsulation.

Disposal of the injection system should be done in compliance,with the local regulation of waste
from health-care activities e¢haracterized by risk of infection.

After use, the injector forlOL implantation is classifiedjas;waste class B and must be disposed of
in accordance with SanPin2.1.3684-21.

Do not use refractive data for calculation since the presence of lenticular astigmatismin the natural

lens to be removed may influence results.

PRECAUTIONS:

» Store at room-temperature. Do not freeze. Recommendations: Avoid temperatures below 5°C
and above 45°C!

* LuxGood”2, TORIC IOLs, balanced salt solution and the viscoelastic solution used should be
stored for.at, least 30 min at minimum 20°C€ before surgery.

» A high'level of surgical skill is required to implant intraocular lenses, Surgeon should be fully
trained before attempting to implant intraocular lenses.

» The-lIOL model, its power and expiration date should be verified before opening the protective
packaging and before opening thefindividual sterile pouch/blister.

o Sterility of the device is guaranteed only if the individual Sterile pouch/blister has not been
opened or damaged.

« Handle the lens carefully to avoid surface or haptics damages.



* The IOL must be carefully rinsed prior to implantation. Do not soak or rinse the IOL with any
solution other than sterile balanced salt solution.

 Care should be taken to verify that the lens is fully implanted into the capsular bag:

e IfaYAG laser posterior capsulotomy is performed, assure that the laser beam js-focused slightly
behind the posterior capsule.

» Customization of surgically induced astigmatism (SIA) is recommended bhased upon individual
surgical technique and past results since size and location ofthe surgical incision my affect amount
and axis of postoperative comeal astigmatism.

« Consideration of posterior comeal astigmatism is recommended for optimal results.

» Care should be taken to remove all wiscoelastic from the anterior and posterior surfaces of the
lens after implantation in the capsularsbag, not to overinflate the capsular bag and to ensure that
the wound is watertight at the end©f the case. Residual viscoelastic / overinflation / wound leak
may allow the lens to rotate away from the intended axis of placement.

» Special care should be taken to‘ensure proper orientation ofthe“toric lens at the intended axis of

placement at the end of the surgical case.

PACKAGING (CONTENTS OF DELIVERY)/ STERMN-AIZATION;

LuxCood™*"TORIC IOLs:are individually packaged preloaded in an Accuject Pro delivery system
in a blister. All models-are supplied dry and should be opened under sterile conditions. A patient
card and self-adhesive labels are supplied in the-carton to provide traceability “of the IOL.
LuxGood”M” TORICIOLs are labeled with spherical equivalent and cylindrical powers. Spherical
equivalent correspends to the power obtained withmost calculation formulas.

All models are sterilized by Ethylene Oxide.

The package contains:

- Intraocular(lens preloaded in a disposable_injector for implantation (Accuject Pro disposable) -
1 blister;

- Instructions for use -1 pc.;

- Patient.card - I pc.;

- Self<adhesive labels - 8 pcs.

DIRECTIONS FOR USE:

L.~ The physician should determine preoperatively the powers-of the lens to be implanted, using
calculation methods and accurate biometry measurements depending on the surgeon’s experience,
preferences and/or with the assistance ofa Toric Calculator. The recommended A-constants listed

on the lens carton are guidelines only.



2. Prior to surgery, using the physician’s preferred method, the operated eye should be referenced
to provide a clear indication of the intended axis of placement.

3. Prior to implanting, examine the lens package for model, powers (sphericalequivalent and
cylinder), expiration date and proper configuration.

4. Open the carton and inspect the sterilized blister containing the lens and the_injection system.
Make sure it is not damaged. Verify that the information on the blister label isiconsistent with the
information on the outer box and the self-adhesive labels. Peel open the blister and transfer the
device onto the sterile field.

5. Inspect the device and make sure it is intact. The lens should be rinsed-thoroughly by flushing
balanced salt solution through the tip of the cartridge (FIG. 1) and from the end of the loading
chamber (FIG. 2). Full hydration ofthe cartridge and the loading chamber is mandatory. Wait for
30 seconds. Please refer to the enclosed figures to fully prepare the device before implantation,
taking care not to touch the IOL: FIG. 3: Close the wings ofthe loading chamber. When the “click-
lock” mechanism is engaged, the.lens is securely in place. FIG=4: Apply a viscoelastic solution
through the tip of the cartridge.~Ensure that the viscoelastic fully fills the injector tip. The lens is
ready for implantation.

6. Inject the lens in the shortest possible time after fully preparing the lens.

7. Insert the cartridge tip=in the incision with the bevel of the injector tip facing down to the
patient’s eye. Proceed by-pushing the plunger forward-smoothly but continuously until the lens is
delivered into the capsular bag.

8. Discard the injection device.

9. The lens is to bedimplanted with the anterior side of the lens facing up towards.the anterior side
of the eye. The “orientation of the IOL can be“verified by visual inspection-of the haptics. As
illustrated in FIG: 5, when the haptic insertions are top right (A) and bottom left (B), you are
looking at the anterior side ofthe lens.

10. Align LuxGood™ TORIC IOL’s axismarks with the referenced intended axis of placement.

FIG. 2 FIG. 3
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FIG. 6

Only viscoelastic solution of low to medium viscosity should be used. Only the injection system

provided with the preloaded LuxGood™.TORIC lens should be used- There are various surgical

procedures that can be utilized, and the surgeon should select a procedure that is appropriate for

the patient. Any serious incident involving the device should be natified to the manufacturer and

the competent authority ofthe Member State where the user is established.

SYMBOLS USED ON LABELING:

Symbol
YGOODT
D

¢ B

OT

SE

CYL

SPH

11 mm

6 mm

1 1

S

Tref]

c.d
[Tot]

A-Constant (est)

Description

Meadel name
Diopter

Body Diameter
Overall Diameter
Spherical Equivalent
Cylinder

Spherical Power
Overall diameter
Optic diameter

Serial number

Use before

Catalog number

Date of manufacture

Lot

A-constant
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Ethylene oxide sterilization

DO NOT USE IF PACKAGE IS DAMAGED

DO NOT RESTERILIZE

Do not reuse

Cutting Edge S.A.S.
770 rue Alfred Nobel
Immeuble Le Nobel
34000 Montpellier
FRANCE

CE with the/number of the inspection institution - confirms
compliance'with EU regulations
Y ou should read the instructions for use before use

Storage temperature from + 5°C to room temperature

Carefully! Refer to instructions for-use

LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS WITH WHICH MEDICAL DEVICE COMPLIES

REFERENCE

EN ISO 13485:2016

ISO 10005:2005

ISO 2859-1:1999/A1:2011

EN ISO 3951-1:2014

EN 1SQ 15223-1:2016
EN-=1041:2008/A 1:2013

EN 1422:1997/A1:2009

EN 556-1:2001/AC:2006

DESCRIPTION
QUALITY

Medical Devices - Quality management systems - Requirements for.regulatory
purposes

Quality management systems:- Guidelines for quality plans
SAMPLING

Sampling procedures forinspection by attributes - Part 1: Sampling schemes indexed by
acceptance quality limit.,(AQL) for lot-by-lot inspection

Sampling procedures for inspection by variables - Part 11 Specification for single
sampling plans indexed by acceptance quality limit (AQL) for lot-by-lot inspection for
a single quality characteristic and a single AQL

LABELING AND INFORMATION

Graphical symbols for use in the labeling of medical-devices

Informationsupplied by the manufacturer with medical device
STERILIZATION

Sterilizers for medical purposes - Ethyleng oxide sterilizers - Requirements and test
methods

Sterilization of medical devices - Requirements for medical devices to be designated
‘STERILE’ - Part 1. Requirements for terminally sterilized medical devices



EN ISO 11135-1:2007

ISO 11135:2014

EN ISO 11138-2:2009

EN ISO 11737-
1:2006/AC:2009

EN ISO 11737-2:2009

EN ISO 14971:2012
EN 62366-1:2015

ENISO 10993-
1:2009/AC:2010

EN ISO 10993-3:2014

EN ISO 10993-5:2009

EN ISO 10993-6:2017

EN ISO 10993-
7:2008/AC2009

REFERENCE

EN ISO 10993-10:2013

EN ISO 10993-12:2012

EN ISO 10993-17:2009

EN ISO 10993-18:2009

European Pharmacopoeia

2.6.14

ENI1SO~11607-
1:2009/A1:2014

EN ISQ"11607-
2:2006/A1:2014

ENISO 11979-1:2012

EN ISO 11979-2:2014

ENISO 11979-3:2012

Sterilization of health care products - Ethylene oxide - Part 1. Requirements for
development, validation and routine control of a sterilization process formedical devices

Sterilization of health-care products - Ethylene oxide - Requirements for the
development, validation and routine control of a sterilization processfor medical devices

Sterilization of health care products - Biological indicators - Part 2; Biological indicators
for ethylene oxide sterilization processes

Sterilization of medical devices - Microbiological methods - Part 1. Determination of a
population of microorganisms on products + Technical Corrigendum 1

Sterilization of medical devices - Microbiological methods.==Part 2: Tests of sterility
performed in the definition, validation and maintenance of asterilization process

RISK MANAGEMENT

Medical Devices)-<-Application of Risk Management to.medical devices

Medical devices - Application ofusability engineering,to medical devices
BIOLOGICAL SAFETY

Biological evaluation of medical devices - Part L=Evaluation and testing within a risk

management process

Biological‘evaluation of medical devices - Part 37" Tests for genotoxicity, carcinogenicity
and reproductive toxicity

Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity
Biological evaluation of medical devices -"Part 6: Tests for local effects after
implantation.

Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals

DESCRIPTION

Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization

Biological evaluation of medical devices - Part 12: Sample preparation and reference
materials

Biological evaluation of medical devices - Part 17: Establishmentof allowable limits for
leachable substances

Biological evaluation of/medical devices - Part 18: Chemical characterization of
materials

Bacterial Endotoxins

PACKAGING

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: VValidation requirements for
forming, sealing and assembly processes

INTRAOCULAR LENSES
Ophthalmie implants - Intraocular lenses - Part=1» Vocabulary
Ophthalmic implants - Intraocular lenses - Part 2: Optical properties and test methods +
Technical corrigendum 1

Ophthalmic implants - Intraocular lenses - Part 3: Mechanical properties and test
methods



EN ISO 11979- Ophthalmic implants - Intraocular lenses - Part 4: Labeling and information
4;2008/Al;2012

EN ISO 11979-5:2006 Ophthalmic implants - Intraocular lenses - Part 5: Biocompatibility
EN ISO 11979-6:2014 Ophthalmic implants - Intraocular lenses - Part 6: Shelf-life and transport stability

EN ISO 11979- Ophthalmic implants - Intraocular lenses - Part 8: Fundamental requirements
8:2015/A1:2011

CLINICAL

Guidelines on medical devices clinical evaluation - A guide) for manufacturers and

MEDDEV. 2.7.1 Rev.4 Notified Bodies

CE
EU 0J C 226 of Commission communication in the framework of the implementation of the Council
10/07/2015 Directive 93/42/EEC of 14 June 1993 concerning medicaldevices

Medical Devices Directive Council Directive 93/42/EEC of 14 June 1993 concerning medical devices amended by
93/42/EEC 1993L0042- M5 Directive 2007/47/EC of the European Parliamentand ofthe Council of 5 September
EN-11.10.2007005.001-1 2007
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Instructions for use

(When delivering the product to the Russian Federation, the priority
is the information contained in the addition to the instructions for usge)

LUXSMART™ Preloaded Tone
ASPHERIC TORIC LENS
Model YSMARTT (LUXSMART™ TORIC preloaded hydrophobic lens)

DESCRIPTION: The LuxSmart~* TORIC intraocular lenses (IOLs) aressingle-piece ultraviolet
(UV) absorbing posterior chamber I0OLs developed to replace the ‘natural crystalline lens in
pseudophakic adult patients with pre-existing comeal astigmatism.. LuxSmart*"* TORIC I0Ls
have aspheric and toric optics. Preloaded LuxSmart™ TORIC IOLs are supplied with a preloaded
Delivery System to provide a touch-free method of delivery of the Iens into the capsular bag. See

label on the cardboard box for typeofthe lens.

PHYSICAL CHARACTERISTICS:
Lens / Haptic Material Foldable hydrophobic acrylic copolymer containing a UV absorber and
a blue light filtering chromophore.
Material Characteristics Index of Refraction: wet ati21°C: 1.544;
At35°C: 1.540
Spectral Transmittance For+20.0 diopter IOL..10% transmittance at 396,7 nm..See FIG.6 with
chart’s X-value = Wavelength (nm) and Y-value = % Transmittance
Optic type Aspheric Toric
Powers +6.00 to +34.00 Diopters
Cylindrical.Powers +0.75 to +6.00 Diopters
Dimensions Body Diameter:=6.0 mm; Overall Diameter: 1I*mm
Haptic Angle: 0°
Lens-Qrientation The anteriorside ofthe lens is facing up-towards the anterior side of the
eye. As illustrated in FIG.5, when the orientation features are top right

(A) and'bottom left (B), you are facing-the anterior side of the lens.

INDICATIONS:
LuxSmart™ TORIC posterior:chamber lenses are indicated forprimary implantation for the visual
correction of aphakia and pre-existing comeal astigmatism secondary to removal of a cataractous

lens in adult patients. The lens is designed for implantation in the capsular bag.



MODE OF ACTION:

LuxSmart™ TORIC IOLs positioned in the capsular bag act as a refractive medium to correct
aphakia and pre-existing astigmatism. LuxSmart*"~ TORIC IOLs have a posterior toric optical
surface with axis marks that identify the flat meridian of the cylinder (plus cylinder axis) (F1G.5).
Alignment of the axis marks with postoperative steep corneal meridian‘(intended axis of

placement) ensures correct placement and optimal results.

CONTRA-INDICATIONS AND WARNINGS:

Physicians considering lens implantation‘in any of the following circumstances (but not limited
to) must weigh the potential rislobenefit ratio: recurrent severe anterior or posterior segment
inflammation or uveitis; patients in whom the IOL may affect the ability to observe, diagnose, or
treat posterior segment diseases; surgical difficulties increasing the potential for complications
(such as but not limited to: persistent bleeding, significant irissdamage, uncontrolled positive
pressure, or significant vitreous. prolapse or loss); distorted~eye due to previous trauma or
developmental defect in which appropriate support of the IOL"is not possible; circumstances that
would result in damage to .the endothelium during implantation; patients in whom neither the
posterior capsule nor zonuleyare intact enough to provide support; suspected microbial infection.
Toric 10Ls are not recommended with pre-existing ifregular astigmatism, radial tears on the
capsulotomy, zonular damage or when the need for a large capsulotomy is anticipated.

As with any surgical procedure, there is risk involved. Potential complications of cataract surgery
may include, but are-pot limited to the following: secondary cataract, inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreous inflammation, CME, TASS ...), comeal endothelial damage,
endophthalmitis,jretinal detachment, comeal edema, pupillary block, iris proelapse, hypopyon,
glaucoma, wound leak, hyphema, iris atrophy, vitreous prolapse, 0L decentration or tilt, IOL
optic deposits or opacities, glistenings and seeondary surgical intervention (Such as but not limited
to wound leak repair, vitreous aspirationjiridectomy, IOL repositioning orreplacement and retinal
detachment repair).

The IOL.must be implanted in accordance to the following instructions for use. Improper use may
impose-risk to the patient’s health.

Do not use if product sterility or quality is thought to be compromised due to damaged packaging.
Do-not attempt to modify or alter'the device or any of its components.

Bo not use after expiration date:

Do not use without viscoelastic:solution.

Do not reuse. Reuse may impose serious risk to the patient’s health.

Do not resterilize as this can produce undesirable side effects.



Do not implant the lens in the anterior chamber or in the ciliary sulcus.

Rotation of LuxSmart~* TORIC lens away from its intended axis can reduce=its astigmatic
correction.

Misalignment greater than 30° may increase postoperative refractive cylinder. If necessary,
repositioning should occur as early as possible prior to lens encapsulation.

Disposal of the injection system should be done in compliance with the local' regulation of waste
from health-care activities characterized by risk of infection.

After use, the injector for IOL implantation is classified as waste class Btand must be disposed of
in accordance with SanPin 2.1.3684-21.

Do not use refractive data for calculation:since the presence of lenticularastigmatism in the natural

lens to be removed may influence resuilts.

PRECAUTIONS:

« Store at room temperature. Do“not freeze. Recommendations: Avoid temperatures below 5°C
and above 45°C.

e LuxSmart™*™ TORIC IOLs, 'balanced salt solution and the“viscoelastic solution used should be
stored for at least 30 min at minimum 20°C before surgery:

» A high level of surgical: skill is required to implant intraocular lenses. Surgeon should be fully
trained before attemptingto implant intraocular lenses:

* The IOL model, its'power and expiration date should be verified before opening the protective
packaging and befare-opening the individual sterile-pouch/blister.

« Sterility of the ‘device is guaranteed only if the individual sterile pouch/blistep has not been
opened or damaged.

* Handle the lens ‘carefully to avoid surface or-haptics damages.

» The IOL must be carefully rinsed prior to.implantation. Do not soak or rinse the IOL with any
solution other than sterile balanced salt solution.

* Care should be taken to verify that thellens is fully implanted into the(capsular bag.

» Ifa YAG laser posterior capsulotomy is performed, assure that the laser beam is focused slightly
behind:the posterior capsule.

» Customization of surgically induced astigmatism (SIA) is recommended based upon individual
surgical technique and past resultssince size and location ofthe surgical incision my affect amount
and axis of postoperative comeal-astigmatism.

» Consideration of posterior comeal astigmatism is recommended for optimal results.

 Care should be taken to remove ail viscoelastic from the anterior and posterior surfaces of the

lens after implantation in the capsular bag, not to overinflate the capsular bag and to ensure that



the wound is watertight at the end of the case. Residual viscoelastic / overinflation /.wound leak
may allow the lens to rotate away from the intended axis of placement.
» Special care should be taken to ensure proper orientation of the toric lens at the intended axis of

placement at the end ofthe surgical case.

PACKAGING / STERILIZATION:

LuxSmarfA* TORIC IOLs are individually packaged preloaded in an Accuject Pro delivery system
in a blister. All models are supplied dry and should be opened under sterile conditions. A patient
card and self-adhesive labels are supplied in the carton to provide-traceability of the IOL.
LuxSmart™*'~ TORIC IOLs are labeled with spherical equivalent and cylindrical powers. Spherical
equivalent corresponds to the powergbtained with most calculation formulas.

All models are sterilized by Ethylene)Oxide.

DIRECTIONS FOR USE:

1. The physician should determine preoperatively the powers of the lens to be implanted, using
calculation methods and accurate biometry measurements depending on the surgeon’s experience,
preferences and/or with the assistance ofa Toric Calculator.”The recommended A-constants listed
on the lens carton are guidelines only.

2. Prior to surgery, using the physician’s preferred method, the operated eye should be.referenced
to provide a clear indication of the intended axis of placement.

3. Prior to implanting, examine the lens package-for model, powers (spherical~equivalent and
cylinder), expiration date and proper configuration;

4. Open the carton and inspect the sterilized blister containing the lens and the injection system.
Make sure it is-not damaged. Verify that the information on the blister label.is\consistent with the
information ©n the outer box and the self-adhesive labels. Peel open the flister and transfer the
device onto the sterile field.

5. Inspect.the device and make sure it is.intact. The lens should be rinsed thoroughly by flushing
balanced.salt solution through the tip ofthe cartridge (FIG. 1) and from the end of the loading
chamber (FIG. 2). Full hydration of the cartridge and the loading chamber is mandatory. Wait for
30 seconds. Please refer to the enclased figures to fully prepare the device before implantation,
taking care not to touch the IOL: FIG. 3: Close the wings ofthe loading chamber. When the “click-
lock” mechanism is engaged, the;lens is securely in place. FIG==4: Apply a viscoelastic solution
through the tip of the cartridge; Ensure that the viscoelastic fully fills the injector tip. The lens is
ready for implantation.

6. Inject the lens in the shortest possible time after fully preparing the lens.



7. Insert the cartridge tip in the incision with the bevel of the injector tip facing down to the
patient’s eye. Proceed by pushing the plunger forward smoothly but continuously until the lens is
delivered into the capsular bag.

8. Discard the injection device.

9. The lens is to be implanted with the anterior side ofthe lens facing up towards'the anterior side
of the eye. The orientation of the IOL can be verified by visual inspectionyjof the haptics. As
illustrated in FIG. 5, when the haptic insertions are top right (A) and bottem left (B), you are
looking at the anterior side of the lens.

10. Align LuxSmart"~* TORIC 10L’s axis‘marks with the referenced intended axis of placement.

FIG. 2 FIG. 3

Only viscoelastic solution of low to medium-viscosity should be used. Only_the injection system
provided with-the preloaded LuxSmart™ TORIC lens should be used. There are various surgical
procedures that can be utilized, and the surgeon should select a procedure that is appropriate for
the patient. Any serious incident involving the device should be notified to the manufacturer and

the competent authority of the Member State where the user is established.

SYMBOLS USED ON LABELING:
Symbol Description
D Diopter

Body Diameter
0B
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NAME:

Intraocular lens in version LUXSMART™

LUXSMART™ consisting of:

1. Intraocular lens LUXSMARTA TORIC YELLOW preloaded in a disposable injector for
implantation (Accuject Pro disposable), spherical equivalent power from +6,00D. to +9,00D and
+31,00D to +34,00D with ID increment; +10,00D to +30,00D with 0.5D increment - 1 blister;

2. Instructions for use -1 pc.;

3. Patient card -1 pc.;

4. Self-adhesive labels - 8 pcs.

DESCRIPTION: The LuxSmart™ TORIC intraocular lenses (IOLs)-are single-piece ultraviolet
(UV) absorbing posterior chamber IOLs developed to replace the, natural crystalline lens in
pseudophakic adult patients with pre-existing comeal astigmatism- LuxSmart™ TORIC IOLs
have aspheric and toric optics. Preloaded LuxSmart®” TORIC IOLsare supplied with a preloaded
Delivery System to provide a touch=free method of delivery of the lens into the capsular bag. See
label on the cardboard box for type of the lens.

PHYSICAL CHARACTERISTICS:
Lens / Haptic Material Foldable hydrophobic acrylic copelymer containing a UV absorber and a blue
light filtering chromophore.
Material Characteristics Index of Refraction: wet at 21 °C;:-1.544;
At35°C: 1.540
Spectral Transmittance For +20.0 diopter IOL. 10% transmittance at 396,7 nm. See FIG.6 with chart’s
X-value = Wavelength (nm).and Y-value = % Transmittance

Optic type Aspheric Toric
Configuration Negative aberration
Powers +6.00D to0,+34.00D with O.1D increment as developed,

with 0.5D or ID increment (+6,00D to +9,00D and +31,00D to +34,00D with

Specification

Power Range Tolerances
6<SE< 15D +0:30D
15<SE<25 +0.40D
25 <SE< 30 +0:50D
SE > 30D +1.00D
Cylindrical Powers +0.75D to +6.0D with 0,25 D increment as developed.

Available eylinders in the market: 0.75D /(1;,0D / 1.5D / 2.25D / 3.0D / 3.75D
/14.5D/5.25D/6.0D

ES<2D ES>25D

0<CS25D +0 00 #0400
2.5<C«4.5D #0400 +0400
450<C #0500 #.500
Dimensions Body Diameter: 6.0 mm;

Overall Diameter: 11 mm



Haptic Thickness: 0.33 mm
Haptic Angle: 0°
A-Constant:
Optical biometry, SRK/T 119,2
Applanation A-scan, SRK/T  118,8

Vault Height -0.165 mm < VH < 0.314 mm
Clear Optic Diameter > 4.25 mm
Lens edge shape It has a continuous 360° square edge on its posterior side
Lens Orientation The anterior side ofthe lens is facing up towards the-anterior side of the eye.

As illustrated in FIG.5, when the orientation features:are top right (A) and
bottom left (B), you are facing the anterior side ofthe lens.

INDICATIONS:

LuxSmart™ TORIC posterior chamber:enses are indicated for primary-implantation for the visual
correction of aphakia and pre-existing-corneal astigmatism secondary to removal of a cataractous
lens in adult patients. The lens is designed for implantation in the capsular bag.

APPLICATION CONDITIONS, POTENTIAL CONSUMERS AND SCOPE

The lens is indicated for primary_implantation for the visual correction ofaphakia in adult patients
- with pre-existing comeal astigmatism for use in a medical or healthcare setting by a qualified
ophthalmic surgeon.

MODE OF ACTION:

LuxSmart™ TORIC IOLs-positioned in the capsular bag act as a refractive medium to correct
aphakia and pre-existing astigmatism. LuxSmart™ TORIC IOLs have a posterior toric optical
surface with axis marks-that identify the flat meridian-ofthe cylinder (plus cylinder axis) (FIG.5).
Alignment of the axis marks with postoperative _steep comeal meridian (intended axis of
placement) ensures correct placement and optimal results.

CONTRA-INDICATIONS AND WARNINGS:

Physicians considering lens implantation in any-of the following circumstances: (but not limited
to) must weigh:the potential risk/benefit ratio:” recurrent severe anterior gr posterior segment
inflammation“er uveitis; patients in whom the_ IOL may affect the ability tolobserve, diagnose, or
treat posterior’segment diseases; surgical difficulties increasing the potential for complications
(such as but™not limited to: persistent bleeding, significant iris damage;-uncontrolled positive
pressure, ‘or significant vitreous prolapse’ or loss); distorted eye due-to previous trauma or
developmental defect in which appropriate support of the IOL is not.pessible; circumstances that
would sesult in damage to the endothelium during implantation; patients in whom neither the
posterior capsule nor zonule are intact,enough to provide support; suspected microbial infection.
Toric+IOLs are not recommended.-with pre-existing irregular astigmatism, radial tears on the
capsulotomy, zonular damage or when the need for a large capsulotomy is anticipated.

As.with any surgical procedure, there is risk involved. Potential €omplications of cataract surgery

may include, but are not limited‘to the following: secondary cataract, inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreous inflammation, CME, TASS ...), comeal endothelial damage,
endophthalmitis, retinal detachment, comeal edema, pupillary block, iris prolapse, hypopyon,

glaucoma, wound leak, hyphema, iris atrophy, vitreous prolapse, IOL decentration or tilt, IOL



optic deposits or opacities, glistenings and secondary surgical intervention (such as but;not limited
to wound leak repair, vitreous aspiration, iridectomy, IOL repositioning or replacement and retinal
detachment repair).

The IOL must be implanted in accordance to the following instructions for use. Improper use may
impose risk to the patient’s health.

Do not use if product sterility or quality is thought to be compromised due to.damaged packaging.
Do not attempt to modify or alter the device or any of its components.

Do not use after expiration date.

Do not use without viscoelastic solution,

Do not reuse. Reuse may impose serious-risk to the patient’s health.

Do not resterilize as this can produce-undesirable side effects.

Do not implant the lens in the anterior chamber or in the ciliary sulcus.

Rotation of LuxSmaif*" TORIC=lens away from its intended.axis can reduce its astigmatic
correction.

Misalignment greater than 30° may increase postoperative‘refractive cylinder. If necessary,
repositioning should occur asiearly as possible prior to lens-encapsulation.

Disposal of the injection system should be done in compliance with the local regulation of waste
from health-care activities:characterized by risk of infection.

After use, the injector for/OL implantation is classified.as waste class B and must be disposed of
in accordance with SanPin 2.1.3684-21.

Do not use refractive data for calculation since the presence of lenticular astigmatism’in the natural

lens to be removed/may influence results.

PRECAUTIONS:

 Store at room’ temperature. Do not freeze..Recommendations: Avoid temperatures below 5°C
and above 45°C.

* LuxSmart™ TORIC IOLs, balanced salt solution and the viscoelastic-solution used should be
stored forjat least 30 min at minimum 20°C before surgery.

» A high’level of surgical skill is required to implant intraocular lenses. Surgeon should be fully
trained before attempting to implant.intraocular lenses.

» The' IOL model, its power and expiration date should be verified-before opening the protective
packaging and before opening thevindividual sterile pouchbblister.

«=Sterility of the device is guaranteed only if the individual=sterile pouch/blister has not been
opened or damaged.

« Handle the lens carefully to avoid surface or haptics damages.



* The IOL must be carefully rinsed prior to implantation. Do not soak or rinse the I0OL with any
solution other than sterile balanced salt solution.

* Care should be taken to verify that the lens is fully implanted into the capsular bag:

« Ifa YAG laser posterior capsulotomy is performed, assure that the laser beam jis-focused slightly
behind the posterior capsule.

e Customization of surgically induced astigmatism (SIA) is recommended based upon individual
surgical technique and past results since size and location ofthe surgical incision my affect amount
and axis of postoperative comeal astigmatism.

« Consideration of posterior comeal astigmatism is recommended for optimal results.

 Care should be taken to remove all"viscoelastic from the anterior and posterior surfaces of the
lens after implantation in the capsular-bag, not to overinflate the capsular bag and to ensure that
the wound is watertight at the end ©f the case. Residual viscoelastic / overinflation / wound leak
may allow the lens to rotate away-from the intended axis of placement.

* Special care should be taken to‘ensure proper orientation of the-toric lens at the intended axis of

placement at the end of the surgical case.

PACKAGING (CONTENTS OF DELIVERY)/ STERILIZATION:

LuxSmart™ TORIC IOLs are individually packaged preloaded in an Accuject Pro delivery system
in a blister. All models-are supplied dry and should be opened under sterile conditions. A patient
card and self-adhesive labels are supplied in the-carton to provide traceability “of the IOL.
LuxSmarfA* TORICHOLS are labeled with spherical equivalent and cylindrical powers. Spherical
equivalent correspends to the power obtained withhmost calculation formulas.

All models are sterilized by Ethylene Oxide.

The package contains:

- Intraocular(lens preloaded in a disposable_injector for implantation (Accuject Pro disposable) -
1 blister;

- Instructiens for use - 1pc.;

- Patient.card - 1 pc.;

- Self«adhesive labels - 8 pcs.

DIRECTIONS FOR USE:

1, The physician should determine preoperatively the powers-of the lens to be implanted, using
calculation methods and accurate biometry measurements depending on the surgeon’s experience,
preferences and/or with the assistance ofa Toric Calculator. The recommended A-constants listed

on the lens carton are guidelines only.



2. Prior to surgery, using the physician’s preferred method, the operated eye should be referenced
to provide a clear indication of the intended axis of placement.

3. Prior to implanting, examine the lens package for model, powers (spherical‘equivalent and
cylinder), expiration date and proper configuration.

4. Open the carton and inspect the sterilized blister containing the lens and the.injection system.
Make sure it is not damaged. Verify that the information on the blister label isiconsistent with the
information on the outer box and the self-adhesive labels. Peel open the blister and transfer the
device onto the sterile field.

5. Inspect the device and make sure it is;intact. The lens should be rinsed-thoroughly by flushing
balanced salt solution through the tip-of the cartridge (FIG. 1) and from the end of the loading
chamber (FIG. 2). Full hydration of the cartridge and the loading chamber is mandatory. Wait for
30 seconds. Please refer to the enclosed figures to fully prepare the device before implantation,
taking care not to touch the IOL: FIG. 3: Close the wings ofthe loading chamber. When the “click-
lock” mechanism is engaged, the.lens is securely in place. FIG=4: Apply a viscoelastic solution
through the tip of the cartridge.“Ensure that the viscoelastic fully fills the injector tip. The lens is
ready for implantation.

6. Inject the lens in the shartest possible time after fully preparing the lens.

7. Insert the cartridge tip-in the incision with the beveljof the injector tip facing down to the
patient’s eye. Proceed by-pushing the plunger forward-smoothly but continuously until the lens is
delivered into the capsular bag.

8. Discard the injection device.

9. The lens is to bedimplanted with the anterior side of the lens facing up towards.the anterior side
of the eye. The orientation of the IOL can be verified by visual inspection-of the haptics. As
illustrated in FIG:. 5, when the haptic insertions are top right (A) and bottom left (B), you are
looking at the anterior side of the lens.

10. Align LuxSmart™ TORIC IOL’s axisimarks with the referenced intended axis of placement.

FIG. 2



FIG. 5

Only viscoelastic solution of low to medium viscosity should be used. Qnly the injection system

provided with the preloaded LuxSmart*'4 TORIC lens should be used:There are various surgical

procedures that can be utilized, and the surgeon should select a procedure that is appropriate for

the patient. Any serious incident involving the device should be notified to the manufacturer and

the competent authority of the Member State where the user is established.

SYMBOLS USED ON LABELING:

Symbol
YSMARTT
D
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11 mm
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A-Con$tant (est)

Description

Madel name

Diopter

Body Diameter
Overall Diameter
Spherical Equivalent
Cylinder

Spherical Power
Overall diameter
Optic diameter

Serial number

Use before

Catalog number

Date of manufacture

Lot

A-constant
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Ethylene oxide sterilization

DO NOT USE IF PACKAGE IS DAMAGED

DO NOT RESTERILIZE

Do not reuse

Cutting Edge S.A.S.
770 rue Alfred Nobel
Immeuble Le Nobel
34000 Montpellier
FRANCE

CE with thel number of the inspection institution - confirms
compliance'with EU regulations
You should read the instructions for use before use

Storage temperature from + 5"C to room temperature

Carefully! Refer to instructions for-use

LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS WITH WHICH MEBICAL DEVICE COMPLIES

REFERENCE

EN ISO 13485:2016

ISO 10005:2005

1SO2859-1:1999/A1:2011

EN ISO 8951-1:2014

EN1SO 15223-1:2016
EN 1041:2008/A1:2013

EN 1422:1997/A1:2009

DESCRIPTION
QUALITY

Medical Devices - Quality management systems - Requirementsfor'regulatory
purposes

Quality management systems - Guidelines for quality plans
SAMPRLING

Sampling proceduresfor inspection by attributes - Part 1;Sampling schemes indexed by
acceptance quality_limit (AQL) for lot-by-lot inspection

Sampling procedures for inspection by variables - Part 1 )Specification for single
sampling plans indexed by acceptance quality limit (AQL) for lot-by-lot inspection for
a single quality-characteristic and a single AQL

LABELING AND INFORMATION

Graphical symbols for use in the labeling of medical devices
Information supplied by the manufacturer withsmedical device

STERILIZATION

Sterilizers for medical purposes - Ethylene oxide sterilizers - Requirements and test
methods



EN 556-1:2001/AC:2006

EN ISO 11135-1:2007

1ISO 11135:2014

EN 180 11138-2:2009

EN ISO 11737-
1:2006/AC:2009

EN ISO 11737-2:2009

EN ISO 14971:2012

EN 62366-1:2015

EN ISO 10993-
1:2009/AC:2010

EN ISO 10993-3:2014

EN ISO 10993-5:2009

EN ISO 10993-6:2017

EN ISO 10993-
7:2008/AC2009

REFERENCE

EN 1SO 10993-10:2018

EN ISO 10993-12:2012

EN ISO 10993-17:2009

EN ISO 10993-18:2009
European=Pharmacopoeia

2.6.14

EN 1SO~11607-
1:2009/A1:2014

EN-ISO 11607-
2:2006/A1:2014

EN ISO 11979-1:2012

EN ISO 11979-2:2014

Sterilization of medical devices - Requirements for medical devices to'-be designated
‘STERILE’ - Part 1: Requirements for terminally sterilized medical devices

Sterilization of health care products - Ethylene oxide - Part 1. Requirements for
development, validation and routine control of a sterilization process _farmedical devices
Sterilization of health-care products - Ethylene oxide - Reguirements for the
development, validation and routine control of a sterilization process, for medical devices

Sterilization of health care products - Biological indicators - Part-2:"Biological indicators
for ethylene oxide sterilization processes

Sterilization of medical devices - Microbiological methods -'RPart 1: Determination of a
population of microorganisms on products + Technical Corrigendum 1

Sterilization of medical devices - Microbiological methods™- Part 2: Tests of sterility
performed in the definition, validation and maintenance efa-sterilization process

RISK MANAGEMENT
Medical Devices ="Application of Risk Management to_medical devices
Medical devices - Application ofusability engineeringto medical devices
BIOLOGICAL SAFETY
Biological/evaluation of medical devices - Part1’Evaluation and testing within a risk
management process

Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity
and reproductive toxicity

Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

Biological evaluation of medical devices= Part 6: Tests for local effects after
implantation.

Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals

DESCRIPTION

Biological evaluation of medical devices - Part 10: Tests for irritation=and skin
sensitization

Biological evaluation of medical devices - Part 12: Sample preparation and reference
materials

Biological evaluation of medical devices - Part 17: Establishment of allowable limits for
leachable substances

Biological evaluation.of medical devices - Part 18: Chemical.characterization of
materials

Bacterial Endotoxins

PACKAGING

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

Packaging forterminally sterilized medical devices - Part 2: Validation requirements for
forming, sealing and assembly processes

INTRAOCULAR LENSES

Ophthalmic implants - Intraocular lenses - Part’ 1: Vocabulary

Ophthalmic implants - Intraocular lenses - Part 2: Optical properties and test methods +
Technical corrigendum 1



EN ISO 11979-3:2012

ENISO 11979-
4:2008/Al1:2012

EN ISO 11979-5:2006
EN ISO 11979-6:2014

EN ISO 11979-
8:2015/A1:2011

MEDDEV. 2.7.1 Rev.4

EU OJ C 226 of
10/07/2015

Medical Devices Directive
93/42/EEC 1993L0042-
EN-11.10.2007005.001-1

Ophthalmic implants - Intraocular lenses - Part 3: Mechanical properties and' test
methods

Ophthalmic implants - Intraocular lenses - Part 4: Labeling and information

Ophthalmic implants - Intraocular lenses - Part 5: Biocompatibility,
Ophthalmic implants - Intraocular lenses - Part 6: Shelf-life and transport stability

Ophthalmic implants - Intraocular lenses - Part 8: Fundamental requirements

CLINICAL

Guidelines on medical devices clinical evaluation - A guide for manufacturers and
Notified Bodies

CE

Commission communication in the framework of the implementation of the Council
Directive 93/42/EEC of 14 June 1993 concerning medical devices

Council Directive 93/42/EEC of 14 June 1993 coneerning medical devices amended by
M5 Directive 2007/47/EC of the European Parliament and of the Council of5 September
2007



8-NHCTPYKUWA MO NPUMEHEHWAHO

JINH3a MHTPAOKY/ISIpHasA B BapnaHTax UCMONHEHUS
LUXGOOD™, LUXSMART™

WHCTPYKUMM MO NPUMEHEHWIO
[LONONTHEHUS K UHCTPYKLUMUSIM MO MPUMEHEHMIO

MpounsBognTeEsib: KattnHr 3pk CAC, dpaHuua’/ Cutting Edge
SAS, France
Agpec lNMpousBoanTens: 770, Pro Anbhpes, Hobenb; AMMESTb J1é Hoberb,

34000 MoHnenbe, PpaHums / 770, Rue Alfred
Nobel, Immeuble le Nobel;34000 Montpellier,
France

MpounssoacTBeHHasa nnowaaka:’ KarttuHr 9mk MaHydakuypuHr CAC,
580 Pto Makc MNnaHk,-31670 Jlabex, dpaHuus
(Cutting Edge Manufacturing SAS, 580 rue Max
Planck, 31670 Labege, France)

A, Hwxkenognucaswasnca HaTann 63NNb (Nathalie BAYLEY;
HoTapuyc KacTaHe-Tono3au (CASTANET-TOLOSAN) (OT-fapoHH, ®paHumna), yGOCTOBEPAIO U
noaTBeEPXAak, YT O NOAAMCL HUXKE NpuHagnexXunT r-xe CaHapuH BOHAL (Sandrine BONACHE),
HayanbHWUKY OT efa KayecTBa M HOPpMaTMBHO-NPAaBOBOro perynnpoBaHnsa «KaT T uHF 34X
C.A.C.» (Cutting Edge SAS) n 6blna nocTaBfeHa e0.B"MOEM NPUCY T CTBUN.
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BAUSCH-f LOMB

JIVH3a NHTpPaoKyiapHaa B BapuaHTe ncnosHeHnsa LUXGOOD™

VHCTpYKUMS MO NPUMEHEHUIO
[lononHeHNe KMHCTPYKLUMMN MO NPUMEHEHMIO



WHCTPYKLUMA N0 NPUMEHEHWUIO

(Mpu nocTaske n3genns 8 P npnopuTeTHON aBnaeTca nHpopmayma,
cofep>Kalancs B JONONHEHUN K UHCT PYKLUUM NO NPUMEHEHUIO)

LUXGOOD™ preloaded Tone

ACOPEPNYECKAA TOPUYECKAA NTNH3A
Mogenb YGOODT (npefBapuTenbHO 3arpy>eHHas rugpogo6bHas nmHza LUXGOOD™ TORIC)

OMMNCAHWE:

MHTpaokynapHble nAunH3bl  (MNOJT) LuxGoed TORIC npeactaBngtor™ CO60A MOHOMNUTHbIE
3afiHekamepHble VMOJI, nornowarouime yasTpagpuonetosoe (Y ®P) nsnyyenne, npefHasHayeHHble A1
3aMeHbl eCTeCTBEHHOW JIMH3bl XpyeTannka Yy MceBAOMPAKUYHBIX ~B3pOC/bIX MNAaLUEHTOB C
npegwecTsyOWmMM acturmatusmom perosuubl. MOJT LuxGood™ TORIC mmeloT acepnyeckyro un
Topuyeckyto ¢opmy. MNpegsapuTtenbHo 3arpyxeHHble NOJT LuxGood™™ TORIC nocTaBnsoTCca B
cCUCTEME MMNaHTaLUN UHTPAOKYASPHbLIX NMH3, 06ecneynBatoLeli-6eCKOHTAKTHYO LOCTaBKY JINH3bI

B Kal'lcyflﬂprIVI MeLl oK. TN NMH3bI YKa3aH Ha 3TUKEeTKe Ha KapTOHHOVI K0p06Ke.

PN3INYECKUNME XAPAKTEPNCTUKN:
MaTepuan nNnH3bI FM6KNn  rnapodobHBIAT cononumep akpuna, cofepxalyuii

nornotutens Y ®-uznyyeHus wn xpomodop, (UAbTPYIOLLNIA
CUHWI CBeT.

XapakTepuctuky matepmana  KoadduumeHT nNpenoMneHuns: BO BADKHOM COCTOSHUM Mpu
Temnepatype 21°C: 1,544,
npn35°C: 1,540

CnekTpanbHblid KoappuumneHt  Ana NOJ +20,0 guonTpuii

nponyckaHns 10 % nponyCcKaHue Ha A/INHE BOMIHbI 396;7 HM

CM. PUC.6, rae Ha ocn X OTNIOXKEHbI(3HaYeHNs LANHbI BOJHbI
(Hm), a'ne ocn Y - npospavyHocTb (%).

®opMasnoBepXHOCTU ONTUKM  Acthepnyeckas Topuyeckas

Cepryecknin aKBnBaneHT +6,00°80 +34,00 guontpuii
Lunnnapuyeckaa cuna +0,75 po +6,00 gnTp
Pasmepsbl AuameTp onTnyeckoro Tena: 6;0:mm;

O6wunin gnameTp: 11 mm
FanTunuecknin yron: 0°

OpueHTaLNS NNH3bI MepefHsAs CTOPOHA IMH3bI 06palleHa K nepefHeit CTOpoHe rnasa.



Kak nokasaHo Ha PUNC. 5. npu pacnonoXXeHn opueHTaUnoHHbIX
MeTOK BBepxy cnpaBa (A) 1 BHU3y cnesa (B) nepegHas cTopoHa
NH3bI 0bpallleHa K Habngatento.

MOKA3AHUA:

3agHekamepHble NMH3bI LuxGood™” TORIC nokasaHbl ANS MEPBUYHON MMNAAHTaUUM C Lefblo
KOppeKLUn 3peHns npu aakmm ¢ NpejLlecTBYOLWMM acTUrMaTM3MOM POrOBULbI NOC/e yA4aneHus
XpyCTanmka C KaTtapakTOi y B3pOCNbIX MNauneHTOB. JIMH3a npefHasHavyeHa NS MMMNaHTauuu B

KancynspHblil MeLOoK.

PEXNM PABOTHI:

MO LuxGood™ TORIC, pa3MelleHHble’B KancynsapHOM MeLlKe, AeACTBYIOT KaK NnpenomastoLlas
cpeja C Lenbio Koppekuun agakumn ¢ npegwectsyrowmm acturmatmamom. NOJT LuxGood™ TORIC
MMEKT TOPUYECKYH (hOpMYy Ha 3agHeli ONTMYECKOW MOBEPXHOCTW, a TaKXe OCeBble METKH,
o6o3HavawouMe NNOCKWUA MepuguaH uunuHgpa (nnwoc uuauHapuyeckyto ocb) (PUC. 5).
ConocTaBneHne 0CeBbIX METOK C [10C/Ie0nepaLnoHHbIM KPYTbiM MEPMAMAHOM POroBuLbl (LefeBas oCb

pasmeLleHuns) rapaHTUpyeT NPaBUNbHOCTL Pa3MeLLLeHNs 1 ONTUMA/IbHbIe Pe3y/bTaThl.

MPOTUBOMNMOKA3AHVA N NPEAOCTEPEXEHWA:

C Bpa4yebHOM TOYKM 3peHns, Npu Nt060M 13 CRefyrLmnX 06CTOATeNbCTB (HO HE OFPaHNYMUBAACH ITUM)
cnegyeT OUeHMBaTb COOTHOLIEHME MOTEHUMANbHbIX PUCKOB W MPEUMYLLECTB: peuuanBsupytoLLee
TAXeEeN0e BOCNasieHne NepefHero WAy 3afHero CerMeHTa WAW YBeuT; nauueHTbl, y.KoTopbix WO/
MOXeT NOB/MMUATbL Ha CNOCOBHOCTbL HabnhaTh, AMAFHOCTMPOBATbL WX NIeYnTb 3aboneBaHUs 3a4HEro
CerMeHTa; XUpypruyeckme TPYAHOCTM C MOBbILIEHWEM MNOTeHUMana 418 OCNOXKHEHUA (Takmx Kak
NOCTOSHHOE KPOBOTEYEHME, CYLLECTBEHHOE NOBPEXAEHME pPafyXXHOW 060/104KMW, HEKOHTPOMPYEMOe
NONOXWUTeNbHOE~4aBEHNe UM CYLLEeCTBEHHbIN Nponanc uavM noTeps CTEK/JIOBMAHOrO Tena u Aap.);
peopmauma rpAasa BCMeACTBME MpeALlecTBOBaBLUE TpaBMbl UAK fedeKTa -pa3BuTus, B pesysbTaTe
KOTOpbIX HagAexawasa pukcayma NOJT cTaHOBUTCA HEBO3MOXHON; 06CTOATENLCTBA, KOTOPbIE MOTYT
MPUBECTU K FOBPEXAEHUIO 3HAOTENNSA B MPOLECCE UMMNAHTaALUN; NMALNEHTbl, Y KOTOPbIX HU 3afHAA
Kamepa, HU-MOACOK HefOCTaTOYHO Lenbh:ans obecneyeHns ukcaLuu; moL03peEHNE HA MUKPOOHYIO
NH(EKLNHO:

Topuyeckne WNOJT He peKOMeHOBaHbl NpW NpeALecTBYOWEM HernpaBuIbHOM acTUrMaTu3Mme,
paguanbHbiX paspbiBax BO BPEMS KamcCy/0TOMUMN, NOBPEXAEHUN-AOACKA, a TakKXe Mpu 0XuhaeMol
OOLINPHOI KancynoToOMUMN.

Kak v npy nt060M XUpypruyeckoMm BMeLLaTe/IbCTBE, UMeeT MECTO PUCK. MOTeHLNanbHbIe OCNOXHEHNA

XUPYypPrnyeckKoro nedyeHnda KartapakTbl MOryT BK/AKYaTb, HO HE€ OrpaHMymBatbCA Ceayrouwnm:



BTOPUYHAA KaTapakTa, BocnaneHve (MPUAOUMKAWT, 3pavykoBas/UuMknuTHas MembpaHa, (BOcnaseHue
CTEKNOBUAHOIO TeNa, LUCTOMAHbIA MaKyNspHbIA OTEK, TOKCUYHbIA CUHAPOM NepeaHero CerMeHTa...),
KOpHeanbHOe MOBpeXeHWe 3HAOTeNud, 3HAOPTaNbMWUT, OTCNOEHWE CeTyaTKu, OTEK pPOroBuLbl,
3aKyrnopka 3padyka, nponanc pagy>XHou 060104YKM, TUMOMWOH, rnaykoma, npocayvBaHue paHbl,
ruema, aTpous pagyXHo 060104KM, NPONANC CTEKNOBUAHOIO Tena, CMeLLeHne unm HaknoH MO,
ONTWYECKMe Hanétbl UM NMOMYTHEHUA, OTO/MIECKM WM BTOPWUYHbIE XUPYPruyveckue BMmellaTesbCTBa
(Takve Kak yCTpaHeHWe npocayMBaHWUA paHbl, acnupauus CTEKJIOBUAHOrQ.-Fena, WPUAIKTOMMUS,
nepeycTaHoBka unu 3ameHa VMOJI, penapaumnsa 0TCNOEHUS CeTUYaTKM U ap.).

MOJT cnepgyeT uMmnnaHTMpoBaTb B COOTBETCTBMW CO ClefYHOLWMMWN yKa3aHmamun. HenpaBuibHoe
MCNOMb30BaHME MOXET YyrpoXkaTb 340P0BbIO NaLneHTa.

He wncnonb3oBaTb WOJI, CTepUIbHOCTE MM KayeCTBO KOTOPOM HaxOAaTCcA MNof COMHEHMEM B
pe3ynbTaTe NOBPEXAEHMUS YNaKOBKU.

He nbiTalTecb BUAOU3MEHATb UK NepefieNnbiBaTh YCTPOUCTBO AN €r0 KOMMOHEHTbI.

He ncnonb3oBaTb NOC/ne UCTEYEHUACPOKA FOLHOCTH.

He ncnonb3oBaTbh 6e3 BUCKO3/1aCTMYECKOro pacTBopa.

He ncnonb3oBatb NOBTOPHO. NMOBTOPHOE UCMO/b30BaHME MOXETYFPOXaTb 340POBbLI0 NaLUeHTa.

He ctepunusyiite MOJ1 NOBTOPHO, NOCKOJIbKY 3TO MOXET MPUBECTM K HexXenaTe/lbHbIM NOGOYHbIM
athpekTam.

He nmnnaHTupyiiTe NMH3Y BMEepeAHIO KaMepy Uan B LnAnapHyo 60posgy.

BpaweHne nuH3bl LuxGood™ TORIC no OTHOWEHMIO K LUefeBOM OCM  MOXET CHU3UTH
3D(heKTUBHOCTL ee KOppeKLUn acTurmaTnsma.

Yrnosoe cMmelweHne=6onee 30° MOXeT MNpPuMBECTM K YBENMYEHUIO MOCAeONnepaLoHHOM
UMNNHAPUYECKOR pedpakumn. Mpn Heo6XOAMMOCTH-TIepeyCTaHOBKM JINH3bI ee CAELYeT NPOBOAUTb
KaK MOXHO paHblUe, 0 MHKANCyALnumn IMH3bI.

YTunusaymsa cMcTeEMbl umnnaHtauum ana ssegenms NOJT fonxHa NpoBOAUTHEA B COOTBETCTBUM C
MECTHbIM  3aKOHOLATe/NIbCTBOM 0 MEAWUUMHCKMX OTX0fax, XapaKTEepu3ylLMUXCA  PUCKOM
NHnunpoBanua. Cuctema nmnnaHtayum MOJ nocne ncnosfb3oBaHUs KnacCupuumpyeTcs Kak Knacc
0TX0A40B b n-40MmKeH 6bITb yTUAM3NPOBaH B-COOTBETCTBUM ¢ CaHlMunH 2.1:3684-21.

He ncnonssyiite gaHHble pedpakymy aas-pacyeToB, NOCKOMbKY Hanume acturmatuama B ygansieMom

€CTECTBEHHOM XpYyCTa/nKe MOXET NOBANUATL Ha pe3yabTaThbl.

MEPbBI MPEOOCTOPOXHOCTM:
o .XpaHUTb MNpU KOMHaTHOW (Temnepatype. He 3amopaxuBaTtb. PekomeHpauuu: W3beraiite

TemnepaTtypbl HMUXe 5°C un Bbiwe 45°C.



e unon LuxGood™ TORIC, cbanaHCMpOBaHHbLIA COMEBOM pacTBOpP W UCNONb3yeMblid
BMCKO3/M1aCTUYECKMIA pacTBOp nepes MNPOBEAEHMEM XUPYPruyeckoro BMellaTenbeTBa [O/KHbI
XPaHWUTbCA B TeyeHue No KpariHel mepe 30 MUHYT npu Temnepatype MUHUMYM 20°C.

o na MMNNaHTauMm UHTPAOKYNAPHbLIX TMH3 HEOBXO4MUM BbICOKWI YPOBEHb XUPYPTUHYECKUX HABbIKOB.
Mpexzae 4eM NpuUcTynaTb K UMMAAHTALUN UHTPAOKYNSAPHBIX INH3, XUPYPT AO/MKEH MPOATA NOMHbIN
Kypc 06yuyeHus.

* Meped BCKPbITUEM 3aLLMTHOW YNaKOBKU W WHAWBUAYANLHOTO CTEPUbHOLO-TNaKeTa/6nnCcTepHOiA
yNnakoBKW criefyeT npoeeputb mogens NOJI, eé oNnTUYECKYIO CUTY U CPOK TOAHOCTH.

* CTepuU/IbHOCTb M34eNna rapaHTMpyeTcs TONIBKO Npu CO6MI04EHUN LEeNOCTHOCTU UHAUBUAYANbHOTO
CTEPUIHOTO MakeTa.

» O6palaTbCa C NMH30M cneayeT OCTOPOXKHO, YTOObI M36eXaTb MOBPEXAEHWIA NOBEPXHOCTU WK
ranTuku.

e CneflyeT TWlATeNbHO NPOMbITL MOJIFREPe UMNNaHTaunen. He 3amMauuBatb U He NnpombiBaTb NOJT B
Kakux-nnbo Apyrux pactsopax, KpoMe CTEPUILHOIO cb6anaHCMPOBAHHOIO CO/IEBOr0 pacTsBopa.

» CnepyeT HafleXXHO y6eANTLCA, YTO/IMH3A MONHOCTHI0 MMMJIAHTUPOBaHA B Kancy/spHbIA MeLIOK.

* B cnyuyae npoBeAeHUs 3aHeil KaRCy10TOMMM C MOMOLLbIO Na3epa Ha UTTPU-aItoMMHUEBOM FpaHate
(YAG-naszepa), Heobxoaumo .06ecrneynTb (POKYCUMPOBKY /y4a nasepa HECKONbKO M03ajn 3agHel
Kancysnebi.

* MHAMBUAYann3aumio XMpYypruyeckn Bbi3BaHHOT0 acTurmarnama (XBA) pekoMeHAyeTCA-NPOBOAUTL
NCXO0AA U3 UHANBUAYANbHOW XUPYPTrUYECKON TEXHUKMN U-paHee NonyveHHbIX pe3ynbTaToB; NOCKO/bKY
pas3Mep W pacnooXeHwWe XUPYpPruyeckoro paspesaMoryt MOBAMATL Ha BbIPAXEHHOCTb U 0Cb
nocsieonepayMoHHOrQ"acTurmaTmsmMa porosuubl.

« lns nonyyeHna onTUMasbHbIX Pe3ynbTaTtoB creAyeT y4nuTbiBaTb 3a4HUIA acCTUTMaT3M POroBULbI.

e [lns nonHoro yfaneHuWs BWUCKO3NaCTUKa C rMepeAHeid W 3afHeil MOBEPXHOCTEW NMH3bI Mocne
MMnNAaHTauuMm B(KancynsipHbliAi MeWoK cnefyer-cobnto4aTtb 0CTOPOXHOCTb, HTOObI He nepekayaTb
KancynspHbli MELOK, a TakxXe ybeanTbCs B TOM, YTO B KOHLLe BMeLLaTebCTBa paHa repmMeTM3npoBaHa.
OCTaTOYHbIN SBMCKO3NACTUK, MepeKaynBaHUe) unn oTAeNsseMoe W3 paHbl/ MOryT Cnocob6cTBOBaTb
YrN10BOMY CMELLEHUIO NNH3bI OT LeNeBON OCK pa3MeLLLeHus.

» Cnepyet-cobnofarb 0cobble Mepbl fPELOCTOPOXKHOCTU, YTOObI rapaHTMpPOBaTb MPaBUIbLHOCTb
OpMeHTalln TOPUYECKUX JNIMH3 Ha/~LleNneBO oOcu pasMelleHns B KOHLe XWUPYpruyeckoro

BMeLLlaTe/IbCTBaA.

YHOAKOBKA U CTEPUNN3ALAA:
MO LuxCood™ TORIC mHAMBMAYaNbHO yNakoBaHbl U NPeABapuUTe/ibHO YCTaHOB/IEHbI B CUCTEMY

nMnnaHTaumm Accuject Pro B 61IMCTEPHOI ynakoBke. Bce Mofeny NOCTaBNATCA B CYXOM BUAE, U KX



cneflyeT OTKpbIBaTb B CTePUSIbHbLIX ycnoBuax. [ns obecrneveHus oTcexmsaemoctn MOJL kapTOHHas
KOpo6Ka cHabeHa KapTOYKOM NaumneHTa N CaMOKNeLWMMUCS ITUKeTKAMK. PasnnyHblie-mogenn NOJ
MapKMpYyTCA N0 CHepnyecKoOMY 3KBMBANIEHTY U LUANHAPMUYECKON ONTUYecKon cune. Chepnyeckmii
9KBMBANEHT COOTBETCTBYET ONTMYECKOW cue, NOSYyYEeHHON C NOMOLLbI0 6OMbLUMHETBA PaCUHeTHbIX

thopmyn.

Bce Mogenu cTepunmsyoTcs OKCUAOM 3TU/EHa.

YKA3AHNA MO MCMONb3OBAHNIO:

1. Mepen onepaumelt Bpayy crefyeT ONpeaeiuTb ONTUYECKY CUY MIaHUPYEMbIX K UMMAaHTaLuu
NIMH3 C NMOMOLLbID METOAOB pacyeTa M TOYHbIX M3MepeHWii 6uomeTpumn, B 3aBUCUMOCTU OT OMNbiTa
Xupypra, npeanoyvyTeHNin wn/mnm € NOMOLLbID TOPUYECKOTO KanbKy/dsTopa. PeKOMeHOBaHHble
3HayeHMs A-KOHCTaHT, yKa3aHHble Ha KAPTOHHOW KOPOOKe C NMH30W, FBASIOTCA OPUEHTUPOBOUYHBLIMU.
2. Mepep Havyanom onepaumm onepupyeMblil rnas cnefyeT pasMeTUThb (COrnacHo NPeanoYTUTEIbHOMY
MeToA4Yy faHHOr0 Bpaya) 415 4YeTKOro'ykasaHus LeneBoi ocu pasmeLieHus.

3. Mepes nmnnaHTaumen NMH3bI ciegyeT 0OCMOTPeTb YNAaKOBKY Y BBIACHUTb ee MOAeNb, ONTUYECKYHO
cuny (cpepuyeckuii 3KBMBANEHT ' U LWAWHAPUYECKYIO CUNY);, CPOK TFOLHOCTM W HaANeXallyto
KOH(UTYpayuio.

4. OTKpbITb KapTOHHYK KOPO6KY W OCMOTPETb CTepUIM30BaHHYK O/IMCTEPHYIO YMNaKOBKY,
COAEPXALLYK NMH3Y W CUCTEMY WMNAaHTauuu. Y6eauTecb, 4YTO COAEpPXMMOe He MOBPeXeHo.
Y6ennutecb B TOM, YTO UHGOPMaLMA Ha 3TUKETKe 6IMCTEPHON YyNaKOBKM COOTBETCTBYET UH(popMaLmnm
Ha BHELWHeN KOpPOOOYHON YNaKoBKE UM Ha CaMOKNEALLMXCH ITUKETKaX. BCKpbITe, 6/MCTEPHYIO
ynakoBKY TakumM 06pa3oM, 4To6bl YCTPOMNCTBO OCTANOCh B CTEPU/IBHOM MONe.

5. OcmoTpeTb YCTPOWCTBO U y6eauTbCs, YTO OHO-He MNOBPEeXAeHo. JIMH3Y cAefyeT TuwaTeNbHO
MPOMbITb C6anaHCUPOBAHHbLIM COJIEBbIM PACTBOPOM.NYTEM OMOJIACKMBAHMA Yepe3 KOHUYMK KapTpuaxa
(PUC, 1) n ¢ koHua 3arpy3oyHoin kamepbl (PAC. 2). CneayeT 06sa3aTeNlbHQ /@0eCNeYnTb MOMHYIO
rmapatauuio KapTpuaxa v 3arpy3oyqHoin Kamepsbl. Mogoxaunte B TedeHne 30.ceKyHA. VIHCTpYyKUumM O
TOM. KaK MOIHOCTbI0 NOAFOTOBUTL YCTPOMCTBO K MMMaHTaL MK, He NpuKacasch K nosepxHoctn VO,
CMOTpUTE Ha.IpuiaraemblX pUCcyHKax:

PNC. 3: 3aKpblTb KPbI/bILWKK 3arpy3o4yHoin kamepbl. Mpu cpabaTbiBaHUW MexaHU3Ma (ukcauuu c
3aLenkoil MMH3a HaféXHO PUKCupyeTcsa-Ha MecTe.

PUC. 4:-HaHecTn pacTBOp BMCKO3/1acTUKa Yepe3 KOHUYMK KapTpuaKasY 6eAnTbCs, YTO BUCKOINACTUK
LefIMKOM 3ano/IHU KOHUYMK MHXEKTOpa. JInH3a rotosa 414 uMniadraymum.

6. BbINONHUTL MMNNAHTALMIO NMMH3BL B MAKCUMa/IbHO KpaTyaiillee Bpems nocne nosHonW NoAroToBKM

NINH3bI.



7. BBECTU KOHUYMK KapTpuaxa B pa3pe3 C HAKNOHOM HaKOHEeYHWKa MHXeKTopa, 06paLlléHHbIM K rnasy
naymeHTa. MpojoMKNTL, OCTOPOXHO, HO HENPEPLIBHO HAXXUMas Ha NOPLUEHb, A0 YCTAHOBKMW /INH3bI B
KancynspHbli MeLLOK.

8. YTununsnpyite cucteMy UMnaaHTauuu.

9. JlnH3y cnefyeT MMNNAHTUPOBATb Tak, UYTOGbLI ee MepefHAs MOBEPXHOCTb 6bina obpalieHa K
nepefHein nosepxHocTu rnasa. OpueHTtayua VNOJT MoXeT BbiTb NpoBepeHa BM3YallbHbIM OCMOTPOM
rantuku. Kak nokasaHo Ha PUC. 5, korga rantuyeckume BCTaBKM PacrnonoXeHbl-BBepxy cnpasa (A) v
BHM3Y cnesa (B), nepefHAs CTOpOHa NIMH3bI 0b6paLleHa K Habntogarento.

10. ConocTaBbTe MeTKU oceil MIOJ1 ¢ pasameyeHHOIi NpeanonaraemMoil 0Cbt,yCTaHOBKN.

puc. 2

K>

300 «0 S00 S00 ns €0D, 90D 1000 1100

pucs6

CnepyeT MCNonb30BaTh TONbKO PacTBOP BUCKO9NACTUKA HU3KOW WAM cpefHew BsskocTu. Cnegyet
MCMONMb30BaTb(TONLKO CUCTEMY WMMMAHTALWM, NpPeaoCTaB/eHHYH BMECTe C MNpeaBapuTeNbHO

3arpy>eHHon-JIMH30i LuxGood™ TORIC.

B0O3MOXHO-[poBeileHNe Pa3UUHbIX XWPYPTUYECKUX BMELLATENbCTB, A 'XUPYPr AO/MKEH BbIGpPaTh
npoueaypy, NoAX0oAALW Y ANS NauueHTa:

O noBbIX Cepbe3HbIX MHLUMAEHTAX, CBA3aHHbIX C YCTPOWCTBOM, CNedyeT yBeJOMNSATL NPON3BOANTENS

M KOMOETEHTHbIV rocyAapCTBEHHbIA‘OpraH, B KOTOPOM 3aperucTpupoBaH nosb3oBaTesb.



cumBonbl, NCMOJIb3AYEMbBIE HA 3TUKETKAX:

CumBon OnwncaHune

D AuonTpus

hB OnTnyeckuii fnametp
GT O6wwii gnameTtp

HE NCMNOJIb3OBATbL MNP MOBPEXAEHNWN YTTAKOBKW
HE CTEPU/TM3OBATL NMOBTOPHO

HE NCIMOJ1Ib3OBATbL NMOBTOPHO

Cutting Edge S.A.S.
« 1 770 rue Alfred Nobel

Immeuble Le Nobel

34000 Montpellier

FRANCE

CE c HomepoMm npoBepsaloLLero yupexiaeHus - MOATBEpPXAaeT
C € COOTBETCTBUE C HOpMamun EC






HANMMEHOBAHWE:

JlnH3a nHTpaokynsapHasa B BapuaHTe ucnonHeHna LUXGOODMM.

LUXGOOD™ B cocTaBe:

1. JInH3a nHTpaokynapHaa LUXGOOD™ TORIC YELLOW, npeaycTaHOBNeHHas B, 0iHOPa30BbI i
NHXeKTOop Ansa mmnnaHTaumm (Accuject Pro ogHopa3oBas), cepnyecKnin akBuBafAeHT oT +6,00 go
+9,00 auonTtpuin n ot +31,00 go +34,00 guontpuin ¢ warom 1,0 guontpun, ot +£10,00 go +30,00
anonTpuin ¢ warom 0,5 gnontpum - 1 6nucTep;

2. IHCTpyKLKMA NO NPpUMEHEHWO - 1 WT.;

3. KapTtouka nauueHTta -1 wr.,;

4. Camokneswnecs aTUKETKN - 8 WT.

OMNMMCAHMWE:

NHTpaokynsapHble nuH3bl  (MOJ) LuxGood™ TORIC npeactaBastoT €060 MOHONUTHbIE
3agHekamepHble MOJI, nornowatouime ynstpaguonetosoe (Y ®) nsnydyeHue, npefgHasHauyeHHble 404
3aMeHbl eCTEeCTBEHHOW /MH3bl XpycTannka Yy MCceBAOMPAKUYHBIX' B3pOC/bIX MaUUEHTOB C
npejLwecTByOWMM acturmatuamom porosuubl. MOJT LuxGood™ TORIC umeloT achepuyeckyo un
Topuyeckyto qopmy. lMpeasaputenbHo 3arpyxeHHole NOJT LuxGood™” TORIC noctaBnaioTCcsa B
cUCTeEMe UMNNAHTaUUN UHTPAOKYNSPHbIX NNH3, 06ecneynBatoLLeii 0eCKOHTaKTHY A0CTaBKY NUH3bI
B KancynspHbIn MeWwoK. TWUM NNUH3bLYKa3aH Ha 3TUKETKe Ha KapTQHHOW KOpOGKe.

PUNINYHECKUME XAPAKTEPUCTUKN:

Martepuan NnH3bI FM6Knin - rMApPotho6HbIA~ CONONNMEP aKpuia, COAepXXalluii
nornotutens Y ®-usnydeHus u  xXpomodop, (GUNbTPYHOLLNiA
CUHWIA CBET.
XapakTepucTuku matepmana  Koa®uLMEHT nNpenoMneHuns: BO BNAKHOM COCTOAHMW Mpu
Temnepartype 21°C; 1,544;
npn35°C: 1,540
CnekTpanbHblil Koadpuunent  Ana NOJ +20,0 guonTpuin 10 % nponyckaHue HafnnHe BOJHbI

NponycKaHus 396,7 HM
Cwm. PUC. 6, rae-Ha ocn X OT/IOXKeHbl 3Ha4YeHUsA ANUHbLI BOJHbI

(HM), a no ocn. Y - npo3payvyHocTb (%).
dopma noBepxHOCTN ONTUKM  AcepuyeckKas Topuyeckas

KoHurypauus Be3 Topnueckon abeppauum

Cepnyecknin aKBMBaneHT +6,00 fo +34,00 guonTpwuii ¢ warem 0,1 gnonTpumn
npu paspabotke, ¢ warom 0,5 nnn L0.zamnontpun (+6,00 go
+9,00 anontpuii n +31,00 go +34,00.gnontpuii ¢ warom 1,0
avnontpuu; +10,00 go +30,00 gnonTpuit ¢ warom 0,5 guonTtpun)

Cneundgmkaums
[wnana3oH Jonycku
6<S< 15D +0,30D
15<S<25D +0,40 D
25<5<30D +0,50 D
S$>30D +1,00D
LunnHgpuyeckas cuna +0.75D po +6.0D (war 0,25 guonTpuii npn paspaboTke)

[JocTynHble unnanmHapsl Ha peiHke: 0.75D/ 1.0D/ 1.5D/2.25D / 3.0D /
3.75D/4.5D/5.25D/6.0D
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ES < 25D ES>25D

0<C<2,5D +0,30 D +0,4D
2,5<C<4,5D + 0,40 D +0,4D
45D <C + 0,50 D +0,5D
Pasmepbl [AvameTp onTuyeckoro Tena: 6,0 Mm;

o6wuin gnameTp: 11 Mm
TonuwmHa ranTuyeckon vactu: 0,33 Mm
rantuyeckuii yron: 0°

A-KOHCTaHTa:
OnTuyeckas buometpus, SRX/T 119,2

AnnnaHaunoHHoe A- 118,8
ckaHuposaHue, SRK/T
BbicoTa cBoga -0.165 mm< BC < 0.314 MM
[dvameTp oNTMYECKOl YacTu > 4.25 MM
dopma Kpast NMH3bI HenpepbiBHbI KBaApaTHbIA Kpali Ha 3afHel NOBEPXHOCTW MO
BCEMY MepuMeTpY NUH3bI Ha 360°
OpueHTaumsa NNH3bI MepeaHAs CTOPOHA NMH3bI 0OpaLLeHa K nepefHeidl CTOpOHe rnasa.

KakTiokasaHo Ha PAC. 5, npn pacioioXXeHN OpueHTaLNOHHbIX
METOK BBepXY cnpasa (A) n BHM3y cnesa (B) nepefgHas cTopoHa
NVH3bI obpalleHa K HabngaTento.

MOKA3AHWA:

3agHekamepHble nuMH3bl LuxGead™ TORIC nokasaHbl ANg-F€PBUYHON MMNNaHTaLUW C LEeNblo
KOppeKuun 3peHns npu adakuu C NpeALecTBYOWMM acTUIMaTu3MOM POroBuLbl Nocfe yaaneHus
XpycCTanMKa C KaTtapakToW y-B3poCnblX NaumeHTOB. JIMH3a-npefHasHauyeHa A0S MMNAaHTauum B

KancynspHbliA MeLIOoK.

ycnosuma nMNPUMEHEHWA, MNMOTEHUWMAJNIBHBIE MNOTPEBUTENWN W OBJTIACTDb
MPUMEHEHWA

JIH3a npeAHa3HauyeHa A1 MepPBUYHOI MMNAAHTaLUk AN KOppeKUMn ahaknmu y B3pOC/blX NauMeHToB
C paHee CyLlecTBOBaBLUMM POTrOBMYHbLIM acCTUTMATU3MOM A/1S UCMONb30BaHMA B YCNOBUAX Ne4ebHbIX
AN NevebHO-NPOMUNAKTUYECKUX MEAULMHCKUX YUPeXAeHUA KBanuduuupoBaHHbIM XUPYProMm-

0(hTanbMOIOr QM

PEXWM PABOTHI:

MO LuxGood*"" TORIC, pa3melleHHbIe B KancynspHOM MeLlKe, AEACTBYIOT KakK MpenomMnstoLLas
cpefa c/uefiblo Koppekuun agakum ¢ npegwecteyrowmnm acturmatnamom. MOJ LuxGood™ TORIC
UMEKT S TOPUYECKYo (opMmy Ha 3afHeii ONTMYECKO MOBEPXHOCTU, a TaKXe OCeBble MeTKH,
o6e3HavaloLLMe NNOCKMI MepuauaH uuanHapa (nac  uuanHapudeckyr ocb) (PUC. 5).
ConocTaB/ieHNe 0CeBbIX METOK C NOC/E0NePaLMOHHbIM KPYTbIM MepUAMaHOM porosuubl (Lesesas ocb

pasMeLLeHuns) rapaHTUPyeT NPaBUIbHOCTb Pa3MeLL,eHNUs N ONTUMalbHble Pe3ynbTaTbl.
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MPOTUBOMOKASAHVA N MPEAOCTEPEXEHWA:

C Bpaye6HOW TOUKM 3peHus, Npu 060M 13 cnegyowmnx 06cToaTeNbCTB (HO He OrpaHUYMBasch 3TUM)
cnefyeT OLeHMBaTb COOTHOLIEHME MNOTeHUMaNbHbIX PUCKOB W MNPEMMYLLECTB: PELUANBUPYIOLLEE
TSXesoe BOCMasieHUe nepefHero Wau 3afHero CerMeHTa WaWM YBEWT; MauuneHTol, y KoTopbix NOJI
MOXET MOB/IUATbL HA CNOCO6HOCTb HabMAaTh, AMarHOCTUPOBAaTb UK NIe4nTh 3a00fieBaHNA 3aHero
CermMeHTa; XWpypruyeckme TPYLHOCTM C MOBbILEHWEM MOTeHUMana ANA OCNOXHEHWUA (Takmx Kak
MOCTOAHHOE KPOBOTEYEHMe, CYLLEeCTBEHHOE NOBPeXAeHNe pafy>XHOW 060104YKN, HEKOHTPOIPYEMOE
MONOXWUTeNbHOE [aBfIEHWe WM CYLECTBEHHbI nponanc uauM noteps CTEKAOBUAHOrO Tena u Ap.);
feopmaumsa rnasa BCleLCTBUE MpefLlecTBOBaBLUed TpaBMbl UK gedekTa pasBuTus, B pesynbraTe
KOTOpbIX Hagnexauwas ukcauns MOJ1 cTaHOBUTCA HEBO3MOXHOW; 06CTOSATENbCTBA, KOTOPbIE MOTYT
NMPUBECTU K MOBPEXAEHWIO 3HAOTENINSA B MPOLECCE MMMNMAHTALUN; NauneHTbl, Y KOTOPbIX HU 3a4HASA
Kamepa, HMW MOAACOK HeAOCTATOYHO Lenbl.gnsa obecneyeHns uKcauumn;~NoL03pPeHNE HA MUKPOOHYIO
NHDEKUNIO.

Topuyeckne WNOJ1 He peKOMeHLOBaHbI NPWU MNpeALecTBYOWEM HENpaBu/ibHOM acTUrmaTusme,
paguanbHbIX pa3pbiBaX BO BPEMS KanCyn0TOMWUWU, MOBPEXAEHUN NOSCKa, a TakXe Mpu OXuhaemow
06LIMPHOIA KancynoToMuUK.

Kak n npu nto6om XMpypruyeckom-BmelLaTe/IbCTBe, UMEET MeCTO-PUCK. MOTeHUNaNbHbIEe OCNIOXKHEHUNS
XUPYPrnUYeckKoro JeyeHMs KaTapakTbl MOTYT BK/HOYaTb, HO=“He OrpaHU4MBaThbCA ClefyHLWUM:
BTOPUYHAA KaTapakTta, BocnajeHue (MpUAOLMKAWUT, 3pavykoBas/uuKnuTHas MembpaHa, BocnaneHue
CTEKNOBUAHOIO TeNa, LMCTOUAHBIA MaKyNApHbIA OTEK, TOKCUYHbLIA CUHAPOM NepeaHEero cerMeHTa...),
KOpHeanbHOe MOBPEeXAeHUe 3HAOTEeNNA, 3HAOMTAIbMUT; OTC/IOEHNE CeTYaTKWU, OTEK=POroBuULbl,
3aKynopka 3payka, npojanc pagy>XHoi 060/104KM, TUMNOMWOH, FNaykoma, fpocavyuMBaHue paHbl,
rugema, aTpohns pagy>KHon 060104KK, NpoNanc CTEKJOBMAHOIO Tena, CMeleHne nnu-HaknoH MO,
ONTMYECKMe HanéTbl WM NOMYTHEHUS, OT6GNECKU W-BTOPUYHbIE XMPYpPruyveckune BmellaTenbCTBa
(Takve Kak ycTpaHeHWe npocayuMBaHWA paHbl, acAVpaLns CTEKOBUAHOIrO Teaa,” UPUAIKTOMMUS,
nepeycraHoBka unu:zameHa NOJI, penapauuma OTCAOEHNSA CETUATKN U 4p.).

WNOJT cnepyer MMMAaHTAPOBaTb B COOTBETCTBWMW: CO CNeAYHOLWMMN yKasaHUaMU. HenpaBuibHoe
MCNOMb30BaHME MOXET YrpoXaTtb 340p0BbI0 NaueHTa.

He wcnonb3oBaTs WNOJI, CTepubHOCTb WJW._Ka4yeCTBO KOTOPOW HaxofATes Moj COMHEHWEM B
pe3ynbTate NEBPEXAEHUS YNAaKOBKN.

He nbiTaliTeCb BUAOM3MEHATb UIN NMepeaenblBaTb YCTPOWCTBO UM €r0 KOMITOHEHTbI.

He ncnonb30BaTb Nocne UcTeyeHUs CPOKa-rofgHoOCTHU.

He ncnons3oBaTh 6€3 BUCKO31aCTUYECKOFO pacTBopa.

He ncnoas3oBaTh NOBTOPHO. MOBTOPHOE MCMONb30BaHME MOXET YrpoXaTh 340POBbI0 NauMeHTa.

He ctepunusyiite NOJ1 NOBTOPHO, MOCKO/IbKY 3TO MOXET MPUBECTU K HeXefaTe/lbHbIM NOBOYHbIM
alhpekTam.

He uMnnaHTUpPyinTe NMH3Y B NEPEAHIOND KamMepy WK B LUAMapHy+0-60po3ay.

BpaweHne nuH3bl LuxGood~” TORIC no OTHOWEHMKO K LUeneBoO OCM MOXET CHU3UTH

3D(heKTUBHOCTb €e KOpPeKLMn acTurmaTunsma.
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Yrnosoe cwmelleHne 6onee 30° MOXeT MPMBECTM K YBE/IMYEHWIO MOC/NEONEPALNOHHOM
UMnMHapuYeckor pedpakumu. Mpn He06XOAMMOCTY NepeycTaHOBKM NINH3bI ee CnefyeT NpoBOAUTb
KaK MOXHO paHblle, 0 MHKAMNCYNALnUmN JINH3bI.

YTunumsauma cucteMbl MMnaaHtTauun ana ssegeHus NOJ1 fo/KHA NPOBOAUTLCA B;COOTBETCTBUM C
MECTHbIM  33KOHOJATeNbCTBOM 0  MEAMLMHCKMX  0TX0fax, XapaKTepusytoUUXCcHd  PUCKOM
NHUUmpoBaHusa. Cuctema nmnnaHtaumm MOJ1 nocne ncnonb3oBaHUA KnacCUMUOMPYETCS Kak Knacc
0TX0f40B b 1 fo/MKeH 6bITb YTUAM3MPOBAH B COOTBETCTBUM ¢ CaHlMuH 2.1.3684-21.

He ncnonb3yiiTe gaHHble pepakuumn Ang pacyeToB, NOCKONbKY Hannymne acTUrmaTm3ma B ygansieMom

€CTECTBEHHOM XPYCTa/IMKe MOXXET MOBANATL Ha PE3YNbTAThI.

MEPbI MPEAOCTOPOXHOCTW:

o XpaHuTb nNpuM KOMHATHON Temnepatype. He 3amopaxuBaTtbs/;PekomeHpauun: WN3berainte
Temnepartypbl HUXe 5°C v BbiLe 45°C:

e MNON LuxGood™ TORIC, =cbanaHCMpOBaHHbLIA CONEBOW= pacTBOP W  WUCMNOJIb3YEMbI
BMCKO3/M1aCTUYECKNIn pacTBOp Mnepes MPOBeAeHMEM XMPYPruveckoro BMmellaTenbCTBa AO/KHbI
XPaHWUTbCA B TeYeHMe Mo KpaviHel -mepe 30 MUHYT Npu Temnepatype MuHuMym 20°C.

o Ana MnaaHTauMm UHTPAOKYIAPHbLIX IMH3 HEOBX0AUM BbICOKUV YPOBEHb XMPYPrMUYECKUX HaBbIKOB.
Mpexzae 4eM NpUCTynatb K UMMAAaHTaUUN MHTPAOKYNAPHbLIX JIMH3, XUPYPT LO/MKEH MPOATU NOMHbIN
KypC 06y4yeHus.

* Mepes BCKPbITUEM 3aU4UTHON YNAKOBKW U WHAWBUAYANLHOTO CTEPWSIbHOTO MakeTalébnmcTepHol
YNakoBKW cnefyeT npoeepuTb mogenb NOJ, eé oNnTUYECKYIO CUY U CPOK FOLHOCTH.

* CTEPUNbHOCTb U3LEANUA rapaHTUPYeTCa TONbKO NMPW/ CO6MI0LEHUN LLeIOCTHOCTU UHAUBUAYANbHOIO
CTEPUNILHOIO NakeTa.

e O6pallaTbCa C AUH30W CnefyeT OCTOPOXHO, YTO6bI M36eXaTb MOBPEXAEHUIN MOBEPXHOCTN WK
ranTuku.

» CnefyeT TWATEABHO NPOMbITh MOJ1 nepea uMmnnaHTaumein. He samauynBaTbi-He npombiBaTh NOJ1 B
Kaknx-nno6o gpyrux pacteopax, Kpome CTepUIbHOro c6anaHCMpOBaHHOIO COJIEBOrO pacTBopa.

» Cnepyet HafeXXHo y6eAnTbCA, YTO IMH3a AOTHOCTbLIO UMMNIaHTUPOBaHa B Kancy/apHbIA MeLIOK.

* B cnyvyae ApoBefeHNs 3a4Hel Kancyn10ToMUM C MOMOLLbIO 1a3epa Ha UTTPU-aNtoMMHMEBOM rpaHaTe
{YAG-nasepa), Heobxoanmo obecrne4ynib (POKYCMPOBKY fyya nasepa HECKONbKO No3afu 3agHei
Kancysi,

* NHAMBNAYanM3aLmnto Xmpypruyecku, BbI3BaHHOro acturmaTusma (XBA) pekomeHgyeTca NpoBOAUTD
NCXOAA U3 MHAMBUAYANbHON XUPYPTUYECKON TEXHUKMN U paHee NOMYYEeHHbIX pe3ynbTaToB, NOCKO/bKY
pasMep W pacnosioXXeHWe XMPYPruyeckoro paspesa MOryT MOBAMATb Ha BbIPAXEHHOCTb M 0OCb

nocneonepaynoHHOro actmrmatn3mMma porosuibl.
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» 1N NONYYEHUS ONTUMANbHbBIX Pe3yNbTaToB CAeAYeT YUNUThbIBATb 3aAHWUI aCTUIMaT3M POTOBULLbI.

e [N MONHOrO ypAaneHWs BWUCKO3NacTUKa C MepeaHeli U 3afgHeil MOBEPXHOCTEN 41WH3bI Mmocne
MMNNaHTaLMU B KancynspHblii MewWwok cnefyeT cobntofaTb OCTOPOXHOCTb, YTOObIHE MepekayaTb
KancynsipHbllii MELLOK, a Takxke y6eanTbCcs B TOM, YTO B KOHLe BMeLlaTe/IbCTBa paHa [epMeTM3npoBaHa.
OCTaTOYHbI BWUCKO3NACTUK, MepeKauymBaHMe WM OTAeNsemMoe K3 paHbl MOTYT.'cnoco6CTBOBATb
YINI0BOMY CMELLEHMIO NNH3bI OT LieNeBOI OCK PasMELLLEHUS.

e CnepyeT cobntogaTb ocobble Mepbl MPeAoCTOPOXHOCTU, YTOGbI rapaHTMPOBaTb NPaBUALHOCTb
OpMEeHTaUUM TOPWUYECKUX NIMH3 HA LENeBOM OCU pasmelleHUs B KOHLe XUPYPruyeckoro

BMeELLaTeNbCTBA.

YMAKOBKA (KOMMNJIEKT MOCTABKW) N CTEPUNTN3ALUNSA:

MO LuxGood*™ TORIC nHaMBMayasbHO ynakKoBaHbl U NpeaBapuUTENbHO YCTAHOB/IEHbI B CUCTEMY
nMmnnaHTauum Accuject Pro B 6incTepHOl ynakoske. Bce Mogenu NnoeTaBnaoTCA B CyXOM BUJE, U UX
cnepyeT OTKPbIBATb B CTEPUNIbHBIX YCN0BUAX. Ana obecneyeHus oTcnexumsaemoctn MOJ1 KapToHHas
KOopo6Ka cHabXeHa KapTO4YKOl NauneHTa u caMmoKeWnumMmncs aTukeTkamun. Pasnnynsie mogenu MOJ
MapKMpyrTCa Mo chepnyeckoMy 9KBMUBANIEHTY U LUIUHAPUYECKQW ONTUYECKOW cune. Cheprnyeckuit
9KBMBANIEHT COOTBETCTBYET ONTWYECKOW cufe, NONYYEHHOW €-NOMOLLbI BO0NbLINHCTBA pPacyeTHbIX
thopmyn.

Bce mogenu cTepmnm3yoTca OKCUAOM 3TUSIEHA.

B ynakoBke cofep>aTcCs:

- JlnH3a WHTpaoKynspHasd, npeaycTaHOB/ieHHas B ‘O4HOPA30BblA WHXEKTOP ANg~WMMNNaHTauumn
(Accuject Pro ogHopasosas) -1 6nauctep;

- NHCTpYKLMS No NpUMEHEHnIo - 1 WwT.;

- KapTouka nayuneHTa> 1wWT.;

- CamoKnesawnecs 3TUKeTKN - 8 LWUT.

YKA3AHNATIO NCMOJIb3OBAHWIO:

1. Mepepn onepaumein Bpady cnefyeT OnpeaennTb ONTUYECKYO CUNY NNaHUPYEMbIX K UMMAaHTaLuu
NNH3 C MOMOLLbIO METO0B pacyeta U TOUHbIX W3MEPEHMIA GMOMETPUN; B 3aBUCMMOCTM OT OMbITa
XVpypra,_npeanouTeHnidA W/MAM ¢ MOMOLLbIO TOPMUYECKOro KanbKynsTtopa. PekoMeHAoBaHHble
3HAYEHUST A-KOHCTAHT, YKa3aHHble Ha'KapTOHHOW KOPOGKE C NIMH30M, SIBNSI0TCA OPUEHTUPOBOYHBIMMU,
2. Mepen Hayanom onepayum onepupyemblii rnas cnegyeT pasmeTUEb:(COrnacHo NPeanoyYTUTEbHOMY
MeTO/y [laHHOTO0 Bpaya) A8 YeTKOFO YKa3aHus LIeNIeBOI OCU pas3MeLL,eHNs.

3. Mepea MNAaHTaLWeR NMH3bI CNefyeT 0OCMOTPETb YNAKOBKY U BbIICHUTbL €€ MOfE/Nb, ONTUYECKYIO
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cuny (Chepuyeckuid 3KBMBANEHT W LUUIWHAPUYECKYIO CUNY), CPOK TOLHOCTUM W Hagnexalyyto
KOHUrypayuio.

4. OTKPbITb KapTOHHYH KOPOOKY ¥ OCMOTPeTb CTepWIN30BaHHYK O/INCTEPHYIO YNakoBKY,
cofiepXallyto NUH3Y W CUCTEMY WUMNMaHTauuu. Y6eauTecb, 4YTO COAEPXKMMOE ;HE MOBPEXAEHO.
Y6enntecb B TOM, YTO MH(OPMALMA HA 3TUKETKe BNIMCTEPHOM YNAaKOBKM COOTBETCTBYET MH(OPMaL MK
Ha BHellHell KOpPOOOYHOW YMaKOBKE W Ha CaMOKNeAWMXCA 3TUKeTKax. BCKPbITb 6GAUCTEPHYIO
yNakoBKY Takum 06pa3oM, 4T0oObl YCTPOMNCTBO OCTa/IOCh B CTEPU/ILHOM MOJE.

5. OcMOTpeTb YCTPONCTBO M Yy6eAWTbCA, YTO OHO He NOBPeXAeHOo. JINH3Y cnefyeT TuaTenbHO
NMPOMbITb C6aNaHCMPOBAaHHbLIM CO/MIEBBIM PACTBOPOM MYyTEM OMOMACKMBAHWUSA,HEPE3 KOHUYNK KapTpuaxa
(PUC. 1) n c KoHua 3arpy3o4Hoii kamepsl (PNC. 2). CnegyeT 0653aT€1bHO 06ecneynTb MOMHYIO
rmapatauuto KapTpuaxa u 3arpy3odHoi kamepbl. Mogoxante B TeyeHNE- 30 cekyHa. VIHCTpyKumm o
TOM, KaK NMOMHOCTbO MOArOTOBUTL YCTPOMCTBO K MMMAAaHTaLWKW, He npykacasacb K nosepxHoctu NOJ,
CMOTPUTE Ha NpuiaraeMblX PUCyHKax:

PUC. 3: 3aKpblTb KPbI/bIWKY 3arpy304HOi Kamepbl. Mpu cpabaTbiBaHUM MexaHM3ma (uKcauum c
3allle/IKOM NMH3a HagéXHo PUKCUPYeTcs Ha MecTe.

PWC. 4: HaHecTun pacTBOp BUCKO3MACTMKa Yepe3 KOHUYNK KapTpuika. Y 6enTbCA, YTO BUCKO3NACTUK
LLe/IMKOM 3amno/HU KOHYUK UHXEeKTopa. JInH3a rotosa AN MMANAHTaLMWN.

6. BbINONHUTD UMNNAHTALMIO IMH3bl B MaKCMManbHO KpaTyaiilliee BpeMs nocsie nosiHoM nojroToBKu
JINH3bI.

7. BBECTN KOHYMK KapTpuaKa B pa3pe3 C HAKNOHOM HaKOHEYHMKA UHXEeKTopa, 06paLléHHbIM K rnasy
nauuneHTa. MpoaoNXUTE;OCTOPOXKHO, HO HENPEPbLIBHO HAXMMasA Ha MOpPLLEHb, A0 YCTaHOBKMW INH3bI B
KancynsapHblA MeLL oK,

8. YTunusnpyite cUCTemMy MMnaaHTaLum.

9. JlnH3y cnegyer. MMNNaHTUPOBaTh TakK, 4TOObLL ‘ee nepefHsAs MOBEPXHOCTL 6Oblna obpalieHa K
nepegHeii nosepxHocTn rnasa. OpueHTtauns VIOJS1 MoXeT 6biTb NMpoBepeHa BM3yaibHbIM OCMOTPOM
ranTuku. Kak nokasaHo Ha PVC. 5, korja rantmyeckue BCTaBKM pacrnonioxeHdsl BBepxy crnpasa (A) u
BHU3Yy cneBa (B), nepefHAs cTopoHa NMH3bI 0OpaLleHa K HabntogaTento.

10. ConocTaBbTe MeTKU oceit IOJ1 ¢ pasMe4eHHoI npeanonaraémMoil 0Cb YCTaHOBKY.

puc. 2 puc. 3
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CnepyeT ucnonb3oBaTh TONbKO PacTBOP BUCKO3/acTUKa HWU3KOW WM cpefHeW BaskocTu. CnepyeT
MCNONb30BaTb TONbKO CUCTEMY WMMAaHTAUWW, MpPefoCTaBleHHY BMECTe C MpeABapuUTeNbHO
3arpy>XeHHon nuH3oh LuxGood*"TORIC)

B0O3MOXHO npoBefeHMe pasIMYHbIX XUPYPrUUYECKUX BMeLLaTeNbCTB, W XUPYPr LO/KEH Bbl6paTh
npoueaypy, NOAXOAALLYIO ANA NaLNeHTa.

O no6bIX Cepbe3HbIX MHUMAEHTAX, CBA3AHHbIX C YCTPOCTBOM, C/IEAYET YBeAOMIATL NPOMU3BOAUTENS

N KOMNETEHTHbI roCyapCTBEHHbI OpraH, B KOTOPOM 3aperucTpupoBaH Mosb30BaTesb.

CMMBONbl, NCMNOJNTb3YEMBIE HA 3TUKETKAX:

CumBon OnwucaHune

YGOODT HassaHune mogenu

D OunonTtpusa

®hB OnTnyecknin guameTp
T O6wuii gnameTp

SE Chepnyecknii 3KBUBANEHT
CYL LnnuHppnyeckaa cuna
SPH OnTunyeckasa cuna

11 Mm O6wuin gnameTtp

6 MM OnTUYeCcKnii guameTp
1 l CepuiiHbli HOMEP

Mcnonb3oBars; 10

I rfl Homep no'katanory
CI-O [laTa Npou3BoACTBa
Nort
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A-Constant (est)

BTCM.(DO

A-KOHCTaHTa

CTepunusauus ¢ NpUMeHeHnem 3TUNeHOKCUaa

HE VCIMOJIb3OBATb MNPV MOBPEXAEHNN YTTAKOBKN

HE CTEPUJTM3OBATbL NMOBTOPHO

HE MCIOJ/Ib3OBATbL NMOBTOPHO

Cutting Edge S.A.S.
770 rue Alfred Nobel
Immeuble Le Nobel
34000 Mon”ellier
FRANCE

CE c HOMEpOM TMpOBEPAKOLWEro y4ypexneHns - NOATBEpPXKAaeT
COOTBETCTBUE C HOpMamn EC

Mepes NPUMeHEHMEM CrefyeT O03HAKOMWUTLCA C WHCTPYKLUMeid no
NMPUMEHEHWM IO

TemnepaTypa XpaHeHus 0T +5°C 0 KOMHATHOI TemnepaTypbl

OCTOpOoXHO! O6paTUTECh K MHCTPYKLAM MO NPUMEHEHWIO

MEPEYEHDb HAUWMOHANBbHbBIX 7 MEXAYHAPOAHbBIX HOPMATWBHbLIX
OJOKYMEHTOB/CTAHAOAPTOB, KOTOPbIM _ COOTBETCTBYET MEAULWMHCKOE

NW3OAENMWNE

CraHpapThl

EN ISO 13485:2016

ISO 10005:2005

ISO 2859:1:1999/A1:2011

EN 1SO"3951-1:2014

EN ISO 15223-1:2016

OnucaHune
KAYECTBO

W3genns megnumnHckme. CreTeMbl MeEHe)XMeHTa KadecTBa. TpeboBaHuA ansa Lenei
perynnposaHus

Cuctemsbl ynpaBsneHnsa, KavecTBoM - PYKOBO/LCTBO MO njaaHaM KayecTsa

BbIBOKOYHbI KOHTPO/b

Mpoueaypbl BbIGOPOUHOr0 KOHTPONA no aTpubytam:Mactb 1 Cxembl Bbl6OPOYHOrO
KOHTPONS, WHAEKEWPOBaHHble N0 npegeny npueMoyHoro kadvectsa (AQL) fna KoHTpons
KaXXA0i napTuu

Mpoueaypbl BEIGOPOYHOr0 KOHTPONSA A1 KOHTPONS [0 nepemMeHHbIM. YacTb 1.
Cneundurkaumns ‘nnaHoB OAUHOYHOTO KOHTPONSA, UHAEKCMPOBAHHbLIX N0 NPUEMOYHOMY
npegeny kasectsa (AQL), ANS KOHTPONS NapTMn:3a NapTWein No 04HOW XapaKTepucTuke
KayecTBa u.ogHomy AQL

MAPKNOBKA N UHPOPMALILA

Fpaq)mqecwle CMMBOJIbI ANA UCMNOJIb30BaHNA B MapKMPOBKE MeAULMHCKNX I/I3,EI,EI'II/II7I
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EN 1041:2008/A1:20]3

EN 1422:1997/A1:2009

EN 556-1:2001/AC;2006

ENISO 11135-1:2007

ISO 11135:2014

EN ISO 11138-2:2009

EN ISO 11737-
1:2006/AC:2009

EN ISO 11737-2:2009

EN ISO 14971:2012

EN 62366-1:2015

EN ISO 10993-
1:2009/AC:2010

EN ISO 10993-3:2014

EN ISO 10993-5:2009

ENISO 10993-6:2017

EN ISO 10993-
7:2008/AC2009

EN ISO 10993-10:2013

EN ISO 10993-12:2012

EN 1SO (10993-17:2009

EN 1SO+~10993-18:2009

EBponeiickasa tapmakones

2.6.14

WHhopmaLms, noAroTaBiMBaemMas NpoM3BoAMTENEM, CONPOBOXAatOLLAs MeULiMHCKNe
n3genus

CTEPUTN3ALNA

CTepunmsatopbl Ans MeguUMHCKMX Leneid. CTepunnsaTopbl Ha OCHOBE OKCMAA 3TU/EHa.
Tpe6oBaHUsA U METOAbI UCMbITAHWIA

CTepunusaumna MeAULUHCKUX U3aenunid. TpeboBaHWs K MeAULVHCKUMU3LenaM,
0603Ha4aeMbIM Kak «CTEPUJIbHBIE». YacTb 1 Tpe6oBaHUS K OKOHHATENbHO

CTEPUIN30BAHHBIM MEANLIMHCKMM YCTpOCTBaM

CTepunusauus MeAMLMHCKOW npogykumm. ITtuneHokeng. /Macte 1 TpeboBaHus K
pa3paboTKe, BanMaaLMn 1 TeKyLLemMy YnpaBneHuo NpoLecCoM;CTepunmn3aLmm MeauLmHCKuX
n3penuii

CTtepunmsaumsa  MeguLMUHCKONA npogyKuun. 3ITuneHokcug./“TpeboBaHMs K pa3paboTke,
BaNNAALMM U TEKYLLEMY YNPaBIeHNIO NPOLIECCOM CTePUA3aLUN MeANLNHCKUX N3aennit

CTepunusauus u3fennii MeAMLMHCKOTO HasHauyeHus/ 7= BuouHaukatopoB - YacTb 2
Buonornyeckue MHAUKATOPbI A1 MPOLECCOB CTEPUN3ALIN OKCUAOM 3TUNEHA

Crepunusaumst (MeAMLMHCKMX U3denuii. Mwukpo6uonornyeckre Metoabl. YacTb 1
OnpepgeneHne NORyNALMM MAKPOOPraHW3MOB Ha NPOAYKLUMM + TexHUUeckoe ucnpasneHue 1

CTepunusaums MegMUNHCKNX U3gennin. Mukpoouonarnyeckue metogpsl. Yacts 2. McnbiTaHns
Ha CTepUILHOCTL, NPOBOAUMbIE MPWU OMpeAeneHUn, BaiMgaLMmn n 06CnyXmBaHUM npouecca
cTepunn3aLmmn

YTMPABJIEHVNE PUCKAMU

WN3penns mMeauumHckme. MpuMeHeHVe MEHEAXXMEHTA pUCKa K MEANLMHCKAM U3AeNNAM
MN3peaus MegmMumHckue. MNpoeKTUPoBaHNE-MEANLIMHCKNX WU3LENnii C yueTom
aKenayaTaLMoHHON NPUrogHOCTH

BVONTOTMUYECKAA BESORACHOCTb

QueHKa 6MONOrMYecKoro feiicTens MeaULMHCKUX 3aenuid. Yacts 1
OueHKa U UccnefioBaHUs TeCTMPOBaHMe B paMKax MpoLecca MeHeA)KMeHTa pUcKamm

OugeHKa 610N0rMYecKoro JencTBUS-MeANLIMHCKNX n3aenunin, YacTtb 3.
ViccnenoBaHUA reHOTOKCUUYHOGTUA, KaHLEPOreHHOCTW M PENPOAYKTUBHOW TOKCUYHOCTH

OueHKa 61M0N10rMYecKoro aeiicTenus MefuLUHCKUX n3gennin. Yacts 5.
MccnefoBaHMs Ha LMTOTOKCUMYHOCTb METO/bI in Vitro

OLleHKa 610/10rMYecKoro AeieTBusa MeJULIMHCKUX U3aenuwii. YacTe 6. VccnegoBaHns Ha
MECTHOTr0 BO3JeNCTBMSA NOENe’ MNIaHTaLuu.

Buonormyeckas oLeHKayMeaULMHCKUX YCTPOICTB - YacTb 7: QCTaTKM CTepunmn3auum
3TUNEHOKCNOM

OLeHKa 610N0rMYecKOro AeicTBIUS MefULUUHCKUX u3genuid. Yactb 10. ViccneoBaHus
Pa3apPaXKAKOLLErO W CEHCUBUNN3NPYIOLLErO AeldCTBNS

OueHka 610/10rMYECKOro AencTens MeaULUHCKUX n3geanid. Yactb 12. MpurotoBneHmne
Npo6 M KOHTPO/IbHBIE 06pasLbl

OugHKa 6UONOrNUYEeCcKOro AencTBMs MeaNLMHCKMX u3aenunin. Yactb 17. YcTaHOBNEHUE
MOPOTroBbIX 3HAYEHNIA ANS BbIMbIBAEMbIX BELLECTB

OLeHKa 61M00MYECKOr0 AefiCTBUA MeaULMHCKNX 13aennii. Yacts 18. MccnefosaHue
XUMUYECKUX CBOVCTB MaTepuasnos

bakTepuassHble 3HLOTOKCUHBI
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EN ISO 11607-
1:2009/A1:2014

EN ISO 11607-
2:2006/Al:2014

EN ISO 11979-1:2012

EN ISO 11979-2:2014

EN ISO 11979-3:2012

EN ISO 11979-
4:2008/Al:2012

EN ISO 11979-5:2006

EN ISO 11979-6:2014

EN ISO 11979-
8:2015/A1:2011

MEDDEV. 2.7.1 sep.4

EU 0JC226 ot 10/07/2015

[unpekTrBa 0 MeANLMHCKNX
nsnenunax 93/42/EEC
1993L0042-EN-
11.10.2007005.001-1

YMNAKOBKA
YnakoBKa s MegULMHCKUX U3AENUiA, nognexawmnx GUHULLHOW cTepunu3aumm - Yactb L
TpeGoBaHUs K MaTepuanam, CTepuUibHbLIM CUCTeMaM 6apbepa W CUCTEMan-YAaKOBKM

YnakoBKa Ans MefULUHCKUX U3Lenunid, Noanexawnx hUHULIHON CTepUAn3aLuu.
YacTb 2. TpeboBaHMs K BaMAaLUN NPoLECccoB (POPMUPOBAHUA, TEpMeTHU3aLmmn n coopku

MHTPAOKYNAPHBIE JTIMH3bI

MMnnaHTatbl opTasibMosiornyeckume. HTpaokynspHole NnH3bl. Yaets 1. TepMmuHonorus

MMnnaHTaTbl odTasibMonoruyeckve. WHTpaokynspHble nuMH3bL.) YacTb 2. ONTHUYecKue
CBOICTBA U METOAbI UCNbITaHUIA + TexHUUeckoe ucrnpasneHue /4

VimnnaHTatbl opransmonornyeckue. MHTpaokynsapHble NMH3bL MacTb 3. MexaHnyeckune
CBOICTBA ¥ MeTOAbl UCABITaHNIA

MmMnnaHTatbl ofTagbmenornyeckne. VIHTpaokynsipHble NuH3bl. YacTb 4. STUKETUPOBaHME U
NH(opMaLms

MmMnnaHTaTbl ohTansMonornyeckue. VIHTpaokynspHsle AMH3bL. YacTb 5. Buonoruyeckas
COBMECTUMOCTb

MMnnaHTaTbl ofTanbMonormyeckme. VIHTpaokynspHsie nH3bl. YacTb 6. CpoOK FofHOCTM K
CTabUNLHOCTb/MPY TPAHCTIOPTUMPOBAHNU

MMnnaHTaTbl 0fTanbmMonoruyeckne. BHyTpurnasHble nH3bl. Yactb 8. OCHOBHbIE
TpeboBaHus

KNMMHUYECKAA OLIEHKA

PYKOBOACTBO MO KAWHWYECKON OLEHKE MEAWLMHCKUX W3[ennii - pyKOBOACTBO AN
NpoW3BOAUTENEl W YNONHOMOUYEHHbIX OPraHoB

CE

KommyHukaums Komuccmm B pamkax peaiusaunn Qupektunsbl Coseta 93/42/E3C 0T 14 nioHA
1993°T. 0 MeAULIMHCKINX YCTPOMCTBAX

Ohpektnea Coseta 93/42/E3C o7 14 wmoHs 1993 r. 0 MeAMLMHCKKUX=YCTPONCTBaxX ¢

nonpaeBKamy, BHeCeHHbIMK [upekTBoii M5 2007/47/EC EBpoOnenckoro napnamMeHTa u
CoBeTa 0T 5 ceHTA6pAa 2007 T.
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BAUSCH-I1-LOMB

JInH3a NHTpPaoKyapHaa B BapuaHTe ncrosiHeHna LUXSMART ™

WHCTPYKLWSA NO NPUMEHEHMIO
[lononHeHNe KMHCTPYKLUNUN NO MPUMEHEHNIO



MHCTPYKLUUS MO NPUMEHEHMIO

(Mpu nocTasKe n3genus B PO npuopuTeTHOI ABASeTCA UHGpopMaL N,
cofep>Kalasncs B 4ONONHEHUN K UHCTPYKLWAN NO NPUMEHEHUIO)

LUXSMART™ Preloaded Tone

ACOEPNYECKAA TOPUNUECKAA NNH3A
Mopgens YSMARTT (npeaBaputenbHo 3arpy>eHHaa rugpoobHas nuHsa LUXSMART™ TORIC)

OMMNCAHMWE:

WNHTpaokynsipuble nuH3bl  (NOJ1) LuxSmart® TOR1C npeacTaBnsiioT €060 MOHOMUTHbIE
3afiHekamepHble NOJ1, nornowatowmne yasTpapmnonetosoe (Y P) nsnyyeHue, npefHasHayeHHble A4
3aMeHbl eCTEeCTBEHHOW NMH3bl XpyeTannka Yy NCceBAOPAKUYHBIX ~B3POC/AbIX MNaLMEHTOB C
npejLwecTBYOWNM acTUrMaTuamMom porosuubl. MO LuxSmartM“TORIC nmetoT aceprnyeckyto u
Topuyeckyro dopmy. MNpeaBaputensHo 3arpyxeHHble O LuxSmart™* TORIC noctaBnawTCcA B
cucTeme MMMAaHTaLUM MHTPAOKYASIPHbLIX NMH3, 06ecneynBatoLe-6eCKOHTAKTHYH AOCTaBKY /INH3bI

B KancynspHbllii MewWwoK. Tun NnH3bl YKasaH Ha 3TUKETKE Ha KapTOHHO KOpo6Ke.

PNINYHECKNE XAPAKTEPUCTUKI:
Matepuan nnH3bI FMokuin  rnapodobHbIA  cononumep akpuna, Ccofepxaliuii

nornotutens Y®-uznydyeHns u Xpomodop, QUAbLTPYHOLLNIA
CUHWI CBET.

XapakTepucTuky matepmana  KoagpduuneHT nNpenomMneHns: BO BAAXHOM (COCTOAHWM Mpw
Temnepatype 21.°C: 1,544,
npn35°C: 1,540

CnekTpanbHblid Koaduumnent  Ana MO +20,0 guontpuit

nponycKaHus 10 % nponyckaHue Ha ANnHE BOMHbI 396,7 HM

Cm. PNCT6, rae Ha ocn X OT/IOXKEHbI(3HaYeHNA ANWHbI BOJIHbI
(Hm), @no ocn Y - npo3pavyHocTb (%)

®opmMasAOBEPXHOCTU ONTUKU  Achepnueckas Topuyeckas

Cepnyeckmnii aKBMBaneHT +6,00'p0 +34,00 gnonTpuii
Lvnuuapuueckasa cuna +0,75 po +6,00 antp
Pasmepbl LnameTp onTuyeckoro Tena; 6;0:mm;

O6wwmin gnameTtp: 11 Mm
Fantuyeckuii yron: 0°

OpueHTaLnsa NUH3bI MepeaHAs CTOPOHA NMH3bI 06palleHa K NepefHeil CTOpoHe rnasa.



Kak nokasaHo Ha PUC. 5, npy pacnosioxXeHnn opueHTaunoHHbIX
METOK BBepxy cripasa (A) n BHu3Yy cnesa (B) nepefHasa cToOpoHa
NNH3bI o6pallleHa K HabngaTento.

MOKA3AHWA:

3apHeKkamepHble NMH3bl LuxSmart~™ TORIC nokasaHbl gnd NEPBUYHON UMMAAHTaLUMM C Lefbto
KOppPeKLMUn 3peHns npu agakmm c NpeaLuecTBYOWMM acTUTMaTU3MOM POrOBULbBI NOC/e yAaNeHns
XpycTannka C KaTapakTOW Yy B3pOC/bIX MayueHTOoB. JIMH3a npeAHasHavyeHa ANA MMNNaHTauum B

KancynspHbIi MeLoK.

PEXNM PABOTHI:

NON LuxSmarfA TORIC, pa3MeLleHHble’ B KancylspHOM MeLlKe, AeACTBYIOT KaK Mpenom/stoLLas
cpefa c Lenbio Koppekuuu agakuy ¢ npepwecTeywum acturmatuamom. MO LuKSmart™* TORIC
MMeT TOopu4Yeckyro (HOpMy Ha 3agHeil ONTUYECKON MNOBEPXHOCTW, a TakKXKe OCEBble METKW,
o6o3HavalowiMe NNOCKMIA MepuaguaH uwnuHapa (nnwc uuauHapuyeckyto ocb) (PUC. 5).
ConocTaBneHne 0CeBbIX METOK C f10C/1e0nepaLMOHHbIM KPYTbIM MEPUANAHOM POroBuLbl (LeneBas ocb

pasMeLLeHns) rapaHTUpPyeT NPaBUNbHOCTb pPa3MeLLeHNs 1 ONTUMANbHbIE Pe3y/bTaThl.

MPOTUMBOMOKA3AHUA U MPEAOCTEPEXEHWNA;

C Bpa4yeOHOW TOYKKN 3peHUs, Npu N1060M 13 crnefyowmnx 66CToATeNbCTB (HO He OFpaHUYMBaACH 3TUM)
cnefyeT OLeHMBaTb COOTHOLIEHME MOTEHUMaNbHbIX PUCKOB W MPEeMMYLLecTB: peuugunsupytoLiee
TAXesI0e BOCNasieHne [MfepefHero WavM 3afHero CerMeHTa WUanM yBewuT; nauumeHTbl, yskoTopbix NOJI
MOXET MOB/INATb Ha CMNOCO6HOCTL HabnAaTh, AMAFHOCTUPOBATL UK NeYnTb 3a60/1eBaHNA 3a[HEro
CerMeHTa; XUpypruyeckme TPYAHOCTU C MOBbIEHWEM MNOTeHUMana AN OC/MOXHEHUA (TakMx Kak
MOCTOAHHOE KPOBOTEYEHUE, CYLLEeCTBEHHOE MOBPEXAEHNE pafy>KHOW 060/104KU, HEKOHTPOIMPYyeMOe
MONOXWUTeNIbHOE~AAaBNEHMNE WM CYLLECTBEHHbIA Nponanc uanM noteps CTEKA0BUAHOrO Tena v Ap.);
fgetopmaumsa rAasa BCAeACTBUe MpeluecTBOBaBLUEl TpaBMbl UAN AedeKTa-Pa3BuTUA, B pesyfibTaTe
KOTOpbIX HagAexawas ukcaumsa NOJT cTaHOBUTCA HEBO3MOXHOW; 06CTOATENLCTBA, KOTOPble MOTYT
NPUBECTU KINOBPEXAEHNIO 3HA0TENNSA B APOLECCe MMNAAHTaLUKN; NauueHTbl, Y KOTOPbIX HU 3afHAS
Kamepa, HU MOACOK HeJ0CTaTOUYHO UenbhAns obecneveHns ukcaunn; mofo3peHne Ha MUKPOOHYIO
NH(EeKLNHO:

Topuyeckne WOJ1 He peKOMeHAOBaHbl Mpu npeALlecTBYIOLWEM HenpaBuUIbHOM acTUrmMatusme,
paguanbHbIX paspbiBax BO BPeMs KafCy10TOMUMW, NOBPEXAEHUN-ROACKA, a TakXe Mpu 0Xnaaemol
OOLLVPHON KancynoToMum.

Kak v npy nto60mM XMpypruyeckoMm BMeLLaTe/IbCTBE, UMEET MeCTO pUCK. MoTeHLMaNbHbIe OCTIOXHEHNSA

XUPYPrnyeckoro neyeHna KatapakTbl MOryT BK/AW4YaTb, HO HE OrpaHh4mBatbCa cCaeayrolinm:



BTOPMYHAs KaTapakTa, BocnaneHve (MPUAOUMKAWT, 3pavykoBas/uMKNMTHas membpaHa, (BocnaneHue
CTEKNOBUAHOIO Tena, ULMCTOUAHbLIA MaKynsipHbIA OTEK, TOKCUUYHbIA CUHAPOM MepefHere,CerMeHTa...),
KOpHeanbHOe MNOBPEeXAeHWe 3HAOTeNUd, IHAOPTANbMWUT, OTCNOEHME CEeTYaTKW, OTEK POroBULbl,
3aKynopka 3payka, npofianc pagy>XHoi 0060/04KW, TUMOMNWUOH, FNayKoMa, npogcadyunBaHue paHbl,
rnema, aTpodumsa pagy>XHoi 060104KK, Nposanc CTEKN0BUAHOIO Tena, CMeLleHne uamn HaknoH NOJ,
ONTMYECKMe Hanétbl UM NOMYTHEHMUSA, OTOMIECKM W BTOPUYHbIE XWPYpPruyeckue BMmellaTenbCTBa
(TakMe Kak yCTpaHeHWe mnpocayMBaHUA paHbl, acnupauus CTeKJOBUAHOrO. Tena, WUPUAIKTOMUSA.
nepeycraHoBka unu 3ameHa VOJI, penapaumsa OTC/I0EHUA ceTyaTKu U 4p.).

MO cnepyeT MMnnaHTUpoOBaTb B COOTBETCTBUM CO CleAylOWUMU YyKa3aHuamun. HenpasunbHoe
MCNONb30BaHMe MOXET YrpoXaTb 340pOBbIO- MaLneHTa.

He wucnonb3oBate WOJI, CTepunbHOCTE WAM KayeCTBO KOTOPOM HAXOAATCA NOJ4 COMHEHMEM B
pe3ynbTaTe NMOBPeXAeHUA YNaKoBKM.

He nbiTaiiTeCcb BUAOUIMEHATb MU NepefenbiBaTb YCTPOUCTBO UMM €FO-KOMMOHEHTbI.

He ncnonb3oBaTb NOCNE UCTEYEHUSCPOKA FO4HOCTH.

He ncnonb3oBatb 6€3 BUCKOINACTMHECKOr0 pacTBopa.

He ncnosib3oBaTb NOBTOPHO. MOBTOPHOE MCMOMb30BaHME MOXETYFPOXaTh 340P0BbI0 NaLueHTa.

He ctepunusyiite MOJT NOBTOPHO, MOCKO/IbKY 3TO MOXET NPUBECTU K HeXenaTeslbHbIM NMOB0YHbIM
apekTam.

He uMnnaHTupyinTe NNH3Y B EpeHIO KaMepy Unu B LuAnapHyo 60posay.

BpauieHne nAnH3bl LuxSmartr TORIC no OTHOWEHWIO K LUENeBoi OCU MOXET CHU3NTb
3 (PEKTUBHOCTb ee KOpPeKLUNN acTurmatTusma.

Yrnosoe cmeleHue=-6onee 30° MOXeT MNPUBECTM K YBE/NIMYEHUIO MOCALONepaLnoHHOW
UMNUHAPUYECKOW pedppakunn. Mpn HeO6XOAUMOCTI-TIepeyCTaHOBKN NINH3bI €€ CAELYeT NPOBOAUTH
KakK MOXHO paHblUe, 0 MHKaNCynsuuu NNH3bI.

YTunusayma cUCTEMbl MMnaaHTauum gna ssegenms MOJ1 gonxkHa npoBOAUTBEEA B COOTBETCTBUM C
MECTHbIM  3aKOHOAAaTeNbCTBOM O  MEAUUMHCKMX  OTX0faX, XapaKTepusyrLwmuxcs  PUCKOM
UHpUunposanus. Cuctema nmnnantaunmn VNOJI nocne ncnonb3oBaHUA KnacCumuLMpyeTcs Kak Knacc
0TX040B b U-A0MKeH 6bITb YTUAN3NPOBAH B-COOTBETCTBUN ¢ CaHlMnH 2.1:3684-21.

He ucnonssynre gaHHble ped)pakumnm 4ng-pacyetoB, NOCKONbKY Hann4une acturmaTtmsmMa B yaansiemMom

€CTECTBEHHOM XpPYCTa/InKe MOXET NMNOBAUATL Ha PeE3y/ibTaThl.

MEPBI MPEAOCTOPOXHOCTM:

o .XpaHuTb NpM KOMHATHOW Temnepatype. He 3amopaxwuBaTb. PekomeHgauuun; Wa3beraite

TemnepaTtypbl HUXe 5°C n Bbiwe 45°C.



e unon LuxSmart™ TORIC, c6anaHCMpOBaHHbLIA COMEBON pacTBOp W WUCNONb3YEMbIN
BMCKO3/M1aCTUYECKNIA pacTBOP nepef MNpPOBeAeHUEM XUPYPruyeckKoro BMmellaTenbeTBa AO/KHbI
XpaHUTbCS B TedeHne No KpaiHel mepe 30 MUHYT Npu Temnepatype MuHumym 20°C.

o lns MnNnaHTaumMm UHTPaAOKYNSPHbLIX TMH3 HEOBXO4MM BbICOKWIA YPOBEHb XUPYPTUYECKNX HABLIKOB.
Mpexage 4yeM NPUCTYNaTb K UMMAAHTaLUN UHTPAOKYNAPHBIX INH3, XUPYPT AO/DKEH TIPONTW MONHbIN
Kypc 06yuyeHus.

 lMepes BCKPbITUEM 3aWMTHOW YNakOBKM U WUHAWBWUAYaNbHOTO CTEPUIbHOLO-NakeTa/61MCTePHON
yNakoBKW criefyeT NnpoBepuTb Mogens MOJ1, eé ONTUYECKYIO CUNY U CPOK TO4HOCTM.

» CTepuU/IbHOCTb M34eNna rapaHTMpyeTcs TONIBKO Npu cO604eHUN LeNOCTHOCTU WHAMBUAYANbHOTO
CTEPUIHOTO MakeTa.

e O6pawaTbCa C /INH30M cnefyeT OCTOPOXHO, YTOObI M36exaTb MOBPEXAEHUIA MOBEPXHOCTU WK
ranTukm.

e CneflyeT TWATeNbHO NpOMbITL MOJIFREpe MnNaHTaunein. He 3aMauuBaTtb U He NnpombiBaTb MOJ1 B
KaKux-nnbo gpyrux pacteopax, KpoMe CTepusbHOro c6anaHcMpoBaHHOIo CONEBOr0 pacTeopa.

» CnefyeT HageXHo yb6eamnTbCa, YTOIMH3A MOHOCTbIO MMMNIAHTMPOBAaHA B KancCynAapHbIA MELIOK.

* B cnyyae npoBefeHns 3afjHeil KaRCy10TOMMM C MOMOLLbIO Na3epa Ha UTTPUIA-antoMUHNEBOM FpaHaTe
(YAG-nasepa), Heob6xogmmo .06ecneuynTb (HOKYCUMPOBKY fyYa nasepa HECKONbKO MN03agu 3afHel
Kancynbl.

* NHaMBMAYyanun3aum XMpypruyeckn BbI3BaAHHOI0 acTUurmarnama (XBA) peKoMeHAyeTCA-NpoBOAUTD
NCXO0AA U3 MHAUBUAYANbHOW XUPYPTrUYECKON TEXHUKN U pPaHee NonyYeHHbIX pe3ybTaToB; NOCKObKY
pa3Mep W pacnooXeHwe XMPYpruyeckoro paspesa~MOryT MOB/AUATb HA BblpaXXEHHOCTb W OCb
nocsieonepayoOHHOro"acTurmaTaMa poroBuLbl.

* [lnd nony4vyeHUs onTMManbHbIX Pe3ynbTaToB CneayeT y4UTbiBaTb 3a4HWUIA aCTUTMAT3M POroBULLbI.

e [lna nonHoro ypganeHus BUCKO3MacTUKa C repefHelt WM 3afHeli NOBEPXHOCTENM NMH3bI MNocne
UMNNaHTaunn B(KaNCynapHbIA MewWoK cnefyer €ob6n04aTb OCTOPOXHOCTb, HTOObI He MepekayaTb
KancynsapHbli MEWOK, a TakXXe y6eanTbCa B TOM, HUTO B KOHLLe BMeLlaTe/IbCTBa paHa repMeTu3npoBaHa.
OCTaTOYHbIN SBMCKO3NACTMK, MNepeKkaynmBaHue) Unn OThensemoe M3 paHbl MOryT Crnoco6CcTBOBaTb
YI10BOMY CMELLEHWNIO NINH3bI OT LeNeBON OCK pa3meLLeHus.

» Cnepyet-cobnogatb 0cobble Mepbl MPELOCTOPOXHOCTU, UYTOObI rapaHTMpoBaTb MPaBUIbLHOCTb
OpVeHTaLMM TOPUYECKUX JINH3 Ha ~LjeNeBoil OCh pasMeLleHNs B KOHLEe XUPYypru4yeckoro

BMeLLlaTebCTBa.

YHOAKOBKA VN CTEPUNN3ALNA:
MO LuxSmartT* TORJC nHAMBUAYaANBHO YyNaKoBaHbl U NpeaBapuTe/ibHO YCTaHOB/EHbI B CUCTEMY

nMnnaHTauum Accuject Pro B 6IMCTEPHOI ynakoBKe. Bce Mofeny NoCTaBNSKOTCS B CYXOM BUAE, U UX



cneflyeT OTKpbIBaTb B CTEPUNbHBIX YCNOBUAX. [N o6ecnedeHns otcnexusaemoctn NOJ kapToHHas
KopoGKa cHabXeHa KapTOUKOoi nalneHTa U cCaMOKNeLWUMIUCS 3TUKETKaMU. PasnuuHbie-mogenn MO/
MapKMpPYTCS MO ChepuyecKoMy IKBUBANEHTY W LMAVHAPUYECKON onTuyeckoit cunel/Chepuyeckuii
3KBUBANEHT COOTBETCTBYET OMTUUYECKON Cue, NONYYEHHOW C MOMOLLbI 6OMbLMHCTBA PacUETHbIX

thopmyn.

Bce mogenu cTepunmnsyroTcs OKCMAOM 3TUNEHA.

YKA3AHNA MO MCMNONb3OBAHNIO:

1. Mepeg onepauuein Bpavy cnefyet onpefesiuTb ONTUYECKYHO CUY MNAHUPYEMbIX K UMMIaHTaLmnm
NINH3 C NOMOLWbI0 METOLOB pacyeTa W TOYHbIX M3MepeHWii 6uomeTpumn, B 3aBUCUMOCTU OT OMbiTa
Xupypra, MpeanoyvTeHnidi W/Mnum Cc NOMQLLLI0 TOPUYECKOro KasbKy/asTopa. PeKOMeHAOBaHHble
3Ha4YeHMsA A-KOHCTaHT, YKa3aHHble Ha KAPTOHHON KOPO6Ke C NNMH30M, 9BASIOTCA OPUEHTUPOBOYHBIMU.
2. Mepef HayasioM onepawum onepupyemblii rnas cnegyeT pasMmeTuThb (€0rnacHo NpeanoyTUTEIbHOMY
MeTOo4y LaHHOro Bpaya) 415 YeTKOro'ykasaHus Le/leBO OCU pa3meLiieHns.

3. Mepes mnnaHTauuein NMH3bI cliegyeT OCMOTPETb YNakKOBKY Y BBISCHUTb ee MOJE/b, ONTUYECKYIO
cuny (chepnyeckunii 3KBUBANEHT- U LUWUANHLPUYECKYIO CUNY); CPOK TOAHOCTU W Hajnexaiyto
KOHUrypaymto.

4. OTKpbITb KapTOHHYH KOPOOKY ¥ OCMOTPeTb CTepUsM30BaHHYK ONUCTEPHYH YMNaKOBKY,
COZlepXKallyt /IMH3Y W CUCTEMY uMMMIaHTauun. Y6einTecb, UYTO COLEPXMMOE He MOBPEeXAeHo.
Y6eauTtech B TOM, YTO MHPOPMALMA HA ITUKETKE GNNCTEPHOM YNAaKOBKM COOTBETCTBYET MH(pOpMaLmm
Ha BHeLWHeli KOpPOOOYHOW YMNakKOBKE M Ha CaMOKNEALIMXCH 3TUKeTKaxX. BCKpbITh, 61UCTEpHYIO
yNakoBKY TakuM 06pasoM, 4To6bl YCTPONCTBO OCTaNOCh B CTEPUILHOM MOJE.

5. OcmoTpeTb YCTPOWCTBO M y6eAWTbCA, YTO OHO-'He NOBPeXAeHO. JIMH3y CcAefyeT TWaTenbHO
NPOMbITb cbanaHCUPOBAHHbLIM COJIEBbIM PacTBOPOM. MyTEM OMOJIaCKMBAHUA Yepe3 KOHUYMK KapTpuaxa
(PNC. 1) n c keHWBa 3arpy3oyHoil kamepbl (PAC. 2). CnesyeT 0653aTeNlbHQ j00ecneqynTb MOMHYIO
rmapatauuio KapTpuaxa n 3arpy3oyHoii kamepsbl. Mogoxante B TedyeHne 30:.eeKyHa. VIHCTpyKuum o
TOM, KaK Mo/HOCTbIO NOATOTOBUTL YCTPONCTBO)K UMNAHTALUK, He NpuKacadch K nosepxHocTn NOJI,
CMOTPUTE Ha.IPUNaraeMblX pUCYHKax:

PNC. 3: 3aKpbiTb KPbINbIWKK 3arpy304Holi Kamepbl. Mpu cpabaTbiBaHUW MexaHU3Ma ukcayum c
3alLe/IKoil MMH3a HAAEXHO (PUKCUpyeTca-Ha MecTe.

PWNC. 4;-HaHecTn pacTBOp BMCKO31aCTUKa Yepe3 KOHUMK KapTpuaxasy 6eanTbes, 4TO BUCKOINACTUK
LeNIMKOM 3anofIHUA KOHYMK UHXEKTOPa. JIH3a rotoBa A4NA UMNAaHTaLum.

6. .BbIMOMHUTL MMNNAHTALMIO NMNH3bL B MaKCManbHO KpaTyaillee Bpems nocse noaHonW NoAroToBKM

JINH3bI.



7. BBECTU KOHYMK KapTpuaxxa B pa3pe3 C HaK/IOHOM HAaKOHEYHMKa UHXeKTopa, 06paléHHBIM K rnasy
nauueHTa. NMpoao/mKNTb, OCTOPOXHO, HO HEMPEPbIBHO HaXXMMas Ha MOopLUEHb, A0 YCTAHOBKMW /INH3bI B
KancynspHblil MeLOK.

8. YTunusnpyiTte cucteMy MMnaaHTayuu.

9. JluH3y cnefyeT UMNNAHTMPOBATb TaK, YTOObl ee nepeAHAs MOBEPXHOCTb Obiia obpaljeHa K
nepegHein nosepxHocTy rnasa. Opuertauns MOJT MoxeT 6bITb NMpoBepeHa BM3YalbHbIM OCMOTPOM
rantuky. Kak nokasaHo Ha PUC. 5, korga rantuyeckne BCTaBKM PacnosioXeHbl-BBepxy cnpasa (A) u
BHU3y cnesa (B), nepefHAs cTopoHa NMH3bl 06palleHa K Habnogatento.

10. ConocTtaBbTe MeTKK oceit MOJI ¢ pasmeyeHHON npegnonaraeMoii 0CbHyCTaHOBKMN.

puc. 1 puc. 2 puc. 3

CneflyeT MCNo/b30BaTh TOMbKO PacTBOP BWUCKO3MAcTMKa HU3KOW uNn cpepHeit BaskocTu. Cnepyet
MCMOMb30BaTL~-TONILKO CUCTEMY WMMMAaHTaLMK, MpefoCTaBNeHHY0 BMECTe C MNpeBapuTeNbHO

3arpy>XeHHowW. InH30i LuxSmart™** TORIC.

B03MOXHO "NpoBefeHNe Pa3IMUYHbIX XUPYPrMUYECKNX BMeELLaTeNbCTB, ‘W XMPYpPr AOMKEeH BblGpaTh
npouesypy; NOAXOAALLYIO ANS NauueHTa:

O NBbIX CePbe3HbIX UHLMAEHTAX, CBS3aHHbIX C YCTPOWCTBOM, CNEQYET YBEAOMATL MPOU3BOAUTENS

N KOMAETEHTHbII FOCy,D,apCTBeHHbIVI OpraH, B KOTOPOM 3aperncTtpupoBaH nosibsoBaTtesb.



cumBonbl, UCMNOJIbSYEMbIE HA 3TUKETKAX:
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HANMEHOBAHWE:

NTnH3a nHTpaokynapHasa B sapuaHte ncnofHeHns LUXSMARTAN:

LUXSMART™, B cocTaBe:

1. NnH3a nHtpaokynapHaa LUXSMART™ TORIC YELLOW, npeaycTaHOB/eHHAaSs B OJHOPA30BbIl
WHXeKTOp And umnnaHtauuu (Accuject Pro ogHopa3oBas), chepnyeckunii aKBMBadeHT oT +6,00 fo
+9,00 guonTtpuii n ot +31,00 go +34,00 guonTtpuin ¢ warom 1,0 guontpuu, ot.+10,00 go +30,00
avonTpuia ¢ warom 0,5 guonTtpun -1 6nmcTep;

2. IHCTpPYKUMA No NPUMEHEHNIO - 1 WT.;

3. KapTouka naymneHTta -1 wWwr,;

4. Camokneswnecs aTUKeTKN - 8 Wr.

OMMCAHMWE:

WHTpaokynsapHble nuH3bl  (MOJ) LuxSmart™” TORIC npeacTaBAstoT COO0A MOHONUTHbIE
3afiHekamepHble VOJI1, nornowatowue ynstpagpuonetosoe (Y ®) nsnyydeHue, npefHasHayeHHble 419
3aMeHbl eCTEeCTBEHHOW JIMH3bl XpycTannka Yy NCeBAO(aKMYHBIX' B3POC/bIX MaLMEeHTOB C
npeaLwecTBYOWMM acTUrMaTuaMom porosuubl. MOJT LuxSmartA"r TORIC nmetoT achepuyeckyro u
Topuyeckyto gopmy. MpeaBapuTenbHo 3arpyeHHole MOJT LuxSmart*M TORIC nocTtaBnawTCcsA B
cucTemMe MMNAaHTaLMn MHTPAOKYASPHbIX IMH3, o6ecneynBaloLL e 6eCKOHTAKTHYO J0CTaBKY /IMH3bI
B KancynapHbIn MewwoK. TWUM NH3bL YKasaH Ha 3TUKETKEe Ha KAPTQHHOM KOpOoOKe.

PN3NYECKNE XAPAKTERUCTUKN:

Matepuan NnH3bI M6k rMapodoBHbIi/~CcononMMep akpuna, Ccofepxaliuni
nornoTuTens Y ®-n3nyyenns n xpomodop, QunbTpyroLmnin CUHNI
CBeT.

XapakTepuctukn matepyuana  Koap®uumeHT npenomieHns: BO BNaXHOM COCTOAHUM Mpw
Temnepatype 21°C: 1,544,
npn35°C: 1,540
CnekTpanbHblii Koaduumnent Ana NOJ +20,0 guontpuin 10 % nponyckaHue Ha @/IHe BOJHbI
396,7 HM
Cm. PUC. 6, rge-Ha ocu X OTN0XEeHbl 3Ha4YeHWs AMNHBLI BOJIHbI
(Hm), a no ocu Y = Npo3pavyHoCTb
dopma NOBEPXHOCTN ONTMKN  Ac(epnyecKas-Topnyeckas

nponycKanus

KoHgurypaymsa C Topuyeckow oTpuLaTeNbHON abeppaymei

Cheprueckinii sKBUBaneHT +6,00 no +34,00 guontpmii ¢ warom 0,1 gnonTpum
npu paspaboTke, ¢ warom 0,5 nnn 1,0 gnentpum (+6,00 go +9,00
avnonTtpuidn +31,00 go +34,00 guonTpuir ¢ warom 1,0 gnonTpun;
+10,00 go +30,00 gnonTpuin ¢ warom 0,5 guonTpun) npu

npogaxe
Cn*mAnkanmns
Awnana3oH Jonycku
6<S< 15D +0,30D
15<S<25D +0,40 D
25 <S< 30D +0,50D
S>30D + 100D
LnnuHgpuyeckas cuna +0.75D pgo +6.0D (war 0,25 gnontpuii npu pa3paboTke)

JocTynHble uunnHapsbl Ha pbiHke: 0.75D/ 1.0D/ 1.5D/2.25D / 3.0D /
3.75D/4.5D/5.25D/6.0D
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ES < 25D ES>25D

0<C<2,5D +0,30D +0,4D
2,5<C<4,5D +0,40 D +0,4D
45D <C +0,50 D +0,5D
Pasmepsbl OunameTp ontuyeckoro tena: 6,0 mm;

Oo6wwmin gnameTtp: 11 Mm
TonwwmHa rantTuyeckoi yactun: 0,33 Mm
FanTuyeckunin yron: 0°

A-KOHCTaHTa:
OnTtunyeckas 6uometpusa, SRK/T 119,2

AnnnaHaynoHHoe A- 118,8
ckaHupoBaHue, SRK/T
BoicoTa cBoga -0.165 mm <“BC < 0.314 MM
OnameTp onTuyeckoli yactm > 4.25 Mm
dopma Kpas NnH3bI HenpepsbiBHbIV KBagpaTHbIA Kpail Ha-3agHeil MOBEPXHOCTWM MO
BCEMY. NEPUMETPY NNH3bI Ha 360°
OpuvieHTauuns nnH3bI MepeaHsas cTOpoHa NNH3bI 0bpaLleHa K nepefHeid CTOPOHe rnasa.

Kak-noka3saHo Ha PVC. 5, npn pacmonoXeHnn opueHTaunoHHbIX
METOK BBepxy cnpasa (A) n BHU3y cnesa (B) nepefHas cTopoHa
AUH3bI 06palleHa K HabnoaaTeto.

MOKA3AHWA:

3agHekaMmepHble NMH3bI LuxSmart™ TORIC nokasaHbl Aas-MNepBMYHONW MMNAAHTaLUU C LENblo
KOppeKLuu 3peHns npu adakuy C npeflecTBYOWMM acTULMaTU3MOM POroBMLbl Nocne yaaneHus
XpyCTanumka C KaTapakTol~y B3pOC/ibIX NauuveHTOB. JIMH3a npefHaszHayeHa ANA MMMAAHTaLMM B

KancynsipHbIA MeLL oK.

ycnosma nMNPMMEHEHWNA, NMOTEHUWAJIBHBIE MNMOTPEBUTENW M) OBNACTD
MPUMEHEHWA

JInH3a npeaHasHayeHa ANs NePBUYHON UMNAAHTALMUMN ANs KOPPEKLMM adakuy Y-B3POC/bIX NaLUeHTOB
C paHee CyLeCTBOBABLUMM POrOBUYHBIM acTUIMATU3MOM A NCMO/b30BaHUSA (B YCNOBUSAX NleUeOHbIX
NN NevyeGHO-NPOGUNAKTUYECKUX MEAULUHCKUX YUPEXAEeHUA KBanUQULUUPOBAHHLIM XWUPYProM-

0(hTaNnbMO/IOr OM.

PEXWM PABOTHbI:

NON LuxSmart*"~ TORIC, pa3MeLleHHbIE B KancynsapHOM MellKe, AeWCTBYIOT KakK npenomMnstoLas
cpefa c-Uenbio Koppekunm athakum c Apeawecteyrownum acturmatnuamom. MOJT LuxSmart™ TORIC
UMEOT- TOPUYECKYI0 (OpPMY Ha BafHeil ONTMYEeCKON MOBEPXHOETU, a TaKXe OCeBble METKW,
obo3HavaloLMe NNOCKMIA MepumaH uunuHapa (NaC  waarMHApudeckyto ock) (PUC. 5).
ConocTaB/ieHNe 0CeBbIX METOK C MOCNe0NnepayMoOHHbIM KPYTbiM MEPUANAHOM POroBuLbl (LefieBas oCb

pasMelLeHuns) rapaHTUpyeT NPaBUNbHOCTb Pa3MeLLeHNs 1 ONTUMabHbIe Pe3yNbTaThl.
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MPOTUBOMOKASAHUA N MPEAOCTEPEXEHWA:

C BpayebHON TOUKN 3peHus, Npu NK6OM M3 cneayounx 06¢ToATeNbCTB (HO He OFpaHNYMBAsCh 3TUM)
cnefyeT OLeHMBATb COOTHOLIEHME MNOTEHLUMaNIbHbIX PUCKOB W MPeuMYLLECTB: peluinBupytoLLee
TAXefoe BOCMasieHWe MepefHero Wau 3afjHero CerMeHTa WAW YBEWT; MauuneHTbl, Y KoTopbix VOJI
MOXeT NMOB/IMATb Ha CNOCOGHOCTb HabnaaTh, AMAarHOCTMPOBATb UMW NeYnTb 3ab6oaeBaHns 3a4Hero
CermMeHTa; XWpypruyeckme TPYLHOCTM C MOBbILWEHWEM MOTeHUMana ANA OCNOXKHEHWA (Takmx Kak
NMOCTOAHHOE KPOBOTEYEHME, CYLLECTBEHHOE NOBPEXAEHNE pagy>XXHO 060104KN, HEKOHTPONMpPYeMoe
NOJIOXKMNTENIbHOE AaB/ieHNe WU CYLEeCTBEHHbIN nposanc uan noTeps CTEKNOBWUAHOrO Tena u Ap.);
fgetopmauma rnasa BCAeACTBUE MpeALlecTBOBaBLUE TpaBMbl UK geekTa pasBuTUs, B pesynbTaTe
KOTOpbIX Hagnexawas ukcauma MOJT cTaHPBUTCA HEBO3MOXHOW; 06CTOATEABCTBA, KOTOPbIE MOTYT
NPUBECTU K MOBPEXAEHUIO 3HAOTENNS B MPOLECCE MMNNAHTALMUW; NaUuNeHThl; Y KOTOPbIX HU 3a4HAA
Kamepa, HU MOSAACOK HeAOCTAaTOYHO Lenbl AAs obecneyeHus ukcauuu; nogo3peHne Ha MUKPOGHYIO
NHDEKUMIO.

Topunyeckne WNOJ1 He pekOMeHAOBaHbl MpPW MpefLlecTBYHOLWeEM HenpasuibLHOM acTurmarusme,
pagunanbHbiX paspbiBax BO BPeMs Kancy/0TOMWUKM, MOBPEXAEHUW MOAcKa, a TakkKe Npu 0XuLaemoin
06LIMPHOIA KancynoTomuu.

Kak v npn no6om XMpypruyeckom BMELLATENLCTBE, UMEET MECTO PUCK. MMOTeHLaNbHbIE OCNOXHEHNA
XUPYPruyeckoro neyeHus KartapakTbl MOryT BK/IOYaTb, HO HE OrpaHUYMBATLCA ClIe4YHOLLUM:
BTOPUYHAA KaTapakTa, BOcnaneHue (MpUAOLMKANT, 3padykoBas/UmknMTHas mMembpaHa, BocnaneHue
CTEK/NOBUAHOIO TeNa, LMCTOMAHBLIA MaKynapHbIA OTEK, TOKCUYHbIM CUHAPOM NepeaHEero cerMeHTa...),
KOpHeasibHOe MOBpexAeHne 3IHAOTeNNs, 3HAOMTANbMUT, OTC/IOEHWE CceTyaTKW, OTEK POroBMLbI,
3aKynopka 3payka, nponanc. pagy>XHoi 060104YKWM, TUMOAWOH, rfaykoma, MpocaynBaHue paHbl,
rmgema. aTpodmsa pagy>Hon-060/104KM, NPoNanc CTeKNOBUAHOIO TeNna, CMeLweHne nam Haknod NOJ,
ONTMYECKMe HanéTbl UAW (TTOMYTHEHWUS, OTOGNECKU WM BTOPWYHbIE XMPYPruyveckne BMELBATE/NIbCTBA
(Takve Kak ycTpaHeHWe-m[pocayMBaHWA paHbl, acnupauus CTEKJ0BUAHOrO Tena, WPUAIKTOMMUS,
nepeycrtaHoBka unu 3ameHa MOJ1, penapayumsa OTCNOeHUs-CeTYaTKN 1 4p.).

NON cnepgyeT mmnnadIvpoBaTb B COOTBETCTBUM CO CNeAYHOLWMMU yKasaHUAMU . HenpaBuibHoe
MCNOMb30BaHNe MOXET YrpoXaTb 340P0BbI0 NaLNeHTa-

He wucnonb3oBaTb WOJI, CTepuUIbHOCTb WM KaYeCTBO KOTOPOA HaxoAaTCcA MOL COMHEHWEM B
pe3ynbTare NOBPEXAEHUA YNaKOBKM.

He nbiTaliTecb BUAOM3MEHATb UK MepeseNiblBaThy.CTPONCTBO UM €r0 KOMMNOHEHTbI.

He ncnonb3oBaTb-M0OC/AE UCTEYEHUS CPOKA FOLHOCTHU.

He ncnonb3oBaTb 6€3 BUCKO3NACTUYECKOTO pacTBopa.

He ncnosiib308aTh NOBTOPHO. MOBTOPHOE MCMOML30BaHVE MOXET YIpoXaTh BAOPOBbLIO NaLMeHTa.

He ctepunusyitte MOJ1 NOBTOPHO, NOCKOABLKY 3TO MOXET MPUBECTU K HEXeNaTe/ibHbIM NOO0UYHbIM
athpekTam.

He nMnnaHTMpyinTe NMH3Y B NepeaHIO0 _KaMepy WK B LManapHyto 60posgy.

BpaweHue) nuH3bl LuxSmart*** TORIC N0 OTHOWEHWIO K LUEAEeBON OCU MOXET CHU3UTH
3 (PEKTUBHOCTb ee KOPPEKLUMN acTUrmMatusmMa.

Yrnogoe. cmelleHne 6onee 30° MOXET nNpMBECTUM K YBEAUYEHUID MOC/eonepaLuoHHON
LMNUHAPMYECKON pedpakumm. MprU Heo6X04UMOCTU NepeycTaHOBKW NINH3bI ee cnefyeT NpPoBOAMTb
KaK MOXXHO paHblue, 0 MHKaNCYNFEUn IMH3bI.

YTunusaums cuctembl UMnnaHtTaunmn ans seefeHns NOJ1 Lo/HKHA NPOBOANTLCA B COOTBETCTBUM C
MeCTHbIM  3aKOHOZATe/NlbCTBOM 0  MeAMUUHCKUX  OTXO4aX, XapaKTepu3YHLUXCA  PUCKOM
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NHULMposaHns. Cuctema nmnnaHtauum VOJT nocne ncnonb3oBaHUA KnaccnupuumupyeTCa Kak Knacc

0TX0f0B b 1 fo/mKeH 6bITb YTUAM3MPOBaH B cOOTBETCTBUN ¢ CaHlMuH 2.1.3684-21.

He ncnonb3yiiTe aaHHble pedpakyum ans pacyeTos, MOCKOAbKY Halnume acTurmaTnama B yianseMom

€CTECTBEHHOM XPYCTa/IMKE MOXXET MOBNNATL Ha pe3ynbTaThbl.

MEPbBI MPEAOCTOPOXHOCTMW:

e XpaHuUTb nNpM KOMHATHON Temnepatype. He 3amopaxusaTb. PekoMeHpauuun: W3beraite
Temnepatypbl HUXe 5°C u Bbiwe 45°C.

e KON LuKSmart™" TORIC, cb6anaHCuMpoBaHHbIA CONEBO pacTBOP W  MCMONb3YyeMblii
BMCKO3NaCTUYEeCKWUA pacTBOp nepej nNpoOBefleHNeM XUPYPruyeckoro  BMellaTeNbCTBa LO/XKHbI
XPaHUTbLCA B Te4eHMe No KpaliHel mepe 30°MUHYT npu TemnepaType MuHnUmMym 20°C.

o na mnnaHTaumMm UHTPAOKYNAPHbLIXIMH3 HEOBX04MM BbICOKUIA YPOBEHb XMPYPIrMYECKUX HaBbIKOB.
Mpexxge 4eM NPUCTYNaTb K UMNAAHTaUUN UHTPAOKYIAPHBIX NNH3, XUPYPT JOMKEH NPOATU MOMHbINA
Kypc 06y4yeHuns.

 Mepes BCKPbITUEM 3alUTHON .YRMAKOBKM U WHAWBUAYaNbHOIr0. CTEPUIbHOTO naketa/6nucTepHow
ynakoBKu criegyet nposepntb mofens NOJI, eé onTUYECKYO CUAAY U CPOK FOAHOCTMU.

» CTepUNbHOCTb U3JeNnNa rapaHTMpyeTca TOMbKO Npu CO6/MOABHUN LeNOCTHOCTU UHAUBUAYANbHOTO
CTEPU/IBHOTO Nakerta.

o Obpawarbca € NMH30M ‘coefyeT OCTOPOXHO, YTOObI u3bexaTb MOBPEXAEHWUI MOBEPXHOCTU UMK
ranTuku.

» Criegyer TwWwartenbHo OpomMbiTe OJ1 nepes umnnaHtaunein. He 3amaunsaTth U He npomMbiBaTh NOJ1 B
Kaknx-nnmbo Apyrux pacreopax, KpOMe CTepuIbHON0-C6anaHCMPOBAHHOIO CONEBOrQ pacTeopa.

» Cnepyet HafleXXHO y6eanTbLCA, YTO IMH3a NOTHOCTBIO MMMNIaHTUPOBaHA B KancyispHbI1 MeLOK.

* B cnyyae npoBefeHnA 3aHel Kancyn0TOMUM C fIOMOLLbIO Nasepa Ha UTTPUR-aftOMUHUEBOM rpaHaTe
(YAG-nasepa), /Heo6xoanmo obecrneynTb (HOKYCMPOBKY flyya na3epa HeCKOAbKO MNo3afu 3afHein
Kancynbl.

* VIHAVBMAYaAU3aLUI0 XMPYPIrUYecKn Bbi3BaHHOTro acturmatusma (XBA) peKomeHayeTca NPoBOAUTD
NCXOAA U3 MHAMBUAYANbHON XUPYPTrUYECKold TEXHUKN U paHee NoNyYeHHbIX pe3ynbTaToB, NOCKO/bKY
pasMep W=PacrnonoXeHne XMPYpPruyeckoro paspesa MOryT MOBAUATH- Ha BbIPaXXEHHOCTb M OCb
nocneonepayMoHHOro acTurmaTu3Ma POFOBMILbI.

o Ansd nonyyvyeHns onTUManbHbIX Pe3yAbTATOB ClefyeT YUUTbIBaTb 38fHWUI acCTUrMaTU3M poroBuLbl.

o [And. NONHOro ypaneHuWs BWUCKO3AACTMKA C NepefHel W 3agHen MNOBEepXHOCTeR NMH3blI nocne
MMMAaHTaUUM B KancynsapHblii MELWOoK cnefyeT cobntofaTb OCTOPOXHOCTb, YTOOblI He Mepekayatb

KancynspHbIl MeLloK, a TakXe y6eAnTbCA B TOM, YTO B KOHLLe BMeLIaTeIbCTBa paHa repMeTU3MpoBaHa.
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OCTaTOUYHbI BMCKO3NACTMK, MepekauymBaHUe WAW OTAENsemMoe K3 paHbl MOTFYT CnoCO6CTBOBaTb
YrN0BOMY CMELLIEHMWIO NIVH3bI OT LieNIeBOI OCU pasMeLLLeHUs.

« CnegyeT cob6ntofath 0CoGble Mepbl NPEAOCTOPOXHOCTM, 4TOGbl FapaHTMPOBaTb. MPaBUILHOCTb
OpUeHTaLuMM TOPUYECKMX JIMH3 Ha LeNeBO OCM pasMelleHWss B  KOHLE /XMpYpruyeckoro

BMeLLlaTeNibCTBa.

YMAKOBKA (KOMMNNEKT MOCTABKWN) W CTEPUNN3ALNA:

MNOJT LuxSmart™” TORIC nHgmenayanbHO ynakoBaHbl U NpeaBapuTebHO YCTAHOB/IEHbI B CUCTEMY
nmnnaHtauum Accuject Pro B 6MCTepHOIA ynakoBke. Bce Mofeny NocTaBNAOTCS B CYXOM BUAe, U UX
CfeflyeT OTKpbIBaTb B CTePU/IbHbIX yCnoBusixX. Ana obecneyeHuns otcnexumsaemoct MOJT KapToHHasA
Kopo6Ka cHab)keHa KapTOYKOM nayuneHTa,CaMmoKNeoWnmmca aTukeTkamu. Pasnmynble mogenn NOJ
MapK1pylTCA NO ChepuyeckoMy 3KBMBANEHTY M LUNUHAPUYECKON OMTUYecKoi cune. Cepmnyeckui
9KBMBANIEHT COOTBETCTBYET ONTUYECKOW cune, MONYYEHHON C NOMOWbIO G0NbLWNHCTBA PACUYETHbIX
hopmyn.

Bce mogenu ctepnnnsyoTca OKCULOM 3TUNEHA.

B ynakoBKe cofep>kaTcs:

- JInH3a WHTpaoKynspHas, NPeAycTaHOB/EHHas B OLHOPA30BbIN WHXEKTOP AN MMNNaHTauuu
(Accuject Pro ogHopa3soBas) -1 6nuctep;

- IHCTpYKUMA No npuMeHeHuto - 1 wr.;

- KapTouka naymeHTa - 1AUT.;

- CamokrieqLmecs aTUKETKMN - 8 LWT.

YKA3AHNA MO MCMNONBb3OBAHNIO:

1. Mepen onepauuneld Bpayy crnegyeT onpeaennTb ONTUYECKYIO CUY NAaHUPYEMbIX K MMnaaHTauuu
/NH3 C NMOMOLLbK METOLOB pacyeTa U TOYHbIX U3MepeHuid 6uomeTpumn, B 3aBUCUMOCTU OT OMbiTa
Xupypra, npegaoyTeHUin wu/Mam ¢ NOMOLWLbID TOPMYECKOro KanbKynaTopa. PeKOMeHAOBaHHble
3HauyeHMs A-KOHCTaHT, yKa3aHHble Ha KapTOHHOI KOPOOKe C IMH30MA, SIBNAKTCA OPUEHTUPOBOYHbLIMM.
2. Mepep Ha4a/lOM onepauumn onepupyemblid-rnas cnegyet pasMeTuTb (COFIACHO NPeanoYTUTENbHOMY
MeTOo4Yy AdHHOro Bpaya) A4N4 YEeTKOro yKasaHusa LeneBoi 0CM pasMeLLeHuns,

3. Meped UMnnaHTaymnen NMH3bl cnefyeT 0CMOTPeTb YNAKOBKY W BbICHUTb ee MOAENb, ONTUYECKYHO
cuny_[(cthepnyecknin 3KBUBANEHT W “UUNUHAPUYECKYO CUNY), CPOK TOAHOCTM W Hajnexallyto
KOH(uUEYypauuto.

4. OTKpbITb KapTOHHYK KOPOGKY ¥ OCMOTpeTb CTEpPU/IM3OBaHHYK O/IMCTEPHYHO YMaKoBKY,
cofepXallyto NNH3Y U CUCTEMY MMMNaHTauumn. Y6eanTecb, YTO COAEPXMMOE He MOBPEXAEHO.

Y6eanTech B TOM, YTO MH(OPMALMA Ha STUKETKE 6GNCTEPHOI YNAaKOBKIU COOTBETCTBYET MH(OPMaLUn
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Ha BHeWHelW KOPOOOYHOW YMaKOBKE WM Ha CaMOKNeAWMXCA 3TUKeTKaxX. BCKpbITb OAMCTEPHYIO
yNnakoBKYy TakMM 06pa3oM, YTo6bl YCTPOWCTBO OCTaNoCh B CTEPUSIBHOM MOSIE.

5. OcMOTpeTb YCTPOWCTBO W yOeAWTbCH, YTO OHO He MOBPEXAEeHO. JIMH3Y crefdyer TwaTenbHO
NMPOMbITb C6anaHCMPOBaHHbLIM CO/IEBLIM PACTBOPOM MYTEM OMOJIACKMBAHUA Yepe3 KOHUMK KapTpuaxa
(PUC. 1) n c KoHua 3arpy3oyHoin kamepbl (PUC. 2). CneayeT 06a3aTenbHO 06€CNeUYnTb MOAHYHO
rmaparaumio KapTpuaxa u 3arpy3oqyHoin kamepbl. Mogoxante B TedyeHne 30 ceKyHpn. VHCTpyKuuu o
TOM, KaK MO/IHOCTbIO MOAr0TOBUTL YCTPOMNCTBO K MMNAAHTaLUN, He NpuKacasch k'nosepxHoctn MO/,
CMOTPUTE Ha NnpuaaraeMblX PUCyHKax:

PNC. 3: 3akpbiTb KPbINbIWKW 3arpy304HOiA kamepbl. Mpu cpabaTbiBaHUW- MexaHU3Ma hukcaLum c
3aLl,enKkoin NMH3a HaféXHo MKcupyeTcs HaMecTe.

PNC. 4: HaHecTu pacTBOp BMCKO3NACTUKa Yepe3 KOHUNK KapTpuaxa. Y6eamnTbecs, 4To BUCKOINACTUK
LLeJIMKOM 3amno/HUN KOHYMK MHXeKTopa: flInH3a rotosa AN UMNAaHTauny:

6. BbINONHWUTL MMMNAHTALMIO NINH3bIB-MaKCMManbHO KpaTyalillee BpeMs nocie nosHoW NoAroToBKM
NNH3bI.

7. BBECTN KOHUYMK KapTpuAxa B paspes C HaK/IOHOM HAaKOHeYHUKA NHXXeKTopa, 06paLléHHbIM K rnasy
nauneHTa. MpoLoMKUTbL, OCTOPOXKHO, HO HENPEPbLIBHO HAXUMag Ha NOPLUEHb, 0 YCTAHOBKU JINH3bI B
KancynsipHbllii MeLLOK.

8. YTunmsnpyite cuctemy vMnnaHtaymm.

9. JInH3y cnepyeT MMMNNAHTMPOBATb Tak, 4TOOblI ee MepefHAs MOBEPXHOCTb Oblna o6palleHa K
nepefHein nosepxHocTn Fnasa. OpueHTtaums NOJT MoxeT 6biTb NpoOBepeHa BU3yasbHbIM OCMOTPOM
rantukun. Kak nokasaHo'Ha PVC. 5. korga rantuyeckne BCTaBKN pacnosioXeHbl BBepxy. cnpasa (A) u
BHM3Y cnesa (B), mepegHas cTopoHa NuMH3bI obpalweHa K Habnogarento.

10. ConocTaBbTe MeTKM oceit MIOJ1 ¢ paameuyeHHOI: peanonaraeMoii 0Cblo YCTaHOBKY.

puc. 1 puc. 2 puc. 3
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0 «0 MO 400 MO BCD «r 1000 n X

puc.,6
CnepyeT MCNOMb30BaTb TO/MbKO PacTBOP BMCKO3/MacTWKa HU3KOW unu cpefHEW BaskocTu. Cnepyet
MCNONb30BaTb TO/ILKO CUCTEMY WMMNaHTAUWKW, MpefoCTaB/eHHY0 BMECTe C MpeABapuTe/ibHO
3arpy>eHHon nuH3on LuxSmart™ TORIC.
B03MOXHO npoBefieHMe pas3InYHbIX XUPYPruYeCKUX BMELUATENbCTB, W XUPYPr AO/DKeH BblGpaTb
npoueaypy, NOAX0AAWYO ANA NayMeHTa.
O Nto6bIX CEPbE3HbIX MHUMAEHTAX, CBA3AHHbIX C YCTPOMCTBOM, CNeayeT YBe4OMAATbL NPOU3BOANTENA

N KOMMETEHTHbIV rocyfapCTBeHHbI ‘OpraH, B KOTOPOM 3aperncTpupoBaH nosb3oBaTelb.

CNMBO/bI, NCMNOJIbIYEMBIE HA 3TUKETKAX:

CvmBon OnucaHune
YSMARTT HasBaHune mogenu
D AuonTtpusa
®hB OnTuyeckunii guameTp
®OT O6uwKnii gnameTp
SE Chepnyeckmnii IKBUBANEHT,
CYL LnnnHgpnyeckas cuna
SPH OnTtnyeckas cuna
11 Mm o6wwmin gnameTp
6 MM OnTuYecknin gnameTp
. . CepuiitHbIii HOMep
Vcnonb3oBaTba0
2,
«r g Howmep no katanory
c£] [lata nponssoacTea
[LOfl Not

A-KOHCTaHTa
A-Constant (est)
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CTtepunusauma c npUMeHeHnemM 3TUIEHOKCKAa

HE NCMOJIb3OBATb MNP MOBPEXAEHNN YTIAKOBKN

HE CTEPUJIM3OBATbL NMOBTOPHO

HE NCMOJ1Ib3BOBATb NMOBTOPHO

Cutting Edge S.A.S.

770 rue Alfred Nobel

Immeuble Le Nobel

34000 Montpellier

FRANCE

CE C HOMEpOM -MPOBEPAOLLEro YUPeXXOeHNs - MOLTBEPKAAET COOTBETCTBUE C
Hopmammy EC

Mepen npumeHeHMEM cneayeT O03HaKOMMTBCS C MHCTPYKUMen no
NPUMEHEHUIO
TemnepaTypa XpaHeHUsi oT +5®C 0 KOMHATHOW TemnepaTypbl

OcTopoXHo! O6GpaTUTECh K MHCTPYKLMM MO NPUMEHEHWIO

MEPEYEHDb HALWNOHAJIbHbIX 7 MEXAYHAPOAHbIX HOPMATWBHbIX
OOKYMEHTOB/CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAVMUWHCKOE

N3OENNE

CraHpapTbl

ENISO 13485:2016

ISO 10005:2005

1SO2859-1:1999/A1:2011

EN ISO'3951-1:2014

EN ISO 15223-1:2016
EN 1041:2008/A1:2013

OnucaHue
KAYECTBO

N3genvs meguumuHckue. CUCTEMbI MeHepKMeHTa KadecTsa. Tpe6oBaHus Ans Leneit
perynnmpoBaHus

CucTembl yNnpaBfeHa Ka4yecTsoM - PYKOBO/ACTBO MO niaHam KayecTsa

BbIBOFOYHbIV KOHTIO /b

Mpouenypbl BbIGOPOYHOrO KOHTpPONsA no arpmbyTtam. HacTtb 1 Cxembl BbIGOPOYHOro
KOHTPONS, WHAEKCUPOBaHHbIE MO Mpejeny NpUeMOoYHOro ,kavecTBa (AQL) ans KoHTpons
KaXX0i napTun

Mpoueaypbl BbIGOPOUHOT0 KOHTPOAS AN KOHTPOAA MO _MepeMeHHbIM. YacTb 1
Cneundukaumsa_-MAaHoB OLUHOYHOT0 KOHTPOA, MHAEKECMPOBAHHbIX MO NMPUEMOYHOMY
npegeny kadectsa (AQL), AN KOHTPONS NapTuy 3a_MapTueil No 04HON XapaKTepucTmke
KayecTtsa 1 ogHomy AQL

MAPKMNIOBKA N NHPOPMALIA

pahyeckne CMBOMbI ANS UCTMONb30BaHUS B MApPKUPOBKE MEAULMHCKUX U3aennii

WHdopmaLums, nogrotaenMeaemMas NpoM3BOAMTENEM, CONMPOBOXAAOLLAS MeAULMHCKME
n3aenus
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EN 1422:1997/A 1:2009

EN 556-1;2001/AC:2006

EN ISO 11135-1:2007

1ISO 11135:2014

EN ISO 11138-2:2009

EN ISO 11737-
1:2006/AC:2009

EN ISO 11737-2:2009

EN ISO 14971:2012

EN 62366-1:2015

EN ISO 10993-
1:2009/AC:2010

EN ISO 10993-3:2014

EN ISO 10993-5:2009

EN ISO 10993-6:2017

EN ISO 10993-
7:2008/AC2009

EN ISO 10993-10:2013

ENISO 10993-12:2012

EN ISO 10993-17:2009

EN 1SO_10993-18:2009

EBponeiickas apmakones

2.6:14

EN ISO 11607-
1:2009/A1:2014

CTEPUNN3ALNA

CTepunusaTopbl 41 MeAMUUHCKKUX Leneid. CTepunmsatopbl Ha OCHOBE./OKCMAA 3Tu/eHa.
Tpe6oBaHWA U METOAbI UCTbITAHWI

CTepunumsauns MegULUHCKNX n3aennin. TpeboBaHWUs K MeSULMHCKUM U3AeNnaM,
0603HavaemMbiM Kak «CTEPUJIbHBIE». YacTb 1. Tpe6oBaHWNA K OKOHUATENbHO
CTEPUIN30BaHHbIM MeANLMHCKAM YCTPOACTBaM

CTepunmsaumsa MefUUMHCKOA NpogyKuun. 3ITuneHokcug. YaeTb 1. TpeboBaHWa K
pa3paboTke, BanMAaLMmn v TeKYLLEMY YNpaBaeHUo NPOLLECCOM CFEPUAN3aL N MeLULMHCKUX
n3genuni

CTepunmsaums MeaMUMHCKOW NpoayKumu. ITuneHokcug. (JTpe6oBaHMA K pa3paGoTke,
BaNVAALMM 1 TEKYLLEMY YRPaBNEHNIO NPOLLECCOM CTEPUAM3ALAN MEANLIMHCKNX M3aenuii

CTepunmsauma um3gennia, MeaWLMHCKOrO HasHavyeHus -/ BumomHaukaTopoB - YacTb 2:
Bronoruyeckme MHAKUKATOPLI A1 MPOLECCOB CTEPUIN3ALUN OKCUAOM 3TU/IeHa

CTepunusaums  MEAWLMHCKUX  u3genunit.  MuKpo6uonmoruueckue metogbl. Yacts 1
OnpejeneHune NONYAALUN MUKPOOPTaHM3MOB Ha NpoayKiun + TexHudeckoe ucnpasneHme 1

CTepunmsaums MegNLMHCKNX n3genuini. Mukpoornonoruyeckme Metogbl. Yactb 2. McnbiTaHus
Ha CTepU/IbHOCTb;y: MPOBOAMMBIE MPW ONpejeneHun; BanutaLmm 1 obCcny>xXnBaHum npouecca
cTepunnsauyuu

YTPABNEHWE PUCKAMU

WN3penns MEAMUMHCKME. TpUMeHeHVe MeHeIXKMEHTA PUCKA K MEANLIMHCKUM W3AENMAM
WN3penus MeguumnHcKme. TNPOEKTUPOBaHNE MEAMLMHCKUX U3AENNIA C yUYeTOM
3KCMyaTauMoHHOW MPUrogHOCTU

BNONOIMMYECKAA BE3OTNTACHOCTb

Ouerka 61M0N10rMyYeckoro feiAcTens MegUUUHCKUX u3genuii. Yacts 1
OueHKa 1 uccnefoBaHUs TeCTUPOBAHKE B paMKax NpoLecca MeHeKMeHTa pucKamu

OueHKa GMONOrMYeckKoro AeicTBUs MeANLMHCKUX u3aenuii. YacTb 3.
lAccnenoBaHns reHOTOKCUUYHOCTH, KaHLEepPOreHHOCTM U PenpoAyKTUBHOW-TOKCUUHOCTY

OueHKa 61oN0rMYecKoro 4encTBnsMeaNLMHCKIX n3genmnia. YacTb 5.
ViccnefoBaHms Ha LMTOTOKCUYHOCTL METOAbI in Vitro

OugeHKa 6MONOrMYecKoro AencTBus MmeanUMHCKNX nu3aenunii. Yacts 6. ViccnegoBaHnsa Ha
MeCTHOr0 BO3JeNCTBUA NOCNE UMNAaHTaL MK,

buonornyeckas oLeHKa MeLUEMHCKNX yCTpOVICTB - YacTb 7: ocTatkm crepunmnsauum
3TUNEHOKCMA0M

OugeHKa 6MONOTMYECKONOAeCTBUS MeAMLUMHCKUX 3genuit. Yacts 10. ViccnegoBaHus
pasfpaxaroLlero U CEHCUBUNM3NPYIOLLETO AelicTBNS

OueHKa 61010rMYECKOro AeNCTBNA MeAULMHCKNX n3genuit.-HacTb 12. MpurotosneHune
Npo6 N KOHTPOsIbHbIE 06pasLbl

OugeHKa 6MONOrMYEEKOro AeicTBNa MeANLIMHCKUX n3aeaunid. YacTb 17. Y cTaHOBNEHUE
MOpPOroBbIX 3HaYeHMIN 415 BbIMbIBAEMbIX BELLECTB

OueHKa 6MONOLUYECKOro AeNCTBUA MeANLIMHCKUX n3aenunii. YacTek 18. WccnegoBaHue
XUMWNYECKNX CBOMNCTB MaTepunanos

bakTepnabHbIE9HA0TOKCHHbI
YMNAKOBKA

YNaKoBKa Ans MeAULUHCKUX W3AENWiA, MoAnexalinx QUHULLIHOW cTepunmsaumm - Yactb L
Tpe6boBaHUs K MaTepManam, CTEPU/bHbIM CUCTEMaM Gapbepa U CUCTEMAM YNaKoBKU
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EN ISO 11607-
2;2006/A1:2014

EN ISO 11979-1:2012
EN ISO 11979-2:2014

EN ISO 11979-3:2012

EN ISO 11979-
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EN ISO 11979-6:2014
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[upekTuBa 0 MeANLMHCKNX
nspenusax 93/42/EEC
1993L0042-EN-
11.10.2007005.001-1

£y*"lw nM 1?

YNakoBKa AN MeANLUHCKUX N3AENnia, nognexawinx UHULWHON cTepunmnsaunm.
YacTb 2. TpeboBaHUA K BanmaaLmnm npoLeccos (hopMUpoBaHus, repmeTnsaLiui n cbopkn
NHTPAOKYNAPHbLIE TNH3bI

MmnnaHTaTbl ofTanbMonorudeckve. VIHTpaokynsipHble MH3bI. YacTb 1/TepMuHonorus

MmnnaHTatbl odTanbMosnoruyeckue. WHTPaoKynsipHble NMH3bL. YacTb 2. ONTuueckue
CBOIiCTBA U METOAbI UCMbITaHMiA + TexHUYeckoe ncnpasnexHmne 1

MMnnaHTaTbl opTanbMOoIornyeckune. VIHTpaokynsapHble NMH3bl. YacTs 3. MexaHuyeckue
CBOWCTBA M MeTOAbl UCMbITAHWUI

MmMnnaHTaTbl ohTasibMonornyeckue. NHTpaokynspHble NUH3bIL YacTb 4. STUKETMPOBaHME U
MHopMaLms

MMnnaHTatbl ohTanbmoornyeckmne. IHTpaokynspHble nnH3bL. YacTb 5. buonornyeckas
COBMECTMMOCTb

MMnnaHTaTbl O(TaIBMONOrMYECKME. VIHTPaoOKYspHbIe MH3bI. YacTb 6. CPoK rogHoCcTu U
CTabUNLHOCTL MPU TRAHCNOPTUPOBAHNUY

MmMnnaHTaTbl opTansMoniornyeckme. BHyTpurnasHble AMH3bl. Yactb 8. OCHOBHbIE
TpeboBaHus

KNMMHNYECKAA OLIEEHKA

PYKOBO/JCTBO. /M0 K/IMHUYECKOW OLEHKE MeAULUHCKNX W3AeNuii - pPyKOBOACTBO AfS
npousBoaUTeneli 1 ynosHOMOYEHHbIX OpPraHoB

CE

KommyHukauma Komuccmm B pamkax peanusaumm Oupektunsbl Coseta 93/42/EQC 0T 14 nioHA
1993 r.OMeANLMNHCKNX YCTPONCTBax

Ounpektmea Coseta 93/42/E3C oT 14 /moHA 1993 r. 0 MeLWULMHCKUX YCTPOACTBax ¢
nonpaBkamun, BHECEHHbIMW [upekTnBOW-M5 2007/47/EC EBpPOMNeCKOro napiaMeHTa u
CoBeTa 0T 5 ceHTA6psa 2007 T.

Tanrn
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Poccuniickaa depepauus
Nopog MockBa
BocemHaguaToro v Ase TbiCAYM ABajLUaTb TPeTbero roga

A, Mbirbilw Onbra HukonaeBHa, BPEMEHHO UCMOMHAKOWMI 0653aHHOCTM HOTapuyca ropoja
MocKBbl AnexnHa EBreHna BnagumupoBuya, CBUAETENLCTBYK MNOAMNUHHOCTL MOAMUCHK

nepesogymka TapaH NpuHbl BopucoBHbLI.
Moanuce chenaHa B MOEM MPUCYTCTBUMN.
JlnuHoCTb nofgnucasLwero JOKYMeEHT yCTaHOB/eHa.

KmboTu>eocTe "aopeaf



