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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 ofthe lens into the capsular bag. See

label on the cardboard box for type ofthe 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 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 (hnm) 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: 11 mm
Haptic Angle: 0°
Lens Orientation 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 bottom left (B), you are facing the anterior side of the lens.

INDICATIONS:

LuxGood™ TORIC posterior chamber lenses are indicated for primary 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.
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MODE OF ACTION:

LuxGood*** TORIC 10Ls positioned in the capsular bag act as a refractive medium to correct
aphakia and pre-existing astigmatism. LuxGood~* TORIC I0Ls 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 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 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 complications of cataract surgery
may include, but are not limited to the following: secondary cataract, inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreous inflammation, CME, TASS ...), corneal 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 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 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.
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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 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 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.

e LuxGood*M TORIC 10Ls, 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 IOL model, its power 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 the lens 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 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.

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
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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 of the surgical case.

PACKAGING / STERILIZATION:

LuxGood™ 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*"" 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, 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 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.
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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 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 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
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

»B Body Diameter
hT Overall Diameter
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DO NOT USE IF PACKAGE IS DAMAGED

DO NOT RESTERILIZE

Cutting Edge S.A.S.
Nﬂ_ 770 rue Alfred Nobel
Immeuble Le Nobel

34000 Montpellier
FRANCE

C@ CE with the number of the inspection institution -
" confirms compliance with EU regulations
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Addition to instructions for use
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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-existing comeal astigmatism. LuxOGod**TORIC IOLs have
aspheric and toric optics. Preloaded LuxGood*"M* TORIC I0Ls 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 ofthe 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 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 to +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 +0.300
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 cylinders 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
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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 of the 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 IOLs positioned in the capsular bag act as a refractive medium to correct
aphakia and pre-existing astigmatism. LuxGood™" 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 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 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 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 are not limited to the following: secondary cataract, inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreous inflammation, CME, TASS ...), comeal endothelial damage,
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endophthalmitis, retinal detachment, corneal 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 LuxGood™ 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 ofinfection.

After use, the injector for IOL 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.

* 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 attempting to implant intraocular lenses.

» The IOL model, its power 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.
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* 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 is 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 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 of the surgical case.

PACKAGING (CONTENTS OF DELIVERY)/ STERILIZATION;

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”""* 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.

The package contains:

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

- Instructions for use -1 pc.;

- Patient card - | 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.
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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 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 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 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 axis marks 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 notified to the manufacturer and

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

SYMBOLS USED ON LABELING:

Symbol Description
YGOODT Model name
D Diopter
¢hB Body Diameter
GT Overall Diameter
SE Spherical Equivalent
CYL Cylinder
SPH Spherical Power
11 mm Overall diameter
6 mm Optic diameter
Serial number
1 1
S Use before
Tref] Catalog number
Date of manufacture
cd
[lot] Lot
A-Constant (est) A-constant
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BTrauEO Ethylene oxide sterilization

(§) DO NOT USE IF PACKAGE IS DAMAGED

DO NOT RESTERILIZE

® Do not reuse

Cutting Edge S.A.S.
mJ 770 rue Alfred Nobel

Immeuble Le Nobel

34000 Montpellier

FRANCE
C€ CE with the number of the inspection institution - confirms
compliance with EU regulations
You should read the instructions for use before use
m
Storage temperature from + 5°C to room temperature
N
A Carefully! Refer to instructions for use
LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS WITH WHICH MEDICAL DEVICE COMPLIES
REFERENCE DESCRIPTION
QUALITY
Medi . . ) .
EN ISO 13485-2016 edical Devices - Quality management systems - Requirements for regulatory
purposes
ISO 10005:2005 Quality management systems - Guidelines for quality plans

SAMPLING

Sampling procedures for inspection by attributes - Part 1: Sampling schemes indexed by

IS0 2859-1:1999/A1:2011 acceptance quality limit (AQL) for lot-by-lot inspection

Sampling procedures for inspection by variables - Part 1: Specification for single
EN ISO 3951-1:2014 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
EN ISO 15223-1:2016 Graphical symbols for use in the labeling of medical devices
EN 1041:2008/A1:2013 Information supplied by the manufacturer with medical device
STERILIZATION

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

EN 1422:1997/A1:2009
methods

Sterilization of medical devices - Requirements for medical devices to be designated

EN 556-1:2001/AC:2006 ‘STERILE’ - Part 1. Requirements for terminally sterilized medical devices
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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

ENISO 11607-
1:2009/A1:2014

EN ISO 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 for medical devices

Sterilization of health-care products - Ethylene oxide - Requirements 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 - 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 a sterilization process

RISK MANAGEMENT

Medical Devices - Application of Risk Management to medical devices

Medical devices - Application of usability engineering to medical devices
BIOLOGICAL SAFETY

Biological evaluation of medical devices - Part 1. 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 for terminally sterilized medical devices - Part 1. Requirements for materials,
sterile barrier systems and packaging systems

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

INTRAOCULAR LENSES
Ophthalmic 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
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EN ISO 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 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 concerning medical devices amended by
M5 Directive 2007/47/EC of the European Parliament and ofthe Council of 5 September
2007
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BAUSCH+LOMB

Intraocular lens in version LUXSMART™
Instructions for use
Addition to instructions for use
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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 use)

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

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 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 lens into the capsular bag. See

label on the cardboard box for type ofthe 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 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
Powers +6.00 to +34.00 Diopters
Cylindrical Powers +0.75 to +6.00 Diopters
Dimensions Body Diameter: 6.0 mm; Overall Diameter: 11 mm
Haptic Angle: 0°
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 of the lens.

INDICATIONS:
LuxSmart™ TORIC posterior chamber lenses are indicated for primary 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.
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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 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 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 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, comeal edema, pupillary block, iris prolapse, hypopyon,
glaucoma, wound leak, hyphema, iris atrophy, vitreous prolapse, 0L 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.
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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 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.

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 attempting to implant intraocular lenses.

* The IOL model, its power 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 the lens 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 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 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
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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 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 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 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.
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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 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 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
izB Body Diameter
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Overall Diameter

E

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

L®®

ce CE with the number of the inspection institution -
confirms compliance with EU regulations
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Addition to instructions for use
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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 10Ls 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 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 ofthe 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 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 to +34.00D with O.ID 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 cylinders in the market: 0.75D/ 1,0D/ 1.5D/ 2.25D / 3.0D / 3.75D
/4.5D/5.25D/6.0D

ES<25D ES>25D

0<CS25D +0 300 #0400
2.5<C«4.5D #0400 +0400
450<C +0.500 #.500
Dimensions Body Diameter: 6.0 mm;

Overall Diameter: 11 mm
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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 lenses 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 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 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 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 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, comeal edema, pupillary block, iris prolapse, hypopyon,

glaucoma, wound leak, hyphema, iris atrophy, vitreous prolapse, IOL decentration or tilt, IOL
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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 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 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 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 IOL model, its power and expiration date should be verified before opening the protective
packaging and before opening the individual sterile poucbblister.

« 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.
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* 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.

« Ifa YAG laser posterior capsulotomy is performed, assure that the laser beam is 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 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 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* TORIC 10Ls 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.

The package contains:

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

- Instructions 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.
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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 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 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 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 axis marks with the referenced intended axis of placement.

FIG. 2

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



FIG. 5

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
YSMARTT Model name

D Diopter

¢ B Body Diameter

hT Overall Diameter
SE Spherical Equivalent
CYL Cylinder

SPH Spherical Power

11 mm Overall diameter

6 mm Optic diameter

1 1 Serial number
S Use before

| rl £l Catalog number
GQ Date of manufacture
Lot

A-Con$tant (est) A-constant
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HTEMLAEO Ethylene oxide sterilization

DO NOT USE IF PACKAGE IS DAMAGED

DO NOT RESTERILIZE

® Do not reuse

. Cutting Edge S.A.S.

I J 770 rue Alfred Nobel
Immeuble Le Nobel
34000 Montpellier
FRANCE

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

m
Storage temperature from + 5"C to room temperature
A Carefully! Refer to instructions for use
LIST OF NATIONAL AND INTERNATIONAL REGULATORY

DOCUMENTS/STANDARDS WITH WHICH MEDICAL DEVICE COMPLIES

REFERENCE DESCRIPTION
QUALITY

Medical Devices - Quality management systems - Requirements for regulatory

EN ISO 13485:2016 pUrpOses

ISO 10005:2005 Quality management systems - Guidelines for quality plans

SAMPLING

Sampling procedures for inspection by attributes - Part 1. Sampling schemes indexed by

1502859-1:1999/A1:2011 acceptance quality limit (AQL) for lot-by-lot inspection

Sampling procedures for inspection by variables - Part 1. Specification for single
EN ISO 3951-1:2014 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

EN ISO 15223-1:2016 Graphical symbols for use in the labeling of medical devices
EN 1041:2008/A1:2013 Information supplied by the manufacturer with medical device

STERILIZATION

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

EN 1422:1997/A1:2009
methods
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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 10993-10:2013

EN ISO 10993-12:2012

EN ISO 10993-17:2009

EN ISO 10993-18:2009
European Pharmacopoeia

2.6.14

EN ISO 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 for medical devices
Sterilization of health-care products - Ethylene oxide - Requirements 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 - 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 a sterilization process

RISK MANAGEMENT
Medical Devices - Application of Risk Management to medical devices
Medical devices - Application of usability engineering to medical devices
BIOLOGICAL SAFETY
Biological evaluation of medical devices - Part 1: 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 for terminally sterilized medical devices - Part 1. Requirements for materials,
sterile barrier systems and packaging systems

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

INTRAOCULAR LENSES

Ophthalmic implants - Intraocular lenses - Part 1: Vocabulary

Ophthalmic implants - Intraocular lenses - Part 2: Optical properties and test methods +
Technical corrigendum 1
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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 concerning medical devices amended by
M5 Directive 2007/47/EC of the European Parliament and of the Council of5 September
2007
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8-NHCTPYKUWA MO NPUMEHEHWIKO

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

WHCTPYKUMM MO NPUMEHEHWIO
[LONONTHEHUS K UHCTPYKLUMUSIM MO MPUMEHEHMIO

MNpon3soanTenNb: KattuHr 3pk CAC, dpaHuusa / Cutting Edge
SAS, France
Agpec lNMpousBoanTens: 770, Pro Anbthpes Hobenb, IMmEbb J1é Hoberb,

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

MpounssoacTBeHHasa nnowaaka: KartuHr 9mk MaHydakuypuHr CAC,
580 Pto Makc MNMnaHk, 31670 Jlabex, ®paHuus
(Cutting Edge Manufacturing SAS, 580 rue Max
Planck, 31670 Labege, France)

A, Hmxkenognucaswasnca HaTann 63NNb (Nathalie BAYLE),
HoTapuyc KacTtaHe-TonosaH (CASTANET-TOLOSAN) (OT-FapoHH, ®paHuus), ygocT 0Bepsto K
noaTBeEPXAak, YT O NOAMNUCL HKE NpuHagnexXunT r-xe CaHapuH BOHAL (Sandrine BONACHE),
HayanbHWUKY OT efa KayecTBa M HOPMAaTMBHO-NPAaBOBOro perynmpoBaHnsa «KaT TUHT 34X
C.A.C.» (Cutting Edge SAS) n 6blna NnocTaB/eHa €0 B MOEM NPUCY T CTBUN.

KacTaHe-TonosaH 4 NKONA 2023 T.

Moanucek: Mopgnuce;

<nojnucaHo>

Wramn: <<KATI'I/I—I'3CI}K>§(1]I'I‘II\GE[I£) flevaTs
SO 6 Hoo

770 mmmrEn:E <I'IeHaTb-|‘H|an/|Ea7|rb,
Ten.';AgB)%S 62 l34%‘464- dac (33) 86()0%8,52 24.64 64 me")’f KACTAHETOTCBAH (Or-
A T ok W
peectpe . MoHerke 800 783 284
MHOVED
7

VeHgynayoHb
WM%FR%%BSZM
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BAUSCH-f LOMB

JIVH3a MHTpaoKynsapHasa B BapuaHTe ucnosHeHna LUXGOOD™

VHCTPYKUMS MO NPUMEHEHUIO
[loNoNHeHNEe K MHCTPYKLMKN M0 NPUMEHEHMIO
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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) LuxGood™ TORIC npeacTaBnsitoT COG0A  MOHOMNMTHBbIE
3afiHekamepHble VMOJI, nornowarouime ynosTpagpuonetosoe (Y ®) nsnyyeHune, npefHasHayeHHble A9
3aMeHbl eCTeCTBEHHOW JIMH3bl XpycCTa/inka Yy MceBAOMPAKUYHBIX B3POC/bIX MNALUEHTOB C
npegLwecTByOWMUM acTurmatusMom porosuubl. MOJT LuxGood™ TORIC nmetloT achepuyeckyro u
Topuyeckyto ¢opmy. MNpeasapuTtenbHo 3arpyxeHHble NOJT LuxGood™™ TORIC nocTaBnsoTCca B
CUCTEME MMNaHTaLUN UHTPAOKYNSPHbLIX NNH3, obecneynBaroLeii 6eCKOHTAKTHYO LOCTaBKY /INH3bI

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

PN3INYECKUME XAPAKTEPNCTUKN:
MaTepuan nNnH3bI FM6KNIn  rMapodo6HBLIA  cononuMmep akpuna, cofepxalyuii

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

XapakTepuctuky matepmana  KoaduumeHT npenoMneHuns: BO BA@KHOM COCTOSHUM Mpu
Temnepatype 21 °C: 1,544,
npu35°C: 1,540

CnekTpanbHblid KoaguumneHt  Ana NOJ +20,0 guonTpuii

nponyckaHuns 10 % nponyckaHue Ha A/INHE BOSIHbI 396,7 HM

Cwm. PUC. 6, rge Ha ocum X OT/IOXKEHbI 3HaYeHWs LANHbI BOJHbI
(HM), a no ocn Y - npospavyHocTb (%).

dopma NoBepxHOCTU ONTUKM  Acthepnyeckas Topuueckas

Chepryecknin aKBnBaneHT +6,00 go +34,00 guonTpuii
LmnnHgpuyeckas cuna +0,75 o +6,00 gnTp
Pasmepsbl OnameTtp ontnyeckoro Tena: 6,0 Mmm;

O6wwnit gnameTp: 11 mm
FanTunuecknin yron: 0°

OpueHTaLNS NNH3bI MepefHsAs CTOPOHA IMH3bI 06palleHa K nepefHeit CTOpoHe rnasa.
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Kak nokasaHo Ha PUC. 5. npu pacnonoXXeHnu opueHTaunoHHbIX
MeTOK BBepxy cnpaBa (A) 1 BHMU3y cnesa (B) nepeagHsas cTopoHa
NH3bI 0bpallleHa K Habngatento.

MOKA3AHUA:

3agHekamepHble NMH3bI LuxGood™” TORIC nokasaHbl ANS MEPBUYHON MMNNAHTaUUM C Lefblo
KOppeKLUn 3peHns npu aakmm ¢ NpejLlecTBYOLWMM acTUrMaTM3MOM POroBULLbI NOC/e yAaneHus
XpyCTanmka C KaTtapakTOl y B3pOCNbIX MNauneHTOB. JIMH3a npefHasHavyeHa A0S MMMNaHTauuu B

KancynspHblil MeLOoK.

PEXNM PABOTHI:

MO LuxGood™ TORIC, pa3MelleHHble B KancynsapHOM MeLlKe, AeACTBYIT KaK npenomastoLlas
cpefia C LEeNblo Koppekuumn adakmm ¢ npegwecteyowmm acturmatusmom. MO LuxGood™ TORIC
MMEKT TOPUYECKYH (hOpMYy Ha 3ajHeli ONTMYEeCKOW MOBEPXHOCTW, a TaKXe OCeBble METKH,
0003HavawWmMe MNNOCKUA MepuanMaH uwnmHapa (nawc  uuanHgpudeckyto oce) (PUC. 5).
ConocTaBneHne 0CeBbIX METOK C MOC/ie0nepaLnoHHbIM KPYTbiIM MEPUAMAHOM POroBuLbl (LesieBas oCb

pasmeu_l,eva) rapaHTUpyeT NpaBnibHOCTb pasMeLWeHNA N ONTUMaNbHbIE PE3Y/IbTAThI.

MPOTUBOMNOKA3AHUVA N NPEAOCTEPEXEHWA:

C Bpa4yebHOM TOYKM 3peHns, Npu Nt060M 13 CNefyLWnX 06CTOATENbCTB (HO HE OFPaHNYNBAACH 3TUM)
cnegyeT OuUeHMBaTb COOTHOLIEHME MOTEHUMANbHbIX PUCKOB W MPEUMYLLECTB: pPeLuanBUpYlOLLee
TAXEeN0e BOCNasieHWe nepefgHero WAy 3af4Hero CerMeHTa WauM YBeuT; nauueHTtbl, y KoTtopbix WO/
MOXeT NOB/NATbL Ha CNOCOBHOCTbL HabnhaTh, AMArHOCTMPOBATb UK NIeYnTb 3aboneBaHUs 3agHEro
CerMeHTa; XWpypruyeckme TPYAHOCTM C MOBbILEHUEM MNOTeHUMana ANA OCNOXKHEHWUA (Takmx Kak
NOCTOSHHOE KPOBOTEYEHMe, CYLLEeCTBEHHOE NOBPEXEHME pafyXXHOW 060/104KN, HEKOHTPOMPYEMOe
MONOXWUTeNbHOE [aBfieHWe WM CYLLeCTBEHHbIA nponanc uauM noTeps CTEK/JOBUAHOrO Tena u Aap.);
peopmauma rnasa BCMeACTBME MpeALIecTBOBaBLUEA TpaBMbl UAK gedeKTa pa3BuTUA, B pesysibTaTe
KOTOpbIX Hagnexawas pukcayma NOJT cTaHOBUTCA HEBO3MOXHON; 06CTOATENbCTBA, KOTOPbIE MOTYT
MPUBECTM K MOBPEXAEHUIO 3HAOTENNSA B MPOLECCE UMMAAHTALUUN; MALNEHTbl, Y KOTOPbIX HU 3afHAA
Kamepa, HU MOACOK HefoCTaTOYHO Lenbl Ans obecnedyeHns ukcaumu; Nojo3peHne Ha MUKPOOHYIO
NH(EKUNIO.

Topuuyeckne WNOJT He peKOMeHOBaHbl NPW NpeALWecTBYOWEM HeNpaBuIbHOM acTUrMaTusme,
paguanbHbiX paspbiBax BO BPEMS Kamncy/ioTOMUM, NMOBPEXAEHUM NOACKa, a TakXe Mpu 0XuAaeMol
06LIMPHOI KancynoToOMUMN.

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

XUPYypPrnyeckKoro nedyeHnda KartapakTbl MOryT BK/AKYaTb, HO HE€ OrpaHMymBatbCA Ceayrouwnm:
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BTOPUYHAA KaTapakTa, BocnaneHve (MPUAOUMKAWT, 3pavykoBas/uMKnuTHas MembpaHa, BocnasieHue
CTEKNOBUAHOIO Tena, LUCTOMAHbIA MaKyNspHbIA OTEK, TOKCUYHbIV CUHAPOM NepeHero cerMeHTa...),
KOpHeanbHOe MOBpeXeHWe 3HAOTeNud, 3HAOPTaNbMWUT, OTCNOEHWE CceTyaTKu, OTEK pPOroBuLbl,
3aKyrnopka 3padyka, nponanc pagy>XHou 060104YKM, TUMOMWOH, rnaykoma, fpocavyuMBaHue paHbl,
rnhema, aTpous pagyXHo 060104KM, NPONANC CTEKNOBUAHOIO Tena, CMeLLeHne nnm HaknoH MO,
ONTMYECKMe Hanétbl WU NOMYTHEHUA, OTO/MIECKM WM BTOPWUYHbIE XUPYPruyveckne BMmellaTesIbCTBa
(Takve Kak yCTpaHeHWe npocayMBaHWUA paHbl, acnupauus CTEKJIOBUAHOrO Tena, WPUAIKTOMMUS,
nepeycTaHoBka unu 3ameHa VMOJI, penapaumnsa 0TCNOEHUS CeTUYaTKM U ap.).

MOJT cnepgyeT mMmnnaHTMpoBaTb B COOTBETCTBMWM CO CleAYHOLWMMWN yKasaHMAMU. HenpaBuibHoe
MCNOMb30BaHME MOXET YyrpoXkaTb 340P0BbIO NMauueHTa.

He wncnonb3oBaTb WOJI, CTepUIbHOCTb WAM KayeCcTBO KOTOPOM HaxoAaTcA MNof COMHEHUEM B
pe3ynbTaTe NOBPEXAEHMUS YNaKOBKU.

He nbiTalTecb BUAOU3MEHATb UK NepefenbiBaTb YCTPOUCTBO MU €r0 KOMMOHEHTHI.

He ncnonb3oBaTb NOC/Ne UCTEYEHUS CPOKA FOLHOCTH.

He ncnonb3oBaTb 6e3 BUCKO3/1aCTUYECKOr0 pacTBopa.

He ncnonb3oBaTb NOBTOPHO. MOBTOPHOE MCMO/Mb30BaHME MOXET YrpoXaTh 340P0BbIO NaymeHTa.

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

He nmnnaHTupyiiTe NMH3Y B NEPeAHIO KaMepy Uan B LnanapHyto 6oposgy.

BpaweHne nunH3bl LuxGood™ TORIC no OTHOWEHMIO K LUefeBOM OCM  MOXET CHU3UTb
3D(heKTUBHOCTb €e KOppeKLUn acTurmaTnsma.

Yrnosoe cMmeweHne 6onee 30° MOXeT MNpuMBECTM K YBE/NIMYEHUIO MOC/AeonepayoHHOM
UMNNHAPUYECKOR pedpakumn. Mpu HEO6XOAMMOCTU MepeyCcTaHOBKM JINH3bI ee crefyeT NpOoBOAUTb
KaK MOXHO paHblUe, 0 MHKANCyNAaLunum IMH3bI.

YTunusayma cuctembl umnnaHtaumm ana ssegenns NOJT fonxHa NpoBOAUTHCA B COOTBETCTBUM C
MECTHbIM  3aKOHOLATe/NIbCTBOM 0 MEAMUMHCKUX O0TX0fax, XapakKTepusylLMXCA  PUCKOM
NHnunpoBaHua. Cuctema nmnnaHtayum MOJ nocne UCnosib30BaHUSA KacCUPULMpPyeTcs Kak Knacc
0TX0L0B B 1 fOo/HKeH BbITb YTUAN3NPOBAH B COOTBETCTBUM € CaHlMunH 2.1.3684-21.

He ncnonb3yiTe faHHble pepakyum 418 pacyeToB, MOCKO/bKY Halnuye acTurmaTuama B ygansiemom

eCTECTBEHHOM XPYCTa/lMKe MOXET MOB/UATH Ha pe3y/bTaThl.
MEPblI MPEAOCTOPOXHOCTW:

o XpaHuTb MNpu KOMHaTHOW Temnepatype. He 3amopaxwuBaTb. PekomeHpauuu: W3beraiite

TemnepaTtypbl HMUXe 5°C un Bbiwe 45°C.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



 non LuxGood™ TORIC, cbGanaHCMpPOBaHHbLIA COMEBOW pPacTBOP W WUCMO/Mb3YEMbIi
BMCKO3/M1aCTUYECKMIA pacTBOp nepes MNPOBEAEHMEM XUPYPrMyeckKoro BMellaTenbCTBa [O/KHbI
XPaHWUTbCA B TeyeHue No KpariHel mepe 30 MUHYT npu Temnepatype MuHUMYM 20°C.

o NA MMNNaHTauMm UHTPAOKYNAPHbLIX TMH3 HEOBXO4MUM BbICOKUI YPOBEHb XMPYPTrUUYECKUX HABbIKOB.
Mpexzae 4eM NpuUcTynaTb K UMMAAHTALUN UHTPAOKYNSAPHBIX INH3, XUPYPT AO/MKEH NPOWATU NOMHbIN
Kypc 06yuyeHus.

» Meped BCKPbITUEM 3ALLMTHOW YNaKOBKU U WHAWBUAYANLHOTO CTEPUNbHOIO naketa/6nucTepHOoiA
yNnakoBKK criefyeT npoeeputb mogens NOJI, eé oNnTUYECKYIO CUTY U CPOK TOAHOCTH.

* CTepU/IbHOCTb M34eNna rapaHTMpyeTcsa TOMbKO Mpu CO6MI04EHUN LEeNOCTHOCTU UHAUBUAYANbHOTO
CTEPUIHOTO MakeTa.

e O6palaTbCa C NMH30M cneayeT OCTOPOXHO, YTOObI M36exaTb MOBPEXAEHWIA NOBEPXHOCTU WK
ranTuku.

e CneflyeT TWlATeNbHO NPOMbITL MOJ1 neped uMmnnaHTauunen. He 3amaumeatb U He NnpombiBaTh NOJT B
Kakux-nnmo6o Apyrux pactsopax, KpoMe CTEPUIbLHOIO cbasaHCMPOBAHHOIO COJ/IEBOr0 pacTsBopa.

» CnepyeT HafleXXHO y6eANTLCA, YTO IMH3a MOMHOCTHIO MMMJIAHTUPOBaHA B Kancy/spHbIA MeLIOK.

* B cnyuyae npoBeAeHUs 3aHei Kancyn10TOMMM C MOMOLLbIO Nasepa Ha UTTPUR-aItOMUHNEBOM FpaHaTte
(YAG-naszepa), Heobxoaumo obecrneynTb (POKYCMPOBKY J/lyya nasepa HeCKONbKO M03ajn 3agHel
Kancysnebi.

* MHAMBUAYann3aumio XMpypruyeckn Bbi3aBaHHOro acturmatusma (XBA) pekomeHayeTca NPpoBOAUTL
NCXO0AA U3 UHANBUAYANbHON XUPYPTrUYECKON TEXHUKMN U paHee Nony4vyeHHbIX pe3ynbTaTtoB, NOCKO/bKY
pas3Mep W pacnoioXXeHWe XUPYPruyeckoro paspesa MOryT MOBAUATH Ha BbIPAXEHHOCTb U 0OCb
nocsieonepayMoHHOro acTurmaTmsmMa porosuLbl.

» lns nonyyYeHna ONTUMalbHbIX Pe3ynbTaToB CAeAyeT yYUTbIBaTb 3afHUI acTUTMaTU3M POrOBULLbI.

e [lns nonHoro ypaneHus BWUCKO3NaCTUKa C MepeAHeid M 3afHeil MOBEPXHOCTEW NIMH3bI Mocne
MMNAaHTaLMM B KancynsipHbliAi MeWwoK cnefyeT cobnofaTtb OCTOPOXHOCTb, YTOObI He MnepekayaTb
KancynspHblA MeL oK, a TakxXe ybeanTbCsA B TOM, YTO B KOHLLe BMeLLaTebCTBa paHa repMeTM3npoBaHa.
OCTaTo4YHbI BMCKO3NACTUK, MepeKkayMBaHuMe WM OTAeNsieMOe W3 paHbl MOryT Cnoco6CcTBOBaTb
YrNI0BOMY CMELLEHUIO IMH3bI OT LeN1eBON OCK pasMeLLeHus.

» Cnepyet cobnwofarb 0cobble Mepbl MPefOCTOPOXKHOCTU, YTOObI rapaHTMpPOBaTb MPaBUIbLHOCTb
OpMeHTauun TOPUYECKUX JNIMH3 Ha LEeNeBOM OcCU pasMeleHns B KOHLe XMUPYpPruyeckoro

BMeLlaTe/bCTBa.
YMAKOBKA U CTEPUNTN3ALNA:

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
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cneflyeT OTKpbIBaTb B CTePUSIbHbLIX ycnoBuax. [ns obecneveHus oTcexmsaemoctn MOJT KapTOHHas
KOpo6Ka cHabeHa KapTOYKOM NaumneHTa 1 CaMOKNeLWMMNCS ITUKeTKaMK. PasnnyHblie mogenn NOJ
MapKMpyTCA N0 CHepnyecKOMY 3KBMBANIEHTY U LUANHAPMUYECKON ONTUYeCKOn cune. Cepmnyeckmii
9KBMBANEHT COOTBETCTBYET ONTMYECKOW cue, NOSYyYEeHHON C NOMOLLbI0 6OMbLUMHCTBA PaCHeTHbIX

thopmyn.

Bce Mogenu cTepunmsyoTcs OKCUAOM 3TU/EHa.

YKA3AHNA MO MCMONb3OBAHNIO:

1. Mepen onepaumelt Bpayy crefyeT ONpefenTb ONTUYECKYK CUY MIaHUPYEMbIX K UMMAaHTaLuu
NIMH3 C NMOMOLLbID METOAOB pacyeTa M TOYHbIX M3MepeHWii 6UOMEeTpUM, B 3aBUCUMOCTU OT OMNbiTa
Xupypra, npeanoyvyTeHNin wn/mam € NOMOLLbIO TOPUYECKOT0 KanbKynstopa. PeKOMeHOBaHHble
3HayeHMs A-KOHCTaHT, yKa3aHHble Ha KAPTOHHOW KOPOOKe C NMH30W, ABNSKOTCA OPUEHTUPOBOYHBLIMU.
2. Mepep Havyanom onepaumm onepupyemblil rnas cnefyeT pasMeTuTb (COrNacHo NPeanoYTUTEIbHOMY
MeTOoAYy faHHOr0 Bpaya) 415 YeTKOro yKasaHus LeNneBoi 0Cx pasMeLLeHus.

3. Mepes umnnaHTaumen NMH3bI cnefyeT 0OCMOTPeTb YNAKOBKY W BbIACHUTb ee MOAeNb, ONTUYECKYHO
cuny (cpepuyeckuii 3KBMBANEHT U LWIWHAPUYECKYIO CUAY), CPOK TOLHOCTM W HaANexXallyto
KOH(UTYpayuio.

4. OTKpbITb KapTOHHYK KOPO6KY W OCMOTPETb CTEPWUIN30BaHHYK O/IMCTEPHYID YMNaKOBKY,
COAEPXALLYK NMH3Y W CUCTEMY WMNAaHTauuu. Y6eauTecb, 4YTO COAEPXMMOe He MOBPexeHo.
Y6enntecb B TOM, YTO UH(OpMaLMA Ha 3TUKETKe 6IMCTEPHON YyNaKoOBKM COOTBETCTBYET MH(OpMaLnm
Ha BHELWHeN KOPOOOYHOW YMNaKoBKE U Ha CaMOK/EAWMXCH ITUKETKaxX. BCKpbITb 6/UCTEPHYIO
YMaKOBKY TakKuM 06pa3oM, 4TOObl YCTPOMNCTBO OCTaNoCh B CTEPU/IBHOM MOfe.

5. OcmOoTpeTb YCTPOMCTBO U y6eauTbCS, YTO OHO He MOBPeXAeHo. JIMH3Y cnefyeT TwaTeNbHO
MPOMbITb C6aNaHCUPOBAHHbLIM COJIEBbIM PACTBOPOM NMYTEM OMOJIACKMBAHMUA Yepe3 KOHUYMK KapTpuaxa
(PNC, 1) n ¢ koHua 3arpy3odHoin kamepbl (PUC. 2). CneayeT 06sa3aTteNlbHO 06ecneynTb MOMHYIO
rmapaTauuio KapTpuaxa u 3arpy3ovyHoi kamepbl. Mogoxante B TedyeHne 30 ceKyHA. VMHCTpPYKLuK 0
TOM. KaK MOIHOCTbIO NOAFOTOBUTL YCTPOMCTBO K MMMaHTaLMK, He Npukacasch K nosepxHoctn VO,
CMOTpPUTE Ha NnpusiaraembiX pUCcyHKax:

PNC. 3: 3aKpbiTb KPbINbILWKK 3arpy3o4yHoil kamepbl. Mpu cpabaTbiBaHUM MexaHU3Ma (ukcauuu c
3aLleIKon NMH3a HaféXHO PUKCUpYeTCa Ha MecTe.

PUC. 4: HaHeCcTn pacTBOp BMCKO3/1aCTMKa Yepe3 KOHUYMK KapTpuaxka. Y6eanTbCs, 4YTO BUCKOINACTUK
LLe/IMKOM 3amno/IHU KOHUYUK MHXEKTopa. JInH3a rotosa 414 uMniaHTaumum.

6. BbINOMHWUTL MMNNAHTALMUIO NMMH3blI B MAKCUMa/bHO KpaTyaiilee BpemMs nocne nosHon NoAroToBKM

NINH3bI.
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7. BBECTU KOHUYMK KapTpuaxa B pa3pe3 C HAKNOHOM HAaKOHEeYHWKa MHXeKTopa, 06paLlléHHbIM K rnasy
naymeHTa. MpoaoMKNTL, OCTOPOXHO, HO HENPEPLIBHO HAXXUMas Ha NOPLUEHb, A0 YCTAHOBKMW /INH3bI B
KancynspHbli MeLLOK.

8. YTununsnpyite cucteMy UMnaaHTauuu.

9. JInH3y cnefyeT WMMNNAHTMPOBATb TaK, 4YTOObI ee MepefHAs MOBEPXHOCTb Obina obpawieHa K
nepeaHein noepxHocTu rnasa. OpueHtauns MOJ1 MoXeT ObiTb MPOBEPEHA BU3yaNlbHbIM OCMOTPOM
rantuku. Kak nokasaHo Ha PUC. 5, korga rantuyeckume BCTaBKM PacrnonioXeHbl BBepxy cnpasa (A) u
BHM3Y cnesa (B), nepefHAs CTOpOHa NIMH3bI 0b6paLleHa K Habntogarento.

10. ConocTaBbTe MeTKU oceil MIOJ1 ¢ pa3ameyeHHOI NpeanonaraemMoil 0Cblo yCTaHOBKMY.

puc. 2

K>

300 «0 S00 S00 ns €0D 90D 1000 1100

puc. 6

CnenyeT WMCNoOMb30BaTh TONbKO PacTBOP BMUCKO3NACTUKA HU3KOW WAM cpefHeld BsskocTu. Cnegyet
MCMONMb30BaTh TOMbKO CUCTEMY WMMMAHTaLWMK, NpPeaoCTaB/eHHYH BMeCTe C MNpeaBapuTenbHO

3arpy>XeHHou nuH3oin LuxGood™ TORIC.

B0O3MOXHO MpoBefileHNe PasUUHbIX XWPYPrUYECKUX BMELLATENbCTB, M XUPYPr AO/MKEH BbiGpaThb
npoueaypy, NOAX0OAAWY0 ANS NauueHTa.

O no6bIX Cepbe3HbIX MHLUMAEHTAX, CBA3aHHbIX C YCTPOWCTBOM, CnefyeT yBelOMNSTbL NPOU3BOANTENS

M KOMNETEHTHbIV rocyAapCTBEHHbIV OpraH, B KOTOPOM 3aperucTpupoBaH Nnosib3oBaTesb.
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CHUMBOJIbI, MCNTOJIL3YEMBIE HA 3TUKETKAX:

Cumson Onncanne

D JuonTpus

¢B Ontuyeckuii fnaMeTp
T O6umit tuameTp

®

HE UCNTOJIL30BATL MTPU NOBPEXJIEHHH YIIAKOBKH

&

HE CTEPWJIHU30BATL HOBTOPHO

@

HE HCHIOJIb30OBATb IOBTOPHO

ud

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

C€

CE c¢ Homepom npoBepsiowIero YYpexA€HHs - TOATBEpKAaeT
cooTBeTcTBHE ¢ HOpMamu EC
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JAononHeHHe ¥ HHCTPYKIHHN N0 TPHMEHEHHIO
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HANMMEHOBAHWE:

JlnH3a nHTpaokynsapHasa B BapuaHTe ucnonHeHna LUXGOODMM.

LUXGOOD™ B cocTaBe:

1. JInH3a nHTpaokynapHaa LUXGOOD™ TORIC YELLOW, npeaycTaHOBNeHHas B OAHOPa30Bblii
NHXeKTop Ansa mmnnaHTauum (Accuject Pro ogHopa3oBas), cepuyeckuin akBmBaneHt 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:

MHTpaokynsapHble nanH3bl  (MOJT) LuxGood™ TORIC npeactaBnstoT COO0OA  MOHOMMTHBIE
3agHekamepHble NOJI, nornowatouime ynstpaguonetosoe (Y ®) usnyyeHue, npefHasHauyeHHble 404
3aMeHbl eCTEeCTBEHHOW /MH3bl XpycTainka Yy MCeBAOMAKUYHBIX B3pPOC/bIX MaUUEHTOB C
npejLwecTByOWMM acturmaTtuamom porosuubl. MOJT LuxGood™ TORIC umetloT achepuyeckyo un
Topuyeckyto qopmy. lMpeasaputensHo 3arpyxeHHole NOJT LuxGood™” TORIC noctaBnsiTCcsa B
cUCTeEMe UMNNAHTaUUN UHTPAOKYNAPHbIX NNH3, obecneynBaroLieil 6eCKOHTAKTHYH A0CTaBKY NUH3bI
B KancynspHbIn MeWwoK. TWUM NNH3bl YKa3aH Ha 3TUKETKe Ha KapTOHHOW KOpOGKe.

PUNINYHECKUME XAPAKTEPUNCTUKN:

Martepuan NnH3bI FM6Knin - rmapoto6HbIA  conoNMMeEp  akpuia, COAepXXallyuii
nornotutens Y ®-unsnyyeHus u Xpomodop, GUNbTPYIOLLNIA
CUHWIA CBeT.
XapaKTepucTuKn matepuana KoathpuumeHT npenoMneHns: BO BNAXHOM COCTOSHUM npu
Temnepartype 21°C: 1,544;
npn35°C: 1,540
CnekTpanbHblil KoappuuneHt  Ana NOJ +20,0 guontpuin 10 % nponyckaHue Ha AUHE BOJHbI

NpPonycKaHus 396,7 HM
Cm. PUC. 6, rae Ha ocn X OT/IOXKEHbl 3HAYEHUS A/IMHbI BOJIHbI

(HM), ano ocn Y - npo3pavyHocTb (%).
dopma NoBepxHOCTM oNTuUKM  Acepuyeckas Topuyeckas

KoHurypauus Be3 Topuueckoi abeppauum
Cdepnyeckuii aKBuBaneHT +6,00 fo +34,00 guonTpwuii ¢ warom 0,1 gnonTpumn
npu paspabotke, ¢ warom 0,5 nam 1,0 guontpum (+6,00 go
+9,00 guontpuii n +31,00 go +34,00 guonTpuii ¢ warom 1,0
avnontpum; +10,00 go +30,00 gnonTpwmii ¢ 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 NepUMETPY NUH3bI Ha 360°
OpueHTaumsa NNH3bI MepeaHAs CTOPOHA NMH3bI 0OpaLleHa K nepefHei CTOpOHe rnasa.

Kak nokasaHo Ha PAC. 5, npn pacnonoXXeHnu opueHTaLnoHHbIX
MeTOK BBepXy cnpasa (A) n BHU3y cnesa (B) nepegHas cTopoHa
NNH3bI obpalleHa K HabnwgaTento.

MOKA3AHWA:

3agHekamepHble NMH3bl LuxGood™ TORIC nokasaHbl A8 NEpPBMYHON WMMMNNAHTaLUMW C LEeNblo
KOppeKuun 3peHnsa npu adakmm C NpeALecTBYOWMM acTUrMatu3MOM POroBuLbl Nocfe yaaneHus
XpycCTanMKa C KaTtapakToh y B3pOCNblX MNaumeHTOB. JIMH3a npefHasHayeHa A0S MMNAaHTauum B

KancynspHbliA MeLIOoK.

ycnoBma nMNPUMEHEHWA, MNMOTEHUWMAJIBHBIE MNOTPEBUTENN W OBJIACTDb
MPUMEHEHWA

JIH3a npeAHasHayeHa 415 MePBUYHOI MMNAHTALUN AN KOPPeKLUMM adaknmu y B3pOC/bIX NaLMeHTOoB
C paHee CyLlecTBOBAaBLUMM POrOBMYHbLIM acCTUTMaTU3MOM A/ UCMNONb30BaHMA B YCNOBUSAX Ne4eBHbIX
AU NevyebHO-NPOMUNAKTUYECKUX MEAULMNHCKUX YUPeXAeHUA KBanu@uuMpoBaHHbIM XUPYProMm-

0(hTanbMO/IOrOM.

PEXWM PABOTHI:

MO LuxGood*"" TORIC, pa3melleHHble B KancynspHOM MeLlKe, AEACTBYIOT KakK MpenomMnstoLLas
cpefia C LUenbl Koppekunn adakum ¢ npegwectesyrowum acturmatmamom. MOJT LuxGood™ TORIC
MMEKT TOPUYECKYyro (opMy Ha 3afjHeili ONTMYECKO MOBEPXHOCTU, a TaKXe OCeBble MeTKH,
o603HavaloWMe NAOCKWMI MepuamaH uuanHapa (nac  uuanHapuyeckyw ocb) (PUC.  5).
ConocTaB/ieHNe 0CeBbIX METOK C NMOC/E0NePaLMOHHbIM KPYTbIM MepUAnaHOM porosuubl (Lenesas oCb

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

C Bpaye6HOW TOUKM 3peHus, Npu 060M 13 cnegyroLwmnx 06¢cToaTeNbCTB (HO He OrpaHNYNBasACh 3TUM)
cnefyeT OLeHMBaATb COOTHOLWIEHME MNOTEeHUMaNbHbIX PUCKOB W MNPEMMYLLECTB: pPeluanBupytoLLee
TAXesioe BOCMasieHNe nepefHero Wau 3afHero CerMeHTa WauM YBEWT; MauueHTbl, y KoTopbix WOJI
MO>eT MOB/IMATL Ha CNOCOOHOCTb HabnaaTh, AMArHOCTMPOBATL UKW NeYnTb 3ab0neBaHns 3afHero
CermMeHTa; XWpypruyeckme TPYLHOCTM C MOBbILEHWEM MOTeHUMana AN OCNOXHEHWUWA (Takmx Kak
MOCTOAHHOE KPOBOTEYEHMe, CYLLEeCTBEHHOE NOBPEeXAeHWe pafy>XHOW 060/104YKN, HEKOHTPOIPYEMOe
MONOXWUTeNbHOE [aBfIEHWe WIN CYLECTBEHHbI nponanc uauM noteps CTEKJOBUAHOIO Tena uU Ap.);
fetopmaumsa rnasa BCleLCTBUE MpefLlecTBOBaBLUed TpaBMbl UK AeeKTa pasBUTUA, B pe3ynbTaTe
KOTOpbIX Hagnexauwas ukcauuns MOJ1 cTaHOBUTCA HEBO3MOXHOW; 06CTOATENIbCTBA, KOTOPbIE MOTYT
NMPUBECTU K MOBPEXAEHWIO 3HAOTENINSA B MPOLECCE MMMNIAHTALUN; NauneHTbl, Y KOTOPbIX HU 3a4HASA
Kamepa, HMW MOAACOK HeAOCTATOYHO Lenbl Ansa obecneyeHus ukcauuu; nofo3peHne Ha MUKPOOHYIO
NHDEKUNIO.

Topuyeckne WNOJ1 He peKOMeHLOBaHbl NpW MNpeALecTBYOWEM HeNpasW/ibHOM acTUrmaTusme,
paguanbHbIX pa3pbiBaX BO BPEMS Kancyn0TOMWUW, MOBPEXAEHUN MNOSCKa, a TakXe Mpu OXuhaemo
06LIMPHOIA KancynoToMuUK.

Kak n npu nto6om XMpypruyeckom BmelLaTe/IbCTBe, UMEET MECTO PUCK. MOTeHUNaNbHbIe OCNOXKHEHNS
XVUPYPrnUYeckoro JiedeHMs KaTapakTbl MOTyT BK/KOYaTb, HO He OrpaHU4MBaThbCA CefyHLWUM:
BTOPUYHAA KaTapakta, BocnaneHue (MpUAOLMKAWUT, 3pavykoBas/uuknuTHas MembpaHa, BocnaneHue
CTEK/NOBUAHOIO TeNa, LMCTOMAHbIA MaKyNApHbIA OTEK, TOKCUYHbLIA CUHAPOM NepeaHEero cerMeHTa...),
KOpHeanbHOe MOBPEeXAeHWe 3HAOTeNnUs, 3HAOMTaNbMUT, OTC/IOEHWE CceTyaTKW, OTEK pPOroBuLbl,
3aKynopka 3payka, nponanc pagy>XHoi 060/104KM, TUMOMUOH, FNaykoma, fpocavyvMBaHue paHbl,
rnema, aTpous pagy>XHor 060104KK, Nponanc CTEKNIOBUAHOTO Tena, CMeLeHne unn HaknoH NOJ,
ONTMYECKMe HanéTbl UM NOMYTHEHUS, OTOGNECKU WM BTOPUYHbIE XMPYPruyeckne BMellaTeNbCTBa
(Takve KakK yCTpaHeHWe npocayuMBaHWUA paHbl, acnupauus CTEKJOBUAHOro Tena, UPUAIKTOMMUS,
nepeycrtaHoBKa nnu 3ameHa NOJ1, penapaynsi OTCNOEHUSA CeTYATKN 1 ap.).

WNOJT cnefyer MMnnaHTUpoBaTb B COOTBETCTBMM CO CReAyHOLWMMWU yKasaHuUAMU. HenpaBuibHoe
MCNONb30BaHMe MOXET YrpoXaTtb 340P0BbI0 NauneHTa.

He wcnonb3oBatb WNOJI, CTepuIbHOCTb WM KayeCTBO KOTOPOW HAxXOAATCA MOJ COMHEHWEM B
pe3ynbTate NOBPEXAEHWUS YNAKOBKW.

He nbiTaliTecb BUAOM3MEHATb UIN MepeaenbliBaTb YCTPOWCTBO UM €r0 KOMMNOHEHTbI.

He ncnonb3oBaTb Nocne UCTeYeHUs CpoKa rofgHoCTHU.

He ncnonb3oBaTb 6€3 BUCKO31aCTUYECKOTO pacTBopa.

He ncnonb3oBaTb NOBTOPHO. MOBTOPHOE MCMONb30BaAHME MOXET YrpoXaTh 340POBbIO NauueHTa.

He ctepununsyinite MOJ1 NOBTOPHO, MOCKO/IbKY 3TO MOXET MPUBECTU K HeXenaTeNlbHbIM NOGOYHbIM
athpekTam.

He umnnaHTMpyiTe NMH3Y B NEPeAHIO0 KamMepy Wan B LuanMapHyto 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 MOCAEONEepaLnoOHHOM
UMnMHapuYeckor pedpakumu. Mpu Heo6XOAMMOCTY NepeycTaHOBKM NINH3bI ee cnefyeT NPOBOAUTH
KaK MOXHO paHblle, 0 MHKAMNCYNALnUmN JINH3bI.

YTunumsauma cucteMbl MMniaHtTauun ana ssegeHus NOJ1 fo/KHA NPOBOAUTLCA B COOTBETCTBUM C
MECTHbIM  33KOHOJATeNbCTBOM 0  MEAMLMHCKMX  0TXO0fax, XapaKTepusyrlLlWUXcad  PUCKOM
NHuuUmpoBaHusa. Cuctema nmnnaHtaumm MOJ1 nocne ncnonb3oBaHUA KnaccuMuuUmMpyeTcs Kak Knacc
0TX0f0B b 1 fo/MKeH 6bITb YTUAM3MPOBAH B COOTBETCTBUM ¢ CaHlMuH 2.1.3684-21.

He ncnonb3yiTe gaHHble pepakuumn Ang pacyeToB, NOCKOMbKY Hannymne acTUrmaTmama B ygansieMom

€CTECTBEHHOM XPYCTa/IMKe MOXXET MOBANATL Ha PE3YNbTAaThI.

MEPbI MPEAOCTOPOXHOCTW:

o XpaHuTb nNpuM KOMHATHON Temnepatype. He 3amopaxuBatb. PekomeHpgauun: W3berainte
Temnepartypbl HUXe 5°C n BbiLwe 45°C.

e WOJT LuxGood™ TORIC, cb6anaHCMpOBaHHbIA COMEBOW pacTBOP W WUCNONb3YEMbIiA
BMCKO3/M1aCTUYECKNn pacTBOp Mepes MPOBeAEeHUMEM XMPYPruyeckKoro BMmellaTenbCTBa AO/KHbI
XPaHWUTbCA B TeYeHMe Mo KpaviHeid mepe 30 MUHYT Npu Temnepatype MuHUMym 20°C.

o Ana MnaaHTauMm UHTPAOKYNAPHbLIX IMH3 HEOBX0AUM BbICOKWI YPOBEHb XMPYPrMUYECKUX HaBbIKOB.
Mpexzae 4eM NpUCTynatb K MMMAaHTaUUN MHTPAOKYIAPHbLIX NH3, XUPYPT LO/MKEH MPOATU NOMHbIN
KypC 06y4yeHus.

 Mepes BCKPbITUEM 3aLLMTHON YNAKOBKM U WHAWBUAYaNbHOrO CTEPWSIbHOTO MakeTa/6anmcTepHol
YNakKoBKW cnefyeTt npoeeputb mogenb NOJI, eé onTUYECKYHO CUY U CPOK FOLHOCTH.

* CTEpUNbHOCTb U3LENNA rapaHTUPYeTCca TOMbKO Mpu CO6MI0AEHUN LeIOCTHOCTU UHAUBUAYANbHOIO
CTEPUNILHOIO Naketa.

e O6pallaTbCa C NMH30W CnefyeT OCTOPOXHO, YTOGbI M36eXaTb MOBPEXAEHUI MOBEPXHOCTU WK
ranTuku.

» CnefyeT TwWaTeNbHO NpombiTh MOJ1 nepeg umnnaHTaumein. He 3amauynBaTb 1 He npombiBaTh MOJ1 B
Kaknx-nno6o fpyrux pacteopax, Kpome CTepMIbLHOro c6anaHCMPOBAHHOIO CONEBOro pacTBopa.

» Cnepyet HafleXXHO y6eANTbCA, YTO IMH3A NOTHOCTbLIO UMMNAaHTUPOBaHa B Kancy/ApHbIA MeLIOK.

* B cnyvae npoBefeHNs 3agHei Kancyn10TOMUMMK C MOMOLLbIO 1azepa Ha UTTPUR-aNtOMUHMEBOM rpaHaTe
{YAG-nasepa), Heo6xoammo o06ecneunTb POKYCUMPOBKY /ny4a fasepa HECKO/bKO No3aan 3adHel
Kancyssbl.

* NHAnBMAYanu3aunio XMpypruyeckn Bbi3BaHHOro acturmatmsma (XBA) pekomeHayeTcs NpoBOAUTL
NCXOAA U3 MHAMBUAYANbHON XUPYPrUYECKOM TEXHUKN U paHee NOMyYeHHbIX 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 3aAHNUI aCTUIMaTN3M POTrOBULLbI.

e [N MONHOrO ypAaneHWs BWUCKO3NacTUKa C MepeaHeli U 3afgHeil MOBEPXHOCTE NIMH3bI Mmocne
MMMNaHTaLMU B KancynspHblii MewWwok cnefyeT cobntofaTb OCTOPOXHOCTb, YTOGblI He MepekayaTb
KancynsipHbllii MELLOK, a Takxke y6eanTbCcs B TOM, YTO B KOHLe BMeLlaTe/IbCTBa paHa repMeTM3npoBaHa.
OCTaTOYHbI BWUCKO3NACTUK, MepeKauymBaHue WM OTAeNsemMoe W3 paHbl MOTYT CrMOco6CTBOBATb
YINI0BOMY CMELLEHMIO NNH3bI OT LieNeBOI OCK PasMELLLEHUS.

e CnepyeT cobntogaTb ocobble Mepbl MPefoCTOPOXHOCTU, YTOGbI rapaHTMpPOBaTb MNPaBUALHOCTb
OpMeHTaUUn TOPWUYECKUX NIMH3 HA LENeBOM OCU pasmelleHUs B KOHLle XUPYPruyeckoro

BMeELLaTeNbCTBA.

YMAKOBKA (KOMMNJIEKT MOCTABKW) N CTEPUNTN3ALUNSA:

MO LuxGood*™ TORIC uHaMBMayanbHO ynakoBaHbl U NpeaBapuTesibHO YCTAHOB/IEHbI B CUCTEMY
nMmnnaHTauum Accuject Pro B 6amcTepHol ynakoske. Bce Mogenu nocTaBnaoTCA B CyXOM BUJE, U UX
cneflyeT OTKpbIBaTb B CTEPUJIbHBIX yC1oBUAX. [nsa obecneveHusa oTcnexmsaemoct MOJT KapTOHHAdA
KOopo6Ka cHabXeHa KapTOYKOl NauneHTa u caMmoKeWnUmMmncs aTukeTkamu. Paznnynsie mogenun MOJ
MapKMpyrTCA Mo ChepuyecKoMY 3KBMUBANIEHTY U LUIUHAPUYECKOW ONTUYECKOW cune. Chepmnyeckuit
9KBMBANEHT COOTBETCTBYET ONTUYECKON Cu/e, MOMyYeHHOW C MOMOLLbI0O 6ONbLWIMHCTBA PacYeTHbIX
thopmyn.

Bce mogenu cTepunm3yroTca OKCUAOM 3TUSIEHA.

B ynakoBke cogep>kaTca:

- JlnH3a WHTpaoKynspHas, NpeaycTaHOB/ieHHas B OAHOPA30Bbl WHXEKTOP ANA WMMNAaHTauum
(Accuject Pro ogHopa3soBas) -1 6auctep;

- NHCTpYKLMS NO NPpUMEHEHUIo - 1 WT.;

- KapTouka nayuneHTta - 1 WwT.;

- Camokneswmeca aTUKETKN - 8 LWT.

YKA3AHNA MO NCMNOJIb3SOBAHWIO:

1. Mepepn onepaumein Bpady cnefyeT onpeaennTb ONTUYECKYIO CUY NNaHMPYEMbIX K UMMAaHTaLuu
NINH3 C MOMOLLbIO METO0B pacyeTa U TOUHbIX W3MEPEHWIA GMOMETPUK, B 3aBUCMMOCTM OT OMbITa
Xvpypra, npeanouTeHUidA W/MAM C MOMOLLbI0 TOPMUYECKOro KanbKynsTopa. PekoMeHAoBaHHbIe
3HauYeHNs A-KOHCTaHT, YKa3aHHble Ha KAPTOHHOW KOPOOKE C INH30IA, ABNATCA OPUEHTUPOBOUYHbBIMMU.
2. Mepef Hayanom onepawyum onepupyemblii rnas cnegyeT pasmeTuTb (COrnacHo NPeanoyYTUTENbHOMY
MeTo/ly JaHHOTO Bpaya) A8 YeTKOro yKasaHus LIeNIeBOI OCU pa3MeLL,eHus.

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 Haj/jexallyto
KOHUrypayuio.

4. OTKPbITb KapTOHHYH KOPOOKY ¥ OCMOTPeTb CTepUIN30BaHHYK O/INCTEPHYHO YNakoBKY,
cofiepXallylo NWH3Y W CUCTEMY WUMNMaHTauuu. Y6eauTecb, 4YTO COAEPXKMMOEe He MOBPEeXAeHo.
Y6enntecb B TOM, YTO MH(OPMALMA HA 3TUKETKe BNIMCTEPHOM YNAaKOBKM COOTBETCTBYET MH(OPMAL MK
Ha BHelWHel KOPOOGOYHON yMakKOBKE WM Ha CaMOKNeAWMXCS ITUKeTKaX. BCKpbITb 6/UCTEpPHYIO
yNakoBKY Takum 06pa3oM, 4T0oObl YCTPOMNCTBO OCTa/IOCh B CTEPU/ILHOM MOJE.

5. OcMOTpeTb YCTPONCTBO M Yy6eAWTbCA, YTO OHO He MNOBPeXAeHO. JINH3Y cnefyeT TuaTenbHO
NMPOMbITb C6aNaHCMPOBAaHHbLIM CO/IEBBIM PACTBOPOM MYTEM OMOMACKMBAHWUA Yepe3 KOHUYMK KapTpuaxa
(PUC. 1) n c kKoHua 3arpy3o4Hoii kamepbl (PNC. 2). CnegyeT 0653aTe/ibHO 06ecnevynTb MOMHYIO
rmapatauuto KapTpmuaxa u 3arpy3oqHoin kamepbl. Mogoxaute B TeyeHue 30 cekyHAa. VIHCTpyKumu o
TOM, KaK NMOMHOCTbO MOATrOTOBUTL YCTPOMCTBO K MMMAAaHTaLMKW, He NpuKacasach K nosepxHoctu NOJ,
CMOTPUTE Ha NpuiaraeMblX PUCYHKax:

PUC. 3: 3aKpbITb KpbI/bIWKK 3arpy304Hoii Kamepbl. Mpu cpabaTbiBaHUM MexaHu3ma (ukcauum c
3allle/IKOM NMH3a HafgéXHo (PUKCUpyeTcs Ha MecTe.

PWC. 4: HaHecTn pacTBOp BUCKO3/MACTMKa Yepes KOHUYUK KapTpuaka. Y 6enTbCs, 4TO BUCKO3NACTUK
LLe/IMKOM 3amno/IHU KOHYUK UHXeKTopa. JInH3a rotosa A1 MMMNaHTauum.

6. BbINONHWUTbL UMNNAHTALMIO IMH3bl B MaKCMManbHO KpaTyaillee BpeMs nocsie nosiHoM nojroToBKu
JINH3bI.

7. BBECTN KOHYMK KapTpuaXa B pa3pe3 C HAKNOHOM HAKOHEYHMKA UHXeKTopa, 06paLléHHbIM K rnasy
nauuneHTa. MpoaoNXunTb, OCTOPOXKHO, HO HENPEPbLIBHO HAXMMasA Ha MOpPLLEHb, A0 YCTAHOBKMW INH3bI B
KancynsapHblA MeLLoK.

8. YTunusnpyite cuctemy MmnaaHtayum.

9. JlnH3y cnefyeT MMNAaHTUPOBaThb TakK, 4TOObl ee nepefHsAs MOBEPXHOCTb Oblfia obpalieHa K
nepeaHeii noBepxHocTu rnasa. OpueHtaums VIOJT MOXeT 6bITb NMpoBEpPeHa BM3yalbHbIM OCMOTPOM
ranTuku. Kak nokasaHo Ha PVC. 5, korga rantuyeckue BCTaBKM pacrnofioXeHbl BBepXy crpasa (A) u
BHU3Y cne.a (B), nepefHasa cTopoHa NMH3bI obpalleHa K HabiogaTento.

10. ConocTaBbTe MeTKU oceit IOJ1 ¢ pasMeueHHoi npeanonaraémMoil 0Cblo YCTaHOBKY.

puc. 2 puc. 3
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CnepyeT Mcnonb3oBaTh TONbKO PacTBOP BUCKO3/acTUKa HWU3KOW WM cpefHei BAskocTu. CnepyeT
MCNONb30BaTb TONbKO CUCTEMY WMMAaHTaLuW, MPefocTaBleHHY0 BMeCTe C MpeABapuUTeNbHO
3arpy>XeHHon nuH3oh LuxGood*"TORIC.

B0O3MOXHO npoBefeHMe pasIMYHbIX XMUPYPrUYECKUX BMeLaTeNbCTB, U XUPYPr LO/KEH Bbl6paTh
npoueaypy, NOAXOAALLYI0 ANs nayneHTa.

O no6bIX Cepbe3HbIX MHLMAEHTAX, CBA3aHHbIX C YCTPOMCTBOM, C/iefyeT yBeAOMIATL NPOU3BOAUTENS

W KOMNETEHTHbI roCyapCTBEHHbIV opraH, B KOTOPOM 3aperucTpupoBaH Mo/b30BaTeslb.

CMMBONbl, NCMOJNIb3YEMBbBIE HA 3TUKETKAX:

CumBon OnwncaHune

YGOODT HasaHune mogenu

D OunonTtpusa

®hB OnTnyecknin guameTp
T O6wuii gnameTp

SE Chepnyeckunii aKBUBANEHT
CYL LnnuHppnyeckaa cuna
SPH OnTunyeckasa cuna

11 Mm O6wuin gnameTtp

6 MM OnTUYeCKnii gnameTp
1 l CepuiiHblii HOMep

Mcnonb3oBaTth A0

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 TMpOBEPAKOLEro y4ypexieHns - NOATBEPXKAAeT
cooTBeTCTBUE C HOpMamu EC

Mepes NPUMeHEHMEM CrefyeT O03HAKOMMUTLCA C WHCTPYKLUMeid no
NMPUMEHEHNI0

TemnepaTtypa XpaHeHus 0T +5°C [0 KOMHATHOI TemnepaTypbl

OCTOpOoXHO! O6paTUTECh K MHCTPYKLUM MO NPUMEHEHWIO

MEPEYEHDb HAUMOHANBbHbBLIX 7 MEXAOYHAPOAHbBIX HOPMATWBHbLIX
OJOKYMEHTOB/CTAHAOAPTOB, KOTOPbIM COOTBETCTBYET MEAUWUWMHCKOE

NW3OAENMWNE

CraHpapThl

EN ISO 13485:2016

ISO 10005:2005

ISO 2859-1:1999/A1:2011

EN ISO 3951-1:2014

EN ISO 15223-1:2016

OnucaHune
KAYECTBO

W3genns megnumuHckme. CcTemMbl MeEHe)XMeHTa KadecTBa. TpeboBaHuaA ansa Lenei
perynnposaHus

Cuctemsbl ynpaBneHna KayecTBOM - PYKOBO/CTBO MO NjaHam KayecTsa

BbIEOKOYHbI KOHTPO/b

Mpoueaypbl BbIGOPOYHOro KOHTPONA no aTpubytaMm. Yactb 1 Cxembl BbI6GOPOYHOrO
KOHTPONS, WHAEKCMPOBaHHble N0 npegeny npuemoyHoro kadvectsa (AQL) fna KoHTpons
KaXXA0i napTum

Mpoueaypbl BbIGOPOUHOrO KOHTPONSA A1 KOHTPOASA NO nepemMeHHbIM. YacTb 1.
CneundukaLms nnaHoB OAUHOYHOTO KOHTPONSA, UHAEKCMPOBAHHbLIX MO NPUEMOYHOMY
npegeny kadectsa (AQL), ANS KOHTPONS NMapTuK 3a NapTWein No O4HOW XapaKTepUCcTUke
KayecTtBa 1 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 ISO 10993-17:2009

EN ISO 10993-18:2009

EBponeiickasa capmakones

2.6.14

WHhopmaLms, noAroTaBiMBaemMas NpoM3BoAMTENEM, CONPOBOXAAtOLLAsS MeULMHCKNE
n3genus

CTEPUTN3ALNA

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

CTepunusaumna MeAULUHCKUX U3aenunid. TpeboBaHWs K MeAULVHCKUM U3LenunamM,
0603HavaembIiM Kak «CTEPU/IbHbBIE». YacTb 1 Tpeb6oBaHUS K OKOHYATENbHO

CTEPUIN30BAHHBIM MEANLIMHCKMM YCTpOCTBaM

CTepunusauus MeAMLUMHCKOM npogykumm. ITtuneHokeng. Yacte 1 TpeboBaHus K
pa3paboTKe, BanMaaLMn 1 TeKyLLemMy YrnpaBneHuo NpoLeccoM CTepunmnsanmm MeanLuHCKuX
n3penuii

CTtepunmsaumsa MeguMLUHCKOA npogyKuun. 3ITuneHokcug. TpeboBaHMs K pa3paboTKe,
BaNMAALMM U TEKYLLEMY YNpaBieHWI0 NPOLLECCOM CTepUN3aL M MeANLNHCKUX N3aennit

CTepunusauus usnennii MeAMLMHCKOTO HasHauyeHus - BuouHaukatopoB - YacTb 2
Buonormyeckme UHANKaTOPbI 47151 NPOLIECCOB CTEPUNN3ALIMN OKCUIOM 3TUIEHA

CTepunusaumus MeAMLMHCKUX U3denuii. Mwukpobuonornyeckve Metoabl. YacTb 1
OnpeaeneHne NonynsauMy MUKPOOPraHM3MOB Ha MpoayKuum + TexHuueckoe ucnpaenexme 1

CTepunusayms MegUUNHCKNX n3gennin. Mukpobuonornyeckne metogpsl. Yacts 2. McnbiTaHns
Ha CTepUILHOCTL, NPOBOAMUMbIE MPW OMpPeAeneHnn, BaaMgaLMmn n 06CnyXxmBaHUM npouecca
cTepunusauunu

YTMPABJIEHVE PUCKAMU

WN3genns MeguumHckme. MpUMeHeHNE MEHEAXXKMEHTA pUCKa K MEANLMHCKAM U3AeNNAM
WN3genvs MeguumHcKue. MNpoeKTUpoBaHne MeaULMHCKNX U3Lenunii ¢ yueTom
3KCNNyaTaLMoHHON NPUrogHOCTM

BVONTOTMUYECKAA BE3OIMNMACHOCTb

OueHKa 6MONOrMYeckKoro feiicTens MeguLMHCKUX u3aenuid. Yacts 1
OugeHKa U UccnefioBaHUs TeCTMPOBaHMe B paMKax MpoLecca MeHe)KMeHTa pucKamm

OugeHKa 610N0rMYecKoro JencTBns MeanLMHCKMX nsaenuin, Yactb 3.
MccnefoBaHms FeHOTOKCMYHOCTU, KaHLEPOreHHOCTW U PeNpPOAYKTUBHOM TOKCMYHOCTK

OueHKa 61M0N10rMYecKoro AeicTBna MefULUHCKUX n3gennin. Yacts 5.
MccnefoBaHMs Ha LMTOTOKCMUYHOCTL METO/bI in Vitro

OLeHKa 610/10rMYecKoro AeiicTensa MeJULMHCKUX U3aenunii. YacTs 6. VccnegoBaHns Ha
MECTHOTr0 BO3JeNCTBMSA Nocne UMNAaHTaLuu.

Buonormyeckas oLeHKa MeuLMHCKUX YCTPOICTB - YacTb 7: 0CTaTKM CTepunmn3auum
3TUNEHOKCNOM

OLeHKa 6110N0rMYecKoro feicTBus MefULUMHCKUX u3genuii. Yactb 10. ViccnefoBaHus
Pa3apPaXKAKOLLErO W CEHCUBUNN3NPYIOLLErO AelCTBIS

OueHka 610/10rM4ecKoro AencTens MeauLUHCKUX n3gennii. Yacte 12. MpurotoBneHmne
Npo6 M KOHTPO/IbHble 06pasLbl

OugHKa 6U0NOrMYecKoro AencTBMs MeanLNMHCKMX naenunin. Yactb 17. YCTaHOBNEHUE
MOPOTroBbIX 3HAYEHWIA ANS BbIMbIBAEMbIX BELLECTB

OugeHKa 61oN0rMYecKoro JeincTBMS MeAULIMHCKUX n3aenunin. Yactb 18. ViccnegoBaHue
XUMUYECKNX CBONCTB MaTepmanos

bakTepuasbHble 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 QUHULLHOW cTepunmsaumm - Yactb L
TpeGoBaHUs K MaTepuanam, CTepubHbLIM cUcTeMaM 6apbepa W CUcTeMaM YNakoBKM

YnakoBKa Ans MefULUHCKUX U3Lenunid, Noanexawnx hUHULIHOW CTEPUAN3aLUN.
YacTb 2. TpeboBaHMs K BaIMAaLUN NPOLECCOB (POPMUPOBAHUA, TEPMeTU3aLUN U COOPKM

MHTPAOKYNAPHBIE JTIMH3bI

MmnnaHTatbl opTasibMosiornyeckume. HTpaokynspHble NnH3bl. YacTe 1. TepMuHonorus

MMnnaHTaTbl odTasibMonoruyeckve. WHTpaokynspHble nuMH3bl. YacTb 2. ONTHUYecKue
CBOICTBA U METOAbI UCMbITaHUIi + TexHWueckoe ncnpasneHue 1

VimnnaHTatbl opransmonornyeckue. MHTpaokynsapHble MMH3bI. YacTb 3. MexaHnyeckune
CBOICTBA ¥ MeTO/Abl UCMbITaHWA

WmnnaHTaThl oTanbmMonoruyeckme. VIHTpaokynspHble MH3bL. YacTb 4. ATUKeTUPOBaHME 1
NH(opMaLms

MmMnnaHTaTbl ohTasibMonornyeckue. VIHTpaokynspHsle NUH3bL. YacTb 5. Buonoruyeckas
COBMECTUMOCTb

NmnnaHTaThl ohTanbMONOrMYeCcKMe. VIHTpaokynsipHble NKMH3bI. YacTb 6. CpoK FrogHOCTU K
CTabUNbHOCTb NPU TPAHCMIOPTUPOBAHMN

MmMnnaHTaTbl ofTanbmMonorudeckne. BHytpurnasHblie nH3bl, YacTtb 8. OCHOBHbIE
TpeboBaHuA

KNMMHUYECKAA OLIEHKA

PYKOBOACTBO MO KIAWHWYECKON OLEHKE MeAWULMHCKUX UW3[ennii - pyKOBOACTBO AN
Npon3BoAUTENEl 1 YNONHOMOUYEHHbIX OPraHoB

CE

KommMyHukaums Komuccmm B pamkax peanunsauunn Qupektunsbl Coseta 93/42/E3C 0T 14 nioHs
1993 r. 0 ME4MLMHCKNX YCTPOMCTBax

Ounpektnea Coseta 93/42/E3C oT 14 wmoHs 1993 r. 0 MeAMUMHCKMX YCTpOMNCTBax c

nonpaeBKamu, BHeCeHHbIMK [upekTuBoii M5 2007/47/EC EBponeickoro napnamMeHTa u
CogeTa 0T 5 ceHTA6pAa 2007 T.
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BAUSCH+LOMB

JIuH3a MHTPaOKyNApHas B BapHauTe ucnonHenus LUXSMART™

HHCTpYyKLUHS MO NPUMEHEHHIO
JononHeHne K RHCTPYKLMH MO NPHMEHEHHIO
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MHCTPYKLUUS MO NPUMEHEHMIO

(Mpu nocTasKe n3genus B P® 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:

NHTpaokynsipuble nuH3bl  (NOJ1) LuxSmart™ TOR1C npeActaBnsitoT €060  MOHOMUTHbIE
3afiHekamepHble NOJ1, nornowatowmne ynstpapuronetosoe (Y P) nsnyveHue, npefHasHauyeHHble A4
3aMeHbl eCTEeCTBEHHOW NMH3bl XpycTanMka Yy NCeBAOMPAKUYHBIX B3POC/AbIX MNAaLMEHTOB C
npejLwecTBYOWNM acTUrMaTuamMom porosuubl. MO LuxSmartM TORIC nmetoT acpeprnyeckyto u
Topuyeckyro dopmy. MNpeaBaputenbHo 3arpyxeHHole MO LuxSmart™* TORIC noctaBnsawTCcA B
cucTeme UMMAaHTaLUM MHTPAOKYNAPHbLIX NMH3, obecneynBatoeil 6eCKOHTAKTHYH AOCTaBKY /INH3bI

B Kal'lcy!'IFIprIVI MeLw oK. Tun NnH3bl YKa3aH Ha 3TUKETKE Ha KapTOHHOVI K0p06Ke.

PUNSNYECKNE XAPAKTEPUCTUKI:
MaTepuan nNuUH3bI FMoknii  rmapoo6HbIA  cononumep akpuna, CogepXalyui

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

XapakTepucTuky matepmana  KoagduuveHT npenomneHus: BO BAAXHOM COCTOAHWWM Mpwu
Temnepatype 21°C: 1,544,
npn35°C: 1,540

CnekTpanbHblii Koagduumnent  Ana MO +20,0 guontpuin

nponycKaHus 10 % nponyckaHue Ha ANnHE BOMHbI 396,7 HM

Cm. PUC. 6, rae Ha ocn X OT/IOXKEHbl 3HAYEHUSA A/INHbLI BOJIHbI
(Hm), ano ocn Y - npo3pavyHocTb (%)

dopma NOBEPXHOCTU ONTUKU  Acthepuyeckas Topuyeckas

Cepunyeckmnii aKBMBaneHT +6,00 go +34,00 guonTpuii
Lnnnuapunyeckas cuna +0,75 po +6,00 antp
Pasmepbl OnameTp ontuyeckoro tena; 6,0 Mmm;

Oo6wwmin gnameTtp: 11 Mm
Fantuyeckuii yron: 0°

OpueHTaLnsa NUH3bI MepeaHAs CTOPOHA NMH3bI 06palleHa K NepefHeil CTOpoHe rnasa.
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Kak nokasaHo Ha PUC. 5, npy pacnosioxXeHnn opueHTaLunoHHbIX
METOK BBepxy cripasa (A) n BHu3y cnesa (B) nepefHasa cTopoHa
NNH3bI o6pallleHa K HabngaTento.

MOKA3AHWA:

3apHeKkamepHble NMH3bl LuxSmart~™ TORIC nokasaHbl gnd NEPBUYHON UMMAAHTAUMKU C Lefbto
KOppeKLMUn 3peHns npu agakmm C NpegLlecTBYOWMM acTUTMaTU3MOM POroBULLbI NMOC/e yaaNneHns
XpycTannka C KaTapakTOW Yy B3pOC/bIX MauyueHTOoB. JIMH3a npeAHasHayeHa AN MMNAaHTauum B

KancynspHbIi MeLoK.

PEXNM PABOTHI:

NON LuxSmarfA TORIC, pa3MeLleHHble B KancylspHOM MeLlKe, AeACTBYIOT KaK Mpenom/stoLLas
cpefa c Lenbio Koppekuuu agakmy ¢ npegwecteyowum acturmatuamom. MO LuKSmart™* TORIC
MMeT TOopu4Yeckyt (HOpMy Ha 3aAHeil ONTUYECKON MOBEPXHOCTWU, a TakKXKe OCEBble METKW,
o6o03HavatouMe NAOCKMIA MepuanaH uwauHapa (nawc uunnHapuyeckyto ocb) (PUC. 5).
ConocTaBneHne 0CeBbIX METOK C MOC/eonepaLMoOHHbIM KPYTbIM MEPUANAHOM pPOroBuubl (LeneBas ocb

pasMeLLeHns) rapaHTUPyeT NPaBUAbHOCTb Pa3MeLLeHNs 1 ONTUManbHbIe pe3y/bTaThl.

MPOTMBOMOKA3AHWA U TNMPEAOCTEPEXEHUNA:

C Bpa4yeOHOW TOYKKN 3peHUs, Npu N060M 13 cnefyowmnx 06CToATeNbCTB (HO He OrpaHUYNBasACh 3TUM)
cnefyeT OLeHMBaTb COOTHOLWIEHME MOTEHUMaNbHbIX PUCKOB W MPEMMYLLEeCTB: peungueupytoLiee
TAXEsI0e BOCMNasieHWe repefHero WavM 3afHero CerMeHTa WauM yBewuT; nauueHTbl, y KoTopbix NOJI
MOXET MOB/INATb HA CMOCO6HOCTL HabnMAaTh, AMAarHOCTUPOBATL WU NeYnTb 3ab60/ieBaHNA 3a[HEro
CerMeHTa; XUpypruyeckme TPYAHOCTU C MOBbIWEHWEM MNOTeHUMana AN OCMOXHEHUA (TakMx Kak
MOCTOAHHOE KPOBOTEYEHUE, CYLLeCTBEHHOE MOBPeXAeHNe pafy>XHOW 060/104KN, HEKOHTPOIMPYEMOe
MONOXWUTENIbHOE [aBNeHWEe WM CYLLeCTBEHHbI nponanc uau noteps CTEKN0BUAHOrO Tena v Ap.);
fgetopmauma rnasa BCAeACTBUe MpellecTBOBaBLUE TpaBMbl UK AedeKTa pa3BUTUA, B pesyfibTaTe
KOTOpbIX Hagnexauwas ukcaumsa NOJT cTaHOBUTCA HEBO3MOXHOW; 06CTOATENIbCTBA, KOTOPble MOTYT
NPUBECTU K NOBPEXAEHWIO 3HA0TENINSA B MPoLecce MMNAaHTaLUK; NaumueHTbl, Y KOTOPbIX HU 3afHAS
Kamepa, HU MOACOK HeJ0CTaTOYHO Uenibl Ans obecneyveHns ukcaunmn; nojo3peHne Ha MUKPOOHYHO
NHDEKLUIO.

Topuyeckne WOJ1 He peKOMeHAOBaHbl MpW MNpeALleCcTBYIOLWEM HemnpaBuUIbHOM acTUrMatusme,
pafunanbHbIX paspbiBax BO BPeMs Karcyl10TOMUMK, NOBPEXAEHUN NOSACKA, a TakXe Mpu 0XuaaeMol
O6LLUNPHOI KancynoToMum.

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

XUPYPrnyeckoro neyeHna KatapakTbl MOryT BK/AW4YaTb, HO HE OrpaHh4mBatbCa cCaeayrolinm:
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BTOPMYHAs KaTapakTa, BocnaneHve (MPUAOUMKAWT, 3pavykoBas/uMKNMTHas membpaHa, BOcnaneHue
CTEKNOBUAHOIO Tena, ULMCTOUAHbLIA MaKyNsipHbIA OTEK, TOKCUYHbIA CUHAPOM MepefHero cerMeHTa...),
KOpHeanbHOe MNOBPeXAeHWe 3HAOTeNUd, 3HAOPTANbMWUT, OTCNOEHME CeTYaTKu, OTEK POroBULbl,
3aKynopka 3payka, npofianc pagy>XHoi 0060/04KW, FUMOMNWUOH, FNayKoMa, npocavymBaHue paHbl,
rnema, aTpodumsa pagy>XHoi 060104KK, Nposanc CTEKNOBUAHOIO Tena, CMeLleHne nan HaknoH NOJ,
ONTUYECKMe Hanétbl UM NOMYTHEHMSA, OTOMIECKM W BTOPUYHbIE XWPYpPruyeckue BMellaTenbCTBa
(TakMe Kak yCTpaHeHWe MnpocayMBaHUA paHbl, acnupauusa CTEKJIOBUAHOTO Tena, WUPUAIKTOMUSA.
nepeycraHoBka unu 3ameHa VOJI, penapaumsa OTC/I0EHUA ceTyaTKu U 4p.).

NOJT cnepgyeT MMNAaHTUPOBaTb B COOTBETCTBMM CO CleAylOWUMKU YyKasaHuaMW. HenpasuibHoe
MCNONb30BaHMe MOXET YrpoXaTb 340POBbI0 MauneHTa.

He wncnonb3oBatb WOJI, CTepunbHOCTb WAM KayeCTBO KOTOPOM HaxoAATcAa Noj COMHEHMEM B
pe3ynbTaTe NMOBPeXAeHUA YNaKoBKM.

He nbiTaiiTeCcb BUAOU3MEHATb MU NepeaenbiBaTb YCTPOUCTBO UM €r0 KOMMOHEHTbI.

He ncnonb3oBaTb NOCNE UCTEYEHUS CPOKA FOLHOCTH.

He ncnonb3oBatb 6€3 BUCKO3NACTMUYECKOrO pacTBopa.

He ncnosib3oBaTb NOBTOPHO. MOBTOPHOE UCMOMb30BaHME MOXET YIPOXaTh 340P0BbIO NaLueHTa.

He ctepunusyinte OJT nOBTOPHO, NOCKOMbLKY 3TO MOXET MPUBECTW K HeXenaTeflbHbIM NOOG0UYHbIM
apekTam.

He uMnnaHTMpyinTe NNH3Y B NepefHIO0 KaMepy Uau B LuanapHyo 6oposgy.

BpauieHne nAnH3bl LuxSmartrr TORIC no OTHOWEHWO K LUENeBoi OCU MOXET CHU3NTb
3 (PEKTUBHOCTb ee KOppeKunn acturmatTusma.

Yrnosoe cmeweHne 6onee 30° MOXeT TMPUBECTU K YBEIMYEHUIO MocneonepauMoHHON
UMNMHAPUYECKOW pedpakunn. Mpu HEO6XOAUMOCTU MepeyCcTaHOBKW NINH3bI ee clefyeT NPOBOAUTH
KakK MOXHO paHblUe, 0 MHKaNCysLuu NNH3bI.

YTunusayma cuctembol MMnaaHtaunm gna ssegeHus MOJ1 gonxkHa npoBOAUTLCA B COOTBETCTBUM C
MECTHbIM  3aKOHOAaTeNbCTBOM O  MEAUUMHCKMX  OTX0faxX, XapakKTepusyrwmuxcs  pPUCKOM
UHpUunposaHnsa. Cuctema nmnnantaunmn MOJT nocne NCnonb3oBaHUA KnacCcupuumMpyeTcs Kak Knacc
0TX040B b 1 foMKeH 6bITb YTUAN3NPOBAH B COOTBETCTBUN ¢ CaHlMnH 2.1.3684-21.

He ucnonb3yiTe gaHHble ped)pakumnm 414 pacyeToB, NOCKONbKY Hain4ymne acturmaTtmsmMa B yaansiemMom

eCTeCTBEHHOM XpYyCTa/InKe MOXeT MOB/IMATL Ha Pe3y/bTaThl.
MEPbI MPEAOCTOPOXHOCTMW:

e XpaHunTb MNpM KOMHaTHOI TemnepaType. He 3amopaxuBatb. PekomeHpauuun; W3b6erante

TemnepaTtypbl HUXe 5°C n Bbiwe 45°C.
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e unon LuxSmart™ TORIC, cb6anaHCMpPOBaHHbLIA COMEBO pPacTBOP W WUCMNOMb3YEMbIi
BMCKO3/M1aCTUYECKNIA pacTBOP nepef MNpPOBeAeHUMEM XUPYPruyeckKoro BMmellaTenbCTBa AODKHbI
XPaHMTbCS B TedeHne no KpaiHelr mepe 30 MUHYT Npu Temnepatype MuHumym 20°C.

o lna MnNnaHTaumMm UHTPaAOKYNSPHbLIX TMH3 HEOBXO4MM BbICOKWIA YPOBEHb XUPYPrMUYECKNX HAaBbIKOB.
Mpexage 4yeM NPUCTYNaTbh K UMMAAHTaLUN UHTPAOKYNAPHBIX INH3, XUPYPT AO/DKEH MPONTW MOMHbIN
Kypc 06yuyeHus.

* lMepes BCKPbITUEM 3aWMTHOW YNakOBKM U WUHAWBWUAYaNbHOTO CTEPUILHOIO nakeTa/6aMCTEpHOMN
YyNakoBKW criefyeT NnpoBepuTb Mogens MOJ1, eé OoNTUYECKYIO CUMY U CPOK TO4HOCTM.

* CTepuU/IbHOCTb M34eNna rapaHTUpyeTcs TONbKO MpU CO6/04eHUN LeNOCTHOCTU UHAMBUAYANIbHOTO
CTEPUIHOTO MakeTa.

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

e CneflyeT TWlATeNbHO NpOMbITL MOJ1 neped uMnnaHTaymein. He 3amaumBatb U He NpombiBaTb MOJ1 B
Kakux-nnbo gpyrux pacteopax, KpoMe CTepubHOro c6anaHCMpoBaHHOIO CONEBOr0 pacTBopa.

» CnefyeT HageXHo yb6eamnTbCa, YTO IMH3A MOTHOCTLIO MMMNAHTMPOBAaHA B KanCyApHbIA MeLIOK.

* B cnyuyae npoBeeHns 3afHeil Kancyn0TOMMM C MOMOLLbIO Na3epa Ha UTTPUIA-aNtOMUHNEBOM FpaHaTe
(YAG-nasepa), Heob6xogumo obecneuynTb (HOKYCUMPOBKY flyya nasepa HECKONbKO MN03agu 3afHel
Kancynbl.

* NHaMBMAYyann3aumo XMpypruyeckn Bbl3BaHHOro acturmatusma (XBA) pekoMeHayeTcs NpoBOAUTD
NCXO0AA U3 MHAUBUAYANbHOW XUPYPTrUYECKON TEXHUKN 1N paHee MoNy4YeHHbIX pe3ynbTaToB, NOCKObKY
pa3Mep W pacnoioXXeHWe XWPYPruyeckoro paspesa MOryT MOB/AUATH HA BblpaXXEHHOCTb W OCb
nocsieonepayoOHHOro acTurmaTaMa poroBuLbl.

» [lnd nony4vyeHUs onTUManbHbIX Pe3yNbTaToB CNeAyeT YUUTbIBaTb 3a4HWIA aCTUTMaTU3M POrOBULLbI.

e [lna NOMHOro ypaneHWs BUCKO3MacTUKa C nepefHelt WM 3afHeli NOBEPXHOCTENM NMH3bI MNoC/e
UMMNNaHTaUUM B KancynsapHblli MewWwoK cnefyeT cobnofaTb OCTOPOXHOCTb, YTOObI He MepekayaTb
KancynsapHbl MeL oK, a TakXe y6eanTbCa B TOM, YTO B KOHLLe BMeLlaTe/IbCTBa paHa repMeTU3npoBaHa.
OCTaToYHbI BMCKO3MNACTUK, MNepeKkaynmBaHue WNW OTAENdemMOe M3 paHbl MOryT Cnoco6CTBOBaTb
Yr10BOMY CMELLEHUIO NINH3bI OT LeNeBON OCU pasmeLLeHus.

» Cnepyet cobnogatb 0cobble Mepbl MPefOCTOPOXHOCTU, UYTOObI rapaHTMpOBaTb MPaBUIbLHOCTb
OpveHTaLMn TOPUYECKUX JINH3 Ha LeNeBOM OCM pasmelleHWss B KOHLE XUPYypruveckoro

BMeLlaTeNnbCTBa.
YMNMAKOBKA N CTEPUNNTNSALNA:

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
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cneflyeT OTKpbIBaTb B CTEPUbHBIX YCNOBUAX. [N o6ecnedeHns otcnexusaemoctn NOJ1 KapToHHas
KopoGKa cHabXeHa KapTOUKOoi nalneHTa U cCaMOKNeLWUMNUCS 3TUKETKaMU. PasnuuHbie mogenn MO/
MapKMUpYyTCS MO ChepuyecKoMy IKBUBANEHTY W LMAVHAPUYECKON onTuyecKoit cune. Chepuyeckuii
3KBUBANEHT COOTBETCTBYET OMTUUYECKON Cue, NONYYEHHOW C MOMOLLbI 6OMbLUMHCTBA PacUETHbIX

thopmyn.

Bce mogenu cTepunmnsyroTcs OKCMAOM 3TUNEHA.

YKA3AHNA MO MCMNONb3OBAHNIO:

1. Mepeg onepaunein Bpavy cnefyet onpefesnTb ONTUYECKYO CUY MAAHUPYEMbIX K UMMIaHTaumm
NINH3 C NOMOLWbI0 METOLOB pacyeTa W TOYHbIX M3MepeHWii 6MOMEeTpuMn, B 3aBUCUMOCTU OT OMbiTa
Xupypra, mMpeanoyvTeHnidi W/Mnm C MOMOLLLI0 TOPUYECKOro Ka/bKynatopa. PeKOMeHAOBaHHble
3Ha4YeHMsA A-KOHCTaHT, YKa3aHHble Ha KapTOHHON KOPOGKe C IMH30M, ABNAIOTCA OPUEHTUPOBOUYHBIMU.
2. Mepep HayasioM ornepawum onepupyemblii rnas cnegyeT pasMmeTuTb (COrfacHo NpeanoyTUTeIbHOMY
MeTOo4y LaHHOro Bpaya) 415 YeTKOro yKasaHUs Lie/leBO OCKU pasmeLLeHus.

3. Mepes mnnaHTauuein NMMH3bI crefyeT OCMOTPETb YNakKOBKY U BbISCHUTb ee MOJE/b, ONTUYECKYIO
cuny (chepnyeckunii 3KBUBANEHT W LUWAMHLPUYECKYIO CUY), CPOK TFOAHOCTU W Hajnexaiwyto
KOHUrypaymto.

4. OTKpbITb KapTOHHYH KOPOOKY ¥ OCMOTPeTb CTepu/IM30BaHHYK ONUCTEPHYH YMNaKOBKY,
COZlepXKallyt /IMH3Y W CUCTeMy uMMIaHTauun. Yo6enutecb, UYTO COLEPXMMOE He MNOBPEXAEHO.
Y6eauTtech B TOM, YTO MHPOPMALMA Ha 3TUKETKE 6MCTEPHOM YNaKOBKM COOTBETCTBYET MH(OpMaLmm
Ha BHeLWHeli KOpPOOOYHOW YyMNaKOBKE M Ha CaMOKNEeALMXCH 3TUKeTKaxX. BCKpbITb 6AUCTEpHYIO
yNakoBKY TakuMm 06pa3oM, 4To6bl YCTPONCTBO OCTaNOCh B CTEPUILHOM MOJeE.

5. OcmoTpeTb YCTPOWCTBO M yb6eAWTbCA, YTO OHO He NOBPeXAeHO. JIMH3y crefyeT TWaTenbHO
NMPOMbITb CbanaHCUPOBAHHbLIM COJIEBbIM PacTBOPOM MyTEM OMOJIaCKMBAHUA Yepe3 KOHUYMK KapTpuaxa
(PNC. 1) n c koHua 3arpy3o4Hoil kamepbl (PNC. 2). CnenyeT 0653aTe/ibHO 06ecnevynTb MOMHYIO
rmapatauuio KapTpuaxa u 3arpy3oyHoii kamepsl. Mogoxante B TedyeHne 30 cekyHa. VIHCTpyKumum o
TOM, KaK Mo/IHOCTbIO NOATOTOBMUTL YCTPOMNCTBO K UMMNIAHTALMKN, He NpuUKacasach K nosepxHoctn NOJI,
CMOTPUTE Ha NPUNAraeMblX PUCYHKaXx:

PUC. 3: 3aKkpbiTb KPbIMbIWKKX 3arpy304HOi Kamepbl. [pu cpabaTbiBaHMM MeXaHU3Ma ukcauum c
3alLe/IKO NMH3a HAAEXHO (PUKCUPYETCH Ha MecTe.

PWC. 4; HaHecTn pacTBOp BMCKO31ACTMKa Yepe3 KOHUMK KapTpuaxa. Y 6eanTbCs, 4TO BUCKOINACTUK
LeNIMKOM 3anofIHUA KOHYMK UHXeKTopa. JIH3a rotoBa N8 UMNAaHTauum.

6. BbINOMIHUTL MMNNAHTALMIO NNH3bI B MaKCUManbHO KpaTyailwee Bpems nocse noaHonW NoAroToBKK

JINH3bI.
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7. BBECTU KOHYMK KapTpuaxxa B pa3pe3 C HaK/IOHOM HaKOHEYHMKa UHXeKTopa, 06paLéHHbIM K rnasy
nauuneHTa. NMpoAO/MKNTb, OCTOPOXKHO, HO HENPEPbLIBHO HAXXMMas Ha NOpLIeHb, 0 YCTaHOBKMW /INH3bI B
KancynspHblil MeLOK.

8. YTunusnpyiTte cucteMy MMnaaHTayuu.

9. JluH3y cnefyeT UMNNAHTMPOBATb TaK, YTOObl ee nepeAHAs MOBEpPXHOCTb Oblna obpalieHa K
nepegHein nosepxHocTy rnasa. Opuertaums MOJT MoxeT 6bITb NMpoBEpPeHa BM3yalbHbIM OCMOTPOM
rantukn. 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 ¢ pasMevyeHHOWN npegnonaraeMoii 0Cbk yCTaHOBKMN.

puc. 1 puc. 2 puc. 3

CneflyeT MCNoNb30BaTh TOMbKO PacTBOP BMCKO3/MAacTMKa HWU3KOW MNn cpefHeit BaskocTu. Cnepyet
MCMOMb30BaTb TO/MLKO CUCTEMY WMMMAAaHTaLMK, MpPeAoCTaBNeHHY0 BMeCcTe C MNpefBapuTeNbHO

3arpy>XeHHowu nnH3oi LuxSmart** TORIC.

B0O3MOXHO nNpoBefeHNEe Pas3IMUHbIX XMPYPrMUYECKUX BMeELLaTeNbCTB, W XMPYPr AOMKEeH BblGpaTh
npouesypy, NOAXOAALLYIO ANS NauueHTa.

O N06bIX CEPbE3HbIX UHLMAEHTAX, CBA3aHHbIX C YCTPOWCTBOM, CNnefyeT YBeAOMATb NMPOU3BOAUTENS

N KOMMNETEHTHbIN Focy,ﬂ,apCTBeHHbIVI OpraH, B KOTOPOM 3aperncTtpmnpoBaH nosibsoBaTte/sib.
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cumBonbl, UCMNOJIbSYEMbIE HA 3TUKETKAX:

CnmBon OnucaHune

D OvonTtpusa

®hB OonTuyecknin gnameTtp

GT O6wuii gnuametp

(§) HE MCNOJIb3OBATb MNPV MOBPEXAEHWW YTNAKOBKM

HE CTEPU/TN3OBATbL NOBTOPHO
HE NCIMOJIbSOBATbL NMOBTOPHO

Cutting Edge S.A.S.
((J 770 me Alfred Nobel

Immeuble Le Nobel

34000 Montpellier

FRANCE

CE ¢ HOMepoM MpOBEPAIOLEro YUYpeXXAeHus — MoATBepXAaeT
CE COOTBETCTBME C HopMamu EC
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JONONHEHNE K HHCTPYKU UM NO NPUMEHEHND
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HANMEHOBAHWE:

NTnH3a nHTpaokynapHasa B sapuaHte ncnofHeHns LUXSMARTAN:

LUXSMART™, B cocTaBe:

1. NnH3a nHtpaokynapHaa LUXSMART™ TORIC YELLOW, npeaycTaHOB/eHHas B OfJHOPAa30BbIl
WHXEKTOop Ana mmnnaHtauum (Accuject Pro ogHopasoBas), chepnyecknin akesmaneHT ot +6,00 go
+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 npeacTtaBnaoT COOG0A MOHOMNUTHbIE
3afiHekamepHble VOJI1, nornowatowue ynbtpaguonetosoe (Y ®) nsnydyeHue, npefgHasHayeHHble 414
3aMeHbl eCTEeCTBEHHOW JIMH3bl XpycCTaMka Yy NCeBAO(aKMYHbIX B3POC/bIX MaLMEHTOB C
npeaLwecTBYOWMM acTUrMaTuaMom porosuubl. MOJT LuxSmartA" TORIC MmetoT achepuyeckyro u
Topuyeckyto gopmy. MpeaBaputenbHo 3arpyeHHole NOJT LuxSmart*M TORIC nocTtaBnawTCcsA B
cucTemMe MMNAaHTaLMn MHTPAOKYNAPHbIX INH3, obecneymnBatoLLeli 6eCKOHTAKTHY JOCTaBKY SIMH3bI
B KancynsapHbIn MewwoK. TWUM INH3bl YKa3aH Ha 3TUKETKEe Ha KAPTOHHOM KOpoOKe.

PN3NYECKNE XAPAKTEPUCTUKN:

Matepuan NnH3bI FM6knMin  rmapodobHbIA  comonuMep  akpuna, CofepxXaliuni
nornoTuTens Y ®-n3nyyeHns n xpomodop, QunbTpyLWnin CUHWIA
CBeT.

XapakTtepuctukn matepmana  Koap®uumeHT npenomsieHns: BO BNaXHOM COCTOAHUM Mpw
Temnepatype 21°C: 1,544;
npn35°C: 1,540
CnekTpanbHblii KoauumneHnt  Ana NOJ +20,0 anontpuin 10 % nponyckaHue Ha ASIMHE BOJHbI
396,7 HM
Cm. PUC. 6, rae Ha ocn X OT/0OXKEHbl 3HAYEHUS ANMHbI BOJIHbI
(Hm), ano ocKn Y - Npo3pavyHoCTb
dopma NOBEPXHOCTN ONTUMKN  Acgepnyeckas Topuyeckas

nponycKaHus

KoHgurypauus C TopuMuecKoii oTpuuaTenbHoli abeppayueit

Cheprueckmnini 3KBUBaNEHT +6,00 fo +34,00 guontpmii ¢ warom 0,1 gnonTpum
npw paspaboTke, ¢ warom 0,5 nnn 1,0 guontpum (+6,00 go +9,00
avnonTtpuii n +31,00 go +34,00 guonTpuii ¢ warom 1,0 gnonTpuu;
+10,00 go +30,00 gnonTpwuii ¢ warom 0,5 guonTpun) npu

npojaxe
Cn*vmnkauns
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 onTuyeckoi yactm > 4.25 Mm
dopma Kpas NnH3bI HenpepbiBHbIA KBagpaTHbIA Kpai Ha 3agHeil MOBEPXHOCTWM MO
BCEMY NEPUMETPY NNH3bI Ha 360°
OpuvieHTauuns nnH3bI MepeaHsas CTOpOHa NNH3bI 06paLleHa K nepefHeil CTOPOHe rnasa.

Kak nokasaHo Ha PVC. 5, npu pacrnofioXXeHUn opueHTaLnOHHbIX
METOK BBepxy cnpasa (A) u BHU3y cnesa (B) nepegHas cTopoHa
NNH3bI 06palleHa K HabnoaaTento.

MOKA3AHWA:

3agHekaMmepHble MH3bI LuxSmart™ TORIC nokasaHbl Ans NepBMYHOM MMNAAHTaLUU C LEeNblo
KOppeKLuu 3peHns npu aakuy C NpeflecTBYOWMM acTUrMaTtu3MOM pPOroBuLbl Nocne ynaneHus
XpyCTannmka C KaTapakTol Yy B3pOC/biIX NauuMeHTOB. JIMH3a npefHaszHayeHa ANA MMMNaHTauum B

KancynsipHbIA MeLL oK.

ycnosma MNPMMEHEHWA, NMOTEHUWANBbHBLIE NMOTPEBUTENWN N OBNACTb
MPUMEHEHWA

JInH3a npeAHasHaueHa Ans NepBUYHON UMNAAHTALMM ANs KOPPEKLMM ad)akum Y B3pOC/bIX MaLUeHTOB
C paHee CyLeCTBOBABLUMM POrOBUYHBIM acTUIMaTU3MOM A NCMO/b30BAaHUSA B YCNOBUSX NleUeOHbIX
UM NevyeGHO-NPOUNAKTUYECKUX MEAULUHCKUX YUPEXAEeHWA KBanM(QULUPOBAHHBIM XWUPYProM-

0(hTaNbMOJIOTOM.

PEXWM PABOTHbI:

MO LuxSmart™*"" TORIC, pa3MmelleHHble B KancynspHOM MeLlKe, AeCTBYIOT Kak npenomasioLas
cpefa C Uenbio Koppekuum athakum ¢ npegwecteyrownum acturmatnsmom. MOJT LuxSmart™ TORIC
MMelT TOopuyeckyro (OpMy Ha 3ajHell ONTUYECKON MOBEPXHOCTU, a TakKXe OCeBble METKM,
obo3HayaloLMe NNOCKMIA MepuAvaH uUuauHapa (Nac  uunmHgpuyeckyt oce) (PUC. 5).
ConocrTaB/ieHNe 0CeBbIX METOK C MOC/1e0NepaLMoHHbIM KPYTbIM MEPUAMAHOM POroBuLbl (Lenesas 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 OFrpaHMYMNBasCh 3TUM)
cnefyeT OLeHMBATb COOTHOLIEHME MNOTEHUMaNIbHbIX PUCKOB W MPeUMYLLECTB: peuuansupytoLlee
TAXefoe BOCMasieHWe MepefHero Wau 3afjHero CerMeHTa WAW YBEWT; MauuneHTbl, y KoTopblix WOJI
MOXeT NMOB/IMATb Ha CNOCOGHOCTb HabnaaTh, AMarHOCTMPOBATb UAN NeYnTb 3aboneBaHns 3a4Hero
CermMeHTa; XWpypruyeckme TPYLHOCTM C MOBbILWEHWEM MOTeHUMana ANS OCNOXKHEHWIA (TakuMx Kak
NMOCTOAHHOE KPOBOTEYEHME, CYLLECTBEHHOE NOBPEXAEHNE pagy>XXHO 060104KN, HEKOHTPONMpPYeMoe
NOJIOXKMNTENIbHOE AaB/ieHNe WU CYLLEeCTBEHHbIN nposanc uan noTteps CTEKNOBUAHOIO Tena u Ap.);
fgetopmauma rnasa BCAeACTBUE MpeALlecTBOBaBLUE TpaBMbl UM gedekTa pasBUTUS, B pesy/bTaTe
KOTOpbIX Hagnexawas ukcauma MOJT cTaHOBUTCA HEBO3MOXHOW; 06CTOATENbCTBA, KOTOPbLIE MOTYT
NPUBECTU K MOBPEXAEHUIO 3HAOTENNS B MPOLECCe MMMNNAHTaLMUW; NauneHTbl, Y KOTOPbIX HU 3a4HAA
Kamepa, HU MOSAACOK HEAOCTAaTOYHO Lenbl Ans obecneyeHus ukcauuu; nNofo3peHne Ha MUKPOGHYIO
NHDEKUMIO.

Topuuyeckne WOJT He peKOMeHAOBaHbl MNPM MNPejLlecTBYHOWEM HernpaBW/bHOM acTurmaTtusme,
pagunanbHbiX paspbiBax BO BPeMs Kancy/n0TOMWUKM, MOBPEXAEHUW MOACKa, a TakkKe Npu 0XuLaemoin
06LIMPHOIA KancynoTomuu.

Kak v npu no6om XMpypruyeckoMm BMeLLATENLCTBE, UMEET MECTO PUCK. MMOTeHLaNbHbIe OCNOXHEHNA
XUPYPruyeckoro neyeHUs KaTtapakTbl MOFyT BK/IKOYaTb, HO He OrpaHUYMBATLCA ClIefYHOLLUM:
BTOPUYHAA KaTapakTa, BocnaneHue (MpUAOLMKAWUT, 3paykoBas/uMKIMTHas MembpaHa, BocnaneHue
CTEKNOBUAHOIO TeNa, LMCTOMAHbIA MaKynapHbIA OTEK, TOKCUYHbIA CUHAPOM NepegHEero cerMeHTa...),
KOpHeasibHOe MOBpexXAeHne 3HAOTeNns, 3HAOMTaNbMUT, OTC/IOEHWE CceTyaTKu, OTEK POroBuLbI,
3aKynopka 3payka, npofnanc pagy>XHoi 060104YKWM, TUMOMWOH, rflaykoma, MpocaynBaHue paHbl,
rmgema. aTpodmsa pagy>Hoin 060/104KM, NPONanNc CTEKNOBMAHOTO TeNa, CMeLweHne nam Haknod NOJ,
ONTMYECKMe HanéTbl UM NOMYTHEHWUS, OTOGNECKU WM BTOPWUYHbIE XMPYPruyveckne BMmeLLaTe/bCTBa
(Takve Kak ycTpaHeHWe npocayMBaHWUA paHbl, acnupauus CTEKJ0BUAHOro Tena, WUPUAIKTOMMUS,
nepeycrtaHoBka unun 3ameHa MOJ1, penapayua OTCN0eHUS ceTyaTKu 1 4p.).

NON cnepgyeT mmnnaHTMpoBaTb B COOTBETCTBUM CO CNeAYyHOLWMMWU yKasaHuMAMU. HenpaBuibHoe
MCNOMb30BaHMe MOXET YrpoXaTtb 340p0BbI0 MauneHTa.

He wucnonb3oBaTb WOJI, CTepuIbHOCTb WM KayecTBO KOTOPOM HaxoAaTca Mo COMHEHWEM B
pe3ynbTare NOBPEXAEeHUSA YNaKOBKM.

He nbiTaliTecb BUAOU3MEHATb UK MepesenibiBaTb YCTPOUCTBO UAN €70 KOMMNOHEHTHI.

He ncnonb3oBaTb NOCAE UCTEYEHUS CPOKA FOLHOCTH.

He ucnonb3oBaTb 6€3 BUCKO3NACTMUYECKOTO pacTBopa.

He ncnosb3oBaTb MOBTOPHO. IMOBTOPHOE MCMOMb30BaHVE MOXET YrpoXarth 340P0BbIO NMaLueHTa.

He ctepunusyinite MOJ1 NOBTOPHO, NOCKO/IbKY 3TO MOXET MPUBECTU K HeXeflaTe/ibHbIM NOO0UYHbIM
athpekTam.

He nMnnaHTMpyiTe NNH3Y B NepeaHIO0 KaMepy WK B LManapHyto 6oposgy.

BpaweHune nuH3bl LuxSmart*"* TORIC N0 OTHOWEHWIO K LENeBON OCU MOXET CHU3UTH
3 (PEKTMBHOCTb ee KOPPEKLUMN acTUrmaTusmMa.

Yrnosoe cmelleHne 6onee  30° MOXET nNpPMBECTU K YBE/IMYEHUD MOC/e0nepaLuoHHON
LUANHAPUYECKON pedpakumm. Mpn HEO6XOLUMOCTU NepeycTaHOBKW /INH3bI ee cnefyeT NPoBOAMTb
Kak MOXXHO paHblle, 0 MHKaNCynaLun NnH3bI.

YTunusaums cuctembl UMnnaHtTaunmn ans seefeHns NOJ1 Lo/HKHA NPOBOANTLCA B COOTBETCTBUM C
MECTHbIM  3aKOHOLATe/NbCTBOM O  MEAMLMHCKMUX  0TX0fax, XapakTepusyrLwWuxcsa  PUCKOM

12
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



NHPUUMpoBaHusa. Cuctema nmnnantaumm MOJ1 nocne Mcnonb3oBaHMA Knaccu@uumupyeTcs Kak kKnacc

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

He ncnonb3yiiTe aaHHble pedpakyum ans pacyeTo, MOCKOAbKY Halnume acTurmaTnama B yfanseMom

€CTECTBEHHOM XPYCTa/IMKE MOXXET MOBNNATL Ha pe3ynbTaThbl.

MEPbBI MPEAOCTOPOXHOCTMW:

e XpaHuTb MNpuM KOMHATHOW Temnepatype. He 3amopaxwuBatb. PekomeHpauun: WN3berainte
Temnepatypbl HUXe 5°C u Bbiwe 45°C.

e KON LuKSmart™" TORIC, cb6anaHCMpOBaHHbIA CONEBOM pacTBOP W MCMONb3YyeMblii
BMCKO3NMaCTUYEeCKWUA pacTBOp nepej MNpoOBefeHNeM XUPYPruyeckoro BMelLaTebCTBa LOMXKHbI
XPaHUTbCA B TevyeHMe No KpaliHei mepe 30 MUHYT Npu TemnepaType MUHUMYM 20°C.

o Ana mnnaHTaumMm UHTPAOKYNAPHbLIX TMH3 HEOBXO4MM BbICOKUIA YPOBEHb XMPYPIrMUYECKUX HaBbIKOB.
Mpexxge yeM NPUCTYNaTb K UMNAAHTALUN UHTPAOKYIAPHBIX NNUH3, XUPYPT JOSKEH NPOATU MOMHbINA
Kypc 06y4yeHuns.

 Mepes BCKPbITUEM 3alMTHON YNaKOBKM U WHAWBUAYaNbHOrO CTepPWU/IbHOro naketa/6nucTepHow
YMakKoBKY cnefyet nposepuTb mogens NOJI, eé onTUYecKyto CUy U CPOK FTO4HOCTMN.

» CTepUNbHOCTb U3JeNnNa rapaHTUPYeTCA TOMbKO NpW CO6/M0AEHUN LeNOCTHOCTU UHAUBUAYANBHOTO
CTEPU/IBHOTO Nakerta.

» O6pawartbCs C /IMH30M crefyeT OCTOPOXHO, YTOObl M36€eXaTb MOBPEXAEHUI MOBEPXHOCTU WK
ranTuku.

» Criegyer TwWwartenbHo npomMbliTe NOJ1 nepes umnnantaymein. He 3amaunsaTb 1 He npomMbiBaTh MOJ1 B
Kaknx-nnmbo Apyrux pacteopax, KpOMe CTepunbHOro cbanaHCMPOBAHHOIO CONEBOr0 pacTeopa.

» Cnepyet HafleXXHO y6eanTbCS, YTO IMH3a NOTHOCTHIO UMMNIaHTUPOBaHA B Kancy/spHbIA MeLoK.

* B cnyyae npoBefeHNs 3afHel Kancy10TOMMU C MOMOLLbIO 1a3epa Ha UTTPUR-aNtOMUHUEBOM rpaHaTe
(YAG-nasepa), Heo6xoanmo obecrneynTb (HOKYCMPOBKY flyya na3epa HECKONbKO MNo3afu 3afHein
Kancynbl.

* NHAMBMAYann3auuio XMpypruyeckn Bbi3BaHHOro acturmatmsma (XBA) pekomeHayeTcs NpoBOANUTL
NCXOAA U3 UHAMBUAYANbHON XUPYPrUYECKOM TEXHUKM U paHee NOMYyYeHHbIX pe3ynbTaToB, NOCKO/bKY
pasMep ¥ pacrnonoXeHWe XMPYPruyeckoro paspesa MOryT MOBAMATH Ha BbIPaXXEHHOCTb M OCb
nocneonepaymMoHHOro acTurmaTu3Ma poroBuLbl.

» ina nonyyeHns onTUManbHbIX Pe3ynbTaToB ClefyeT YUNUTbIBATb 3a[JHUI aCTUrMaTU3M poroBuLbl.

e [lna NONHOro ypaneHuWs BWUCKO3NaCTUMKa C NepefHel W 3agHeil MNOBEPXHOCTeR NMH3blI nocne
MMMNaHTauuyM B KancynspHbli Mewok 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
OpUeHTaLuMn TOPUYECKMX JIMH3 Ha LeNeBO OCM pasMelleHWs B KOHLE XWUPYPruyeckoro

BMeLLlaTeNibCTBa.

YMAKOBKA (KOMMNNEKT MOCTABKWN) W CTEPUNN3ALNA:

MOJT LuxSmart™” TORIC nHgmenayanbHO ynakoBaHbl U NpeaBapuTebHO YCTAHOB/IEHbI B CUCTEMY
nMmnnaHTauum Accuject Pro B 6imcTepHoOn ynakoske. Bce Mogenu nocTaBnsoTCca B CyXOM BUAE, U UX
cneayeT OTKpPbIBaTb B CTEPU/bHBIX YCN0BUSAX. s obecneyeHuns otcnexunsaemoctn NOJT KapTOHHasA
Kopo6Ka cHabXXeHa KapTOUKOl nayMeHTa u CaMOoKNeWnMmncs aTukeTtkamu. Paznnynsie mogenu MO/
MapKUpyrTCs No CHepuyecKoMy 3KBUBANEHTY U LUAUHAPUYECKOW ONTMYeckoi cune. Chepuyeckunii
9KBMBANEHT COOTBETCTBYET ONTUYECKON cune, NoJiyYeHHOW C MOMOLLbIO 6ONbLWIMHCTBA pPacyeTHbIX
hopmyn.

Bce mogenu ctepnnnsyoTca OKCMAOM 3TUNEHA.

B ynakoBke cogep>kaTca:

- JInH3a WHTpaoKynspHas, NpeaycTaHOB/ieHHas B OHOPA30BbI WHXEKTOP ANA WMNiaHTauuu
(Accuject Pro ogHopa3soBas) - 1 6nuctep;

- IHCTpPYKUMA NO NpUMeHeHuto - 1 Wr.;

- KapTouka naymeHTa - 1WrT.;

- CamokrieqLmecs aTUKETKM - 8 LWT.

YKA3AHNA MO MCNONBb3OBAHWNIO:

1. Mepen onepauunein Bpayy crnegyeT onpeaennTb ONTUYECKYIO CUY NAaHUPYEMbIX K MMNAaHTauum
/NH3 C MOMOLLbI0 METOLOB pacyeTa U TOUHbIX M3MepeHWid GuoMeTpumn, B 3aBUCUMOCTU OT OMbiTa
Xupypra, npegnoyTeHUin wu/mam ¢ NOMOLWLbI0O TOPMYECKOro KanbKynatopa. PeKOMeHAOBaHHble
3HauyeHMsA A-KOHCTaHT, yKa3aHHble HAa KapTOHHOI KOPOOKe C IMH30MA, SIBAAKTCA OPUEHTUPOBOYHbLIMM.
2. Mepep HavyanoM onepauumn onepupyemblii rnas cnefyet pasMeTuTb (COrNacHo NpeanoYTUTENbHOMY
MeTOo4Yy AaHHOr0 Bpaya) A4N4 YEeTKOro yKasaHusa LeneBoi 0CM pasMeLLeHus.

3. MNepea uMnnaHTaymen NUH3bl cnefyetT 0OCMOTPeTb YNAKOBKY W BbIACHUTb e MOAENb, ONTUYECKYHO
cuny (cthepuyeckKnin 3KBUBANEHT W LUAUHAPWUYECKYHD CUNY), CPOK TOAHOCTM W Hajnexaulyto
KOH(uUrypauuto.

4. OTKpbITb KapTOHHYK KOPOGKY ¥ OCMOTpeTb CTEPU/IM30BaHHYK O/IMCTEPHYHO YMaKOoBKY,
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 BHEeWHelW KOPOOOYHOW YMaKOBKE W Ha CaMOKNeAWMXcAa 3TUKeTKaxX. BCKpbITb 6AUCTEPHYIO
yNnakoBKYy TakMM 06pa3oM, YTo6bl YCTPOWCTBO OCTaNoCh B CTEPUSIBHOM MOSIE.

5. OcMOTpeTb YCTPOWCTBO W ybOeAWTbCH, YTO OHO He MOBPEeXAeHO. JIMH3Y crefyeT TwaTenbHO
NMPOMbITb C6anaHCMPOBaHHbLIM CO/IEBLIM PACTBOPOM MYTEM OMOJIACKMBAHUA Yepe3 KOHUYUK KapTpuaxa
(PUC. 1) n c KoHua 3arpy3oyHoin kamepbl (PUC. 2). CneayeT 06a3aTenbHO 06ecneyYnTb MOAHYHO
rmaparaumio KapTpuaxa u 3arpy3oqyHoin kamepbl. Mogoxante B TedyeHne 30 cekyHf. VIHCTpyKuuu o
TOM, KaK MO/IHOCTbIO MOAr0TOBUTL YCTPOMNCTBO K MMNNAHTaLUN, He npuKacasch K nosepxHoctn MO/,
CMOTPUTE Ha NnpuaaraeMblX PUCyHKax:

PNC. 3: 3akpbiTb KPbINbIWKK 3arpy304HOIA Kamepbl. Mpu cpabaTbiBaHUM MexaHU3Ma (hukcauum c
3aLl,enKkoin NMH3a HafEéXHOo MKCUpyeTCcs Ha MecTe.

PNC. 4: HaHecTn pacTBOp BMCKO3/1aCTMKA Yepe3 KOHYMK KapTpuaKa. Y 6eiMTbCs, YTO BUCKOINACTUK
LLeJIMKOM 3amno/HUN KOHYMK UHXeKTopa. JZInH3a rotosa AN UMNAaHTaunm.

6. BbINONHWUTL MMMNAHTALMIO INH3bl B MaKCMManbHO KpaTyalillee BpemMs rnocsie nosHoW NoAroToBKM
NNH3bI.

7. BBECTN KOHUYMK KapTpuAxa B paspe3 C HaK/IOHOM HAaKOHEeYHUKA MHXXeKTopa, 06paléHHbIM K rnasy
nauneHTa. MpofoMKUTbL, OCTOPOXKHO, HO HENPEPbLIBHO HAXUMas Ha NOPLUEHb, 0 YCTAHOBKY JINH3bI B
KancynsipHbllii MeLLOK.

8. YTunmsnpyite cuctemy vMnnaHtaymm.

9. JInH3y cnepyeT MMNNAHTMPOBATb Tak, 4TOOblI ee MepefHAs MOBEPXHOCTb Oblna ob6palleHa K
nepefHein nosepxHocTn rnasa. OpueHTauuns NOJT MoxeT 6bITb NMpoBepeHa BM3yaslbHbIM OCMOTPOM
rantukun. Kak nokasaHo Ha PVC. 5. korfa rantuyeckue BCTaBKW pacnosioXeHbl BBepxy cnpasa (A) u
BHM3Y cnesa (B), nepefHAs cTopoHa NuMH3bI obpaleHa K Habnogarento.

10. ConocTaBbTe MeTKM oceit MIOJ1 ¢ paameuyeHHOI npeanonaraeMoii 0Cblo YCTaHOBKM.

puc. 1 puc. 2 puc. 3
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puc. 6
CnepyeT MCNOMb30BaTb TO/MbKO PacTBOP BMCKO3/MacTWKa HU3KOW unu cpefHel BAskocTu. Cnepyet
MCNONb30BaTb TO/ILKO CUCTEMY WMMAAHTaUUK, MPefOoCTaB/eHHYD BMeCcTe C MpeABapuTeNibHO
3arpy>eHHon nuH3on LuxSmart™ TORIC.
B03MOXHO npoBefieHMe pas3InYHbIX XUPYPruvecKMX BMELUATENbCTB, U XUPYPr AO/DKeH BblGpaTtb
npoueaypy, NOAX0AAWYO ANA NayMeHTa.
O Nto6bIX CEPbE3HbIX MHUMAEHTAX, CBA3aHHbIX C YCTPOMCTBOM, CneayeT YBeAOMAATbL NPOU3BOAUTENSA

N KOMMNETEHTHbIV rocyapCTBeHHbI OpraH, B KOTOPOM 3aperncTpupoBaH Mosb30BaTelb.

CNMBO/bl, NCMOJIbIYEMbIE HA 3TUKETKAX:

CvmBon OnwncaHune
YSMARTT HasBaHune mopaenu
D OvonTtpua
®hB OnTUYeckunii guameTp
hT O6uwKnii gnameTp
SE Chepnyeckmnii IKBUBANEHT
CYL LnnnHgpunyeckas cuna
SPH OnTtnyeckas cuna
11 Mm o6wwmin gnameTp
6 MM OnTuyecknin gnameTp
. . CepuiitHbIii HOMep
Vcnonb3oBaTh 40
2,
C ol Homep no karanory
CE] [larta nponssoAcTBea
[LOFI Not

A-KOHCTaHTa
A-Constant (est)
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letEMLEEO

mJ
CE

J1

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 HOMEpPOM MpPOBEPAOLLEr0 YUPeXOeHNs - MOLTBEPXKAAET COOTBETCTBUE C
Hopmammy EC

Mepen npuMeHeHMEM cneAyeT 03HaKOMUTLCS C MHCTPYKUMen no
NPUMEHEHMIO
TemnepaTypa XpaHeHUsi oT +5®C 0 KOMHATHOW TemnepaTypbl

OcTopoXHo! O6paTUTECh K MHCTPYKLMM MO NPUMEHEHWIO

MEPEYEHDb HALUWNOHAJIbHbIX 7 MEXAYHAPOAHbIX HOPMATWBHbIX
OOKYMEHTOB/CTAHAOAPTOB, KOTOPbIM COOTBETCTBYET MEAVWUWHCKOE

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 meguumHckue. CUCTeMbl MeHepKMeHTa KadecTsa. TpeboBaHUs ANs Leneit
perynnmpoBaHus

CucTembl yNpaBfeHa KayecTBOM - PYKOBO/CTBO MO niaaHam KayecTsa

BbIEOKOYHbIV KOHTION1b

Mpouenypbl BbIGOPOUHOTO KOHTpPONsA no arpmbyTtam. Yactb 1 Cxembl BbIGOPOYHOro
KOHTPONS, WHAEKCMPOBaHHbIe NO npefeny MnpueMouyHoro kavectea (AQL) ans koHTpons
KaXX0i napTun

Mpoueaypbl BbIGOPOUYHOTO KOHTPOAS ANS KOHTPO/A MO NepeMeHHbIM. YacTb 1
Cneundukaums nnaHoB OLUHOYHOT0 KOHTPO/S, MHAEKCMPOBAHHbIX MO NMPUEMOYHOMY
npegeny kadectsa (AQL), AN KOHTPONS NapTuM 3a NapTUein No 04HON XapaKTepucTmke
KayecTtsa 1 ogHomy AQL

MAPKNIOBKA N NHPOPMALIA

pahyeckne cMBOMbI ANS UCTONb30BaHUS B MApPKUPOBKE MEAULMHCKUX U3aennii

WHdopmaLums, nogrotaenMeaemMas NpoM3BOAMTENEM, CONMPOBOXAAOLLAS MeAULMHCKME
n3aenus

17

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



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 ISO 10993-18:2009

EBponeiickas hapmakones

2.6.14

EN ISO 11607-
1:2009/A1:2014

CTEPUNN3ALNA

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

CTepunusauns MegULUHCKNX n3aennin. TpeboBaHWUs K MeSULMHCKUM U3LeNnaM,
0603HavaemMbiM Kak «CTEPUJIbHbBIE». YacTb 1. Tpe6oBaHWNA K OKOHYATENbHO
CTEPUIN30BaHHbIM MeANLMHCKAM YCTPOACTBaM

CTepunmsaumsa MegUUMHCKOA nNpogykuun. 3ITuneHokcug. Yactb 1. TpeboBaHuMa K
pa3paboTKe, Banugauum 1 Tekylemy ynpasieHUo NpoLeccom CTepuamsanmm MeguuuHCKnX
n3genuni

CTepunmsaums MeaMUMHCKOW nNpoayKumu. ITuneHokcui. TpeGoBaHWA K pa3paGoTke,
BaNMAALMM 1 TEKYLLEMY YNPaBAEHUIO NPOLLECCOM CTEPUAN3ALUN MEANLIMHCKNX M3aenuit

CTepunmsaumna uM3gennmin - MeAWLMHCKOrO HasHavyeHns - bBuomHaukaTopoB - YacTb 2:
Buonormyeckne NHAMKaTopbl A0S NPOLECCOB CTEPUNM3ALNN OKCUMAOM 3TUNEHA

CTepunusauus  MeauuUMHCKUX — u3genuii.  Mukpo6uonoruueckue metogbl. Yacts 1
OnpegeneHune NONynsaLuuM MUKPOOPTaHM3MOB Ha NPoayKLuK + TexHudeckoe ucnpasneHme 1

CTepunmsaums MeguUMHCKNX n3genuin. Mukpoornonormnyeckmne Metogbl. Yactb 2. MicnbiTaHus
Ha CTepU/IbHOCTb, NMPOBOAMMbBIE MPW ONpejeneHnn, Banngauum n obCny>xxXnBaHuUn npouecca
cTepunnsaymm

YTMPABNEHWE PUCKAMU

WN3penns MegnumHcKme. MprMeHeHe MeHEIXKMEHTA PUCKA K MEAULIMHCKUM W3AeNNsaM
WN3genus meguumnHckme. NPOEKTUPOBaHNE MeAULMHCKUX U3AENNIA C yUYeTOM
3KCMyaTaLMOHHOW MPUrogHOCTU

BNONOIMMYECKAA BE3OIMACHOCTb

OueHKa 6M0NI0rMYeckoro AeiAcTers MegULUHCKUX u3genuit. Yacts 1
OueHKa U uccnefoBaHUs TeCTUPOBaHME B paMKax NpoLecca MeHeKMeHTa puckamu

OueHKa 6M0M10rMYeCcKoro AeiicTBrUS MeaULMHCKX U3aennii. YacTb 3.
WcenenoBaHns TeHOTOKCUYHOCTY, KaHLEPOreHHOCTU 1 PENpPOAYKTUBHOW TOKCUUHOCTY

OueHKa 61oN0rMYecKoro 4encTena MeANLMHCKIX n3gennia. YacTb 5.
ViccnefoBaHms Ha LMTOTOKCUYHOCTb METOABI in Vitro

OugeHKa 6MONOrMYecKoro AencTBns MeanUMHCKNX n3aenunii. YacTs 6. ViccnegoBaHusa Ha
MeCTHOr0 BO3JeNCTBUA NOC/e UMNAaHTaLmm.

buonornyeckas oLeHKa MefuULUHCKNX yCTpOVICTB - YacTb 7: ocTatku ctepununsauum
3TUNEHOKCMA0M

OugeHKa 6MONOTMYEcKoro feiicTBUS MeAULUMHCKUX n3genuit. Yactb 10. ViccnegoBaHus
pasfpaxkaroLLero U CEHCMBUNM3NPYIOLLETO AelicTBIS

OueHKa 61010rMYECKOro 4eNCcTBUS MeAULMHCKNX n3genunii. YacTb 12. MpurotoeneHune
Npo6 N KOHTPO/IbHbIE 06pasLbl

OugeHKa 61MONOrMYecKoro AecTBNa MeANLIMHCKUX n3aenuii. YacTb 17. Y cTaHOBNEHUE
MOPOroBbIX 3HaYEHWI 415 BbIMbIBAEMbIX BELLECTB

OueHKa 6MONOrMYecKoro AencTBuS MeanLMHCKUX m3aenuin. YacTte 18. NccnegoBaHue
XMMWNYECKNX CBONCTB MaTepunanos

bakTepnasibHble 3HA0TOKCHHbI
YMNAKOBKA

YNaKoBKa Ans MeAULUHCKUX W3AENWiA, MoAnexalinx QUHULLIHOW cTepunmsaumm - Yactb L
Tpe6boBaHUs K MaTepManam, CTEPU/bHbIM CUCTEMaM Gapbepa U CUCTEMAM YNaKoBKU

18

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



EN ISO 11607-
2;2006/A1:2014
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EN ISO 11979-2:2014
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MEDDEV. 2.7.1 Bep.4

EU 0JC226 ot 10/07/2015

[upekTuBa 0 MeANLMHCKNX
nspenusax 93/42/EEC
1993L0042-EN-
11.10.2007005.001-1

£y*"lw nM 1?

YNakoBKa AN MeANLUHCKUX N3AENnia, nognexawnx UHULWHON cTepunmnsaunm.
YacTb 2. TpeboBaHUA K BanuaaLmm npoLeccos (GopMUpoBaHus, repmeTnsanm n cbopku
NHTPAOKYNAPHbLIE TNH3bI

MmnnaHTaTbl opTanbMonornyeckne. NHTpaoKynsipHble NMH3bl. YacTe 1. TepMuHonorus

MmnnaHTatbl odTanbMosnornyeckue. WHTPaoKynsipHble fMH3bL. YacTb 2. ONTMYeckue
CBOIiCTBA U METOAbI UCMbITaHMiA + TexHUYeckoe ncnpasnexHmne 1

MMnnaHTaTbl opTanbMOoIornyeckune. MIHTpaokynsapHble MH3bl. YacTb 3. MexaHuyeckue
CBOWCTBA M MeTOAbl UCMbITAHWUI

MmnnaHTaTbl opTanbMonormyeckmne. VIHTpaokynspHble NMH3bl. YacTb 4. STUKETUPOBaHME 1
MHopMaLms

WmnnaHTaTbl oTanbmMonoruveckne. VIHTpaokynspHble NMH3bl. YacTb 5. buonoruyeckas
COBMECTUMOCTb

MMnnaHTaTbl O(TaIbMONOrMYECKME. VIHTPAOKYNspHbIE MH3bI. YacTb 6. CPoOK rogHoCTM U
CTabUNLHOCTL MPU TPAHCNOPTUPOBAHNY

MmnnaHTatbl opTansMoniornyeckne. BHyTpurnasHble MMH3bI. YacTb 8. OCHOBHbIE
TpeboBaHus

KNMMHNYECKAA OLIEEHKA

PYyKOBOACTBO MO K/MHUYECKOW OLEHKE MeAULUMHCKUX W3AeNuii - pPyKOBOACTBO AN
npouseoauTeneld 1 ynosHOMOUYEHHbIX OpPraHoB

CE

KommyHukaumsa Komuccmm B pamkax peanusauumn Aupektunsbl Coeeta 93/42/EQC 0T 14 nioHA
1993 r. OMeANLMHCKNX YCTPOMCTBaX

Ounpektuea Coseta 93/42/E3C oT 14 unioHA 1993 r. 0 MeAWLMHCKUX YCTPOMACTBax ¢
nonpaBkamu, BHeceHHbIMW [upekTnBoii M5 2007/47/EC EBPOMNECKOro napiaMeHTa u
CogeTa 0T 5 ceHTA6psa 2007 T.

7ann

Ir - fA

AL

19

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



Poccuniickaa depepauus
Nopog MockBa
BocemHaguaToro v Ase TbiCAYM ABajLUaTb TPeTbero roga

A, Mbirbiln Onbra HukonaesHa, BPEMEHHO MCMOMHAKOLWLINA 0653aHHOCTU HOTapuyca ropoja
MocKBbl AnexnHa EBreHna BnagumupoBuya, CBUAETENLCTBYK MNOAJNUHHOCTL MOAMUCHK

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