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L 4. Scleral LensesThickness: (.46 mm

TECNIS® 1-Piece ZCBO00 intraocular
acrylic lens, complete with container and

accessories
Rx Only
Device Description

TECNIS® 1-Piece ZCBO0O0 intraocular acrylic lens is an ultraviolet-light absorb-
ing posterior chamber intraocular lens (IOL) which compensates for corneal
spherical aberrations. Accommodation will not be restored. It is designed to
be positioned in the lens capsule where the lens should replace the optical
function of the natural crystalline lens. Johnson & Johnson Surgical Vision,
Inc. 1-piece IOLs incorporate a proprietary wavefront-designed aspheric op-
tic with a squared posterior optic edge designed to provide a 360 degree
barrier. The edge of the optic has a frosted design to reduce potential edge
glare effects. The image quality of the TECNIS® optic is illustrated in Figure 1.
Indications For Use

The TECNIS® 1-Piece ZCB0O intraocular acrylic lens is indicated for the
visual correction of aphakla in adult patients in whom a cataractous lens
has been r by ion. These devices are
intended to be placed in the capsular bag.

Precautions

Do not resterilize the IOL. Most sterilizers are not equipped to sterilize the soft
acrylic material without producing undesirable side effects.

Do not soak or rinse the intraocular lens with any solution other than sterile bal-
anced salt solution or sterile normal saline.

Do not store the IOL in direct sunlight or at a temperature greater than 113°F
(45°C). Do not autoclave the intraocular lens.

Do not reuse the IOL.

Please refer to the specific instructions for use provided with the insertion instru-
ment or system for the amount of time the 0L can remain folded before the 1OL
must be discarded. When the insertion system is used improperly, the haptics of
the TECNIS® 1-piece intraocular acrylic lens may become damaged.

Warnings
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ing lens i under any of the following circum-
stances should weigh the potentlal risk/benefit ratio:

In the total study population (123 patients), 56.9% of the patients were female
and 43.1% were male; 93.5% were Caucasian, 4.1% were Black and 2.4% were
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Legend:
Curve 1: Spectral transmittance curve of a typical 5 diopter IOL (thinnest), UV cut-off |
at10% Tis 375.4 nm. |
Curve 2: Spectral transmittance curve of a typical 34 diopter IOL (thickest), UV-cut-off
at 10% T is 380.4 nm. 1
Curve 3: Spectral transmittance curve corresponding to 53-year-old Phakic eye*.
Note: The cut-off wavelengths and the spectral transmittance curves represent the |
range of the transmittance values of |OLs (5-34 diopter) made with this material.
* Boettner, E.A., and Wolter J.R. Transmission of the Ocular Media. Investigative |
Ophthalmology. 1962; 1:776-783. |
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Tecnis R 1-piece ZCB00

Intraocular acrylic lens, :

Complete with container and accessories

1. Purpose of the medical device

1.1 Name of the medical device

TECNIS® 1-piece ZCBOO intraocular acrylic lens, complete with container and ac-
cessories. (hereinafter - TECNIS® 1-piece lens, lenses, IOL, intraocular acrylic lens,
product, ZCB00).

1.2 Purpose of the medical device

The TECNIS® 1-piece intraocular acrylic lens is indicated for the correction of aphakia
in adult patients (18 years of age and older) in whom the cataract-affected lens is

Excludes subjects with macular degeneration at any time during the study

Figure 4: 1VIPR30 cartridge
6.2 Design versions
I. TECNIS® 1-piece ZCB0O intraocular acrylic lens, complete with container.

*The design of the TECNIS® Intraocular Acrylic 1-Piece Lens, Model ZCB0O, is based
on the design of Model AABOO.
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Asian. The best corrected distance visual acuity results for the “best case” patients
at 1 year (330-420 days) postoperatively are provided in Table 2. In addition the

Figures 5 and 6 present the average difference between the detection and identifi-
cation distances with testing of the Z9000 eye and the detection and identification
distances with testing of the spherical optic lens of each subject (the mean of the
intra-individual differences). The Z9000 eyes performed functionally better than
the control eyes in 21 of the 24 conditions tested. This means the Z9000 lens im-
proves both detection and identification distances across the driving scenes (city
and rural) and visibility conditions (with/without glare control eyes in 9 of the test
conditions. The greatest advantage of the Z9000 lens is for increased detection
and identification of the pedestrian hazard under rural visibility conditions with and
without glare. Under these conditions, the increased visibility distance at 55 miles
per hour provides for an average of about 0.5 seconds more time to perceive and
react to the pedestrian hazard. A 0.5 second increase in perception and reaction
time is functionally significant in increasing the time to take evasive action, time to
stop or reduce the effect of impact.

These findings suggest there is likely to be a meaningful safety benefit to elderly
drivers with TECNIS® lenses, and to the drivers and pedestrians with whom they
share the road. The functional vision, which in turn may improve patient safety for
other life situations under low visibility conditions.

Detailed Device Description

Lens Optic

1. Optic Material: Optically clear, soft foldable hydrophobic acrylic with a cova-
lently bound UV absorber. Full transmission of blue wavelength light for optimal
scotopic sensitivity.

2. Power: +5.0 to +34.0 diopter powers in 0.5 diopter increments

3. Optic Center Thickness: 0.722 mm (+20.0D)

4. Optic Edge Design: PROTEC 360 Square posterior edge

5. Index of Refraction: 1.47 at 35°C

6. Light Transmittance: UV cut-off at 10% T for a +5.0 diopter lens (thinnest) and a
+34.0 diopter lens (thickest) are shown in Figure 7.

Scleral IOLs

1. Material: Soft foldable hydrophobic acrylic with a covalently bound UV absorber.
2. One-piece lens

3. Configuration: TRI-FIX design, Modified C, integral with optic

Directions For Use

1. Prior to implanting, examine the lens package for IOL type, power, proper con-

figuration and expiration date.

2. Open the peel pouch and remove the IOL in a sterile environment. Verify the

dioptric power of the IOL.

3. Examine the IOL thoroughly to ensure particles have not become attached to it,

and examine the lens optical surfaces for other defects.

4. If desired, the IOL may be soaked or rinsed in sterile balanced salt solution until

ready for implantation.

5. Johnson & Johnson Surgical Vision, Inc. recommends using the UNFOLD-

ER® Platinum 1 Series implantation system with the 1MTEC30 cartridge to in-

sert TECNIS® IOL. Another validated implantation system that can be used with

TECNIS® IOL is the ONE SERIES Ultra insertion system (1VIPR30 cartridge and

DK7786 insertion device). Only insertion instruments that have been validated and

approved for use with this lens should be used. Please refer to the directions for

use with the insertion instrument or system for additional information.

Caution: Do not use the lens if the package has been damaged. The sterility of the

lens may have been compromised.

10L Power Calculations

The physician should determine preoperatively the power of the lens to be

implanted. Lens power calculation methods are described in the following

references:

1. Hoffer, K.J. The Hoffer Q formula: a comparison of theoretic and regression

formulas. Journal of Cataract and Refractive Surgery. 1993; 19:700-712; ERRATA;

1994; 20:677.

2. Holladay, J.T., Musgrove, K.H., Prager, T.C., Lewis, J.W., Chandler, T.Y., and

Ruiz, R.S.. A three-part system for refining intraocular lens power calculations.

Journal of Cataract and Refractive Surgery. 1988; 14:17-24

3. Holladay, J.T. Standardizing constants for ultrasonic biometry, keratometry and

intraocular lens power calculations. Journal of Cataract and Refractive Surgery.

1997; 23:1356-1370.

4. Norrby NES. Unfortunate discrepancies. Letter to the editor and reply by Holla-

day, J.T. Journal of Cataract and Refractive Surgery. 1998; 24:433-4

5. Olsen, T,, Olesen, H., Thim, K., and Corydon, L. Prediction ofpseudophaklc an-

terior chamber depth with the newer [OL calculation formulas. Journal of Cataract

and Refractive Surgery. 1992; 18: 280-285.

6. Retzlaff, J.A., Sanders, D.R. and Kraff, M.C. Development of the SRK/T intra-

ocular lens implant power calculation formula. Journal of Cataract and Refractive

Surgery. 1990; 16:333-340; ERRATA, 1990; 16:528.

Physicians requiring additional information on lens power calculation may contact

Johnson & Johnson Surgical Vision, Inc.

Patient Registration Section (For US)

Each patient who receives a TECNIS® 1-piece intraocular acrylic lens must be

registered with Johnson & Johnson Surgical Vision, Inc. by the time of lens im-

plantation.

Registration is accomplished by completing the Implant Registration Card that

is enclosed in the lens package and ma|I|n_?_|t to Johnson & Johnson Surgical
[~ “Vision, Tnc. Patient registration is essential for Johnson & Johnson Surgical Vi-

sion, Inc. long-term patient follow-up program and will assist Johnson & Johnson

Surgical Vision, Inc. in responding to Adverse Reaction Reports and/or potentially

sight-threatening complications.

An Implant Identification Card is supplied in the lens package. This card should

be given to

the patient with instructions to keep it as a permanent record of the implant and to

show the card to any eye care practitioner seen in the future.

Reporting

All adverse events, regardless of severity and whether or not attributed to the im-

plant, are to be reported to Johnson & Johnson Surgical Vision, Inc. at 1-877-266-

4543 (U.S. only) or by contacting your local Johnson & Johnson Surgical Vision,

Inc. representative. In the event of a life-threatening incident or serious adverse

event, Johnson & Johnson Surgical Vision, Inc. must be notified immediately (no

later than 48 hours upon detection) by phone and a completed adverse event

form should be faxed.

How Supplied

The TECNIS® 1-piece intraocular acrylic lenses are supplied sterile within a double

aseptic transfer peel pouch and a shelf pack. The double aseptic transfer peel

pouch is sterilized with ethylene oxide and should be opened only under sterile

conditions. The pouch and product labels are enclosed in a shelf pack. The exter-

nal surfaces of the outer pouch are not sterile.

Expiration Date

The expiration date on the lens package is the sterility expiration date. This lens

should not be implanted after the indicated sterility expiration date.

Return/Exchange Policy

Please contact your local Johnson & Johnson Surgical Vision, Inc. office regarding

lens return or exchange.

Patient Information

Each patient should receive information regarding intraocular lenses prior to the

decision to implant an intraocular lens.

TECNIS, SENSAR, TRI-FIX and PROTEC are trademarks of Johnson & Johnson

Surgical Vision, Inc.

1 Includes three subjects who experienced a Nd:YAG posterior capsulotomy
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Figure 5: Graphical representation of a TECNIS® 1-piece ZCB0O intraocular acrylic
lens

1VIPR30 cartridge, description:

The 1VIPR30 cartridge is a disposable component made of polypropylene. The car-
tridge is used in conjunction with the DK7786 reusable titanium injector produced
by Duckworth & Kent. Forceps are used to insert the intraocular lens (IOL) into
the proximal part of the cartridge. Next, the cartridge is inserted into a reusable
titanium injector, which pushes the IOL through the tubular part of the cartridge and
inserts it into the eye.

The 1VIPR30 cartridge is manufactured by injection molding. Two configurations of
these cartridges are available. After casting, a lubricating

coating is applied to the inner surface of the cartridge to facilitate the insertion
of I0Ls into the eye without any damage. 1VIPR30 cartridges can be coated with
Biocoat or SLIC.

Biocoat coating:

The Biocoat Hydak hydrophilic coating is a two-layer material patented by Biocoat
Inc. The base coat of Hydak B-23K consists of butyl acrylate, hydroxyethyl meth-
acrylate and polyisocyanate in a glycol ether solvent. The top layer consists of
0.42% sodium hyaluronate dissolved in water for injection and 0.035% Triton CF-10
surfactant. After casting the cartridges and applying the coating, they are packaged
in blister trays, which are sealed with tyvek lids. The cartridge is sterilized with eth-
ylene oxide (EO).

SLIC Coating:

* Denotes significance from zero (p<0.05)
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Table 4

*ITT = Intent-to-treat population (all randomized patients undergoing bilateral cataract
surgery for whom postoperative data were available

ETDRS Visual Acuity (IogMAR), 90 + 15 Days Postoperatively
Safety Population (N = 72); Subset Population (N = 28)

Control
Population 29000 Lens Difference**
Safety Population
T T NT T T T TR T|T T OTNEI T T

Mean 0.140 0.171 -0.031
SD 0.117 0.140 0.103
P-value* - - 0.0066

Subset Population
N 28 28 N =28
Mean 0.094 0.137 -0.044
SD 0113 0.125 0.107
P-value* -- -- 0.0201

* One-sided paired t-test
** Difference between logMAR visual acuity in the eye receiving
79000 and the eye receiving the control lens (spherical optic)

for each patient.
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Clinical Trial (TECNIS® IOL, Model Z9000): Best Case Subjects* (N = 110) vs. FDA Grid for posterior chamber 10Ls of 0.5% (p = 0.4377). Accessories
In a controlled, multi- center, intra-indi | clinical i of the | 1.61 of the possibility and features of the use of a medical device for |
79000 lens (wavefront designed aspheric anterior surface) and an acrylic | TOTﬁL VISUALACUITY  20/40 0'3 BETTER FDAOGRID P9°P|3 with medical devices implanted in the human body, pregnant women, |
lens (spherical optic), ocular spherical aberration was significantly less with % N % % women, , and adults with chronic diseases
the TECNIS® lens than with the acrylic lens. The simulated night driving | 10.0 1 100.0 985 The attending doctor must be consulted before implanting this lens in people with |
results (functional vision) under several of the conditions tested and the 318 35 100.0 9.5 implantable human medical devices, pregnant women, breastfeeding women, and
visual acuity results were statistically significantly better in eyes implanted | 418 4% 1000 975 adults with chronic diseases. |
with the TECNIS® lens. The clinical significance of the reduction of ocular | 16'4 18 100-0 94'8 1.7 Information about the possible impact of the medical device on the ability |
spherical aberration was to be demonstrated using contrast sensitivity test- : : : to drive and use machines .
ing. Functional significance was to be demonstrated using simulated night | 100.0 110 100.0 9.7 The results of the studies suggest that when using the TECNIS® 1-piece intraocular
driving. acrylic lenses, elderly drivers become significantly more safe both for themselves and
The mean ocular spherical aberration of the TECNIS® eyes was not significantly I [Excludes subjects with macular degeneration at any time during the study other drivers and pedestrians. Field/functional test results demonstrate that TECNIS® |
different from zero. This was not true for eyes implanted with the lens with the |~ [1 Includes three subjects who experienced a Nd:YAG posterior capsulotomy 1-piece intraocular acrylic lenses improve functional vision, which, in turn, can in- |
spherical optic. The mean difference in ocular spherical aberration between the Figure 1 crease patient safety in life situations involving poor visibility.
two eyes of patients was statistically significantly different from zero. Figure 2 | 1.8 Conditions of Use 1
provides the mean spherical aberration measurements of all eyes with evaluable 100 Table 1: Environmental conditions during surgery
wavefront measurements. As evidenced in the figure, the significant reduction in | SS=o o Conditions Values 1
the spherical aberration in the TECNIS® eyes was independent of age. | 20 = Temperature, °C of the lens 545 |
Figure 3 presents the wavefront measurements of the 22 patients for whom eval- 80 e 5 - -
uable data were available for both eyes. 1 7 SSl Temperature, °C of the cartridge [Biocoat] 5-30 |
Visual Acuity TSl Humidity, % 95
The monocular visual acuity results (90 + 15 days postoperatively) of each patient 1 w 60 = Pressure, hPa 500 - 1060 1
in the Safety Population and in the subset of patients who underwent wavefront | 5 % The device is intended for use in the internal environment of the body. 1
E”gﬁfg:tmse:; :.Tsl il:;ght driving simulation are presented in Table 4. | 40 T Table 2: Conditions of usage in the internal environment of the human body |
N mm Aperture*

The primary objective of the clinical investigation was to demonstrate the mesopic % ACE 3mm A . Conditions Values
(6 cd/m2) intra-individual difference in the postoperative quality of vision using | 2001 T mm Aperture Temperature, °C 32-42 1
sine-wave contrast sensitivity testing between the TECNIS® lens (29000) and a | 10| ——ISO 3 mm Aperture t Relative humidity, % 100 |
lens with a spherical optic. In this clinical investigation, the contrast sensitivity re- 0 Pressure, hPa 700 - 1060
sults were not significantly different. The mesopic log contrast sensitivity results | 0 20 40 60 80 100 1.9 Conditions of applying the medical device |
i?':gilgﬁfs Elfl frequencies fested for the 23000 and the conlrollens are presented 1 SPATIAL FREQUENCY (LP/MM) The device is intended to be applied by an ophthalmologist in specialized rooms of |
Simulated Night Driving | - - - : - medical |
A subset of patients (29) randomly selected from all of the investigational sites * The image quality of the TECNIS® 1-Piece lens was characterized by measuring 2. Information about the medical device manufacturer:
underwent testing in a validated night driving simulator. Patients were tested mon- | modulation transfer function (MTF) in the Average Comea Eye (ACE) model. The 2.1 Information about the manufacturer: 1
ocularly in simulated city normal, city glare, rural normal and rural glare lighting ACE model was designed using wavefront technology to reproduce the average Name Johnson & Johnson Surgical Vision Inc.
conditions. | amount of spherical aberration of the cornea. Measurements taken using the ACE ‘Johnson & Johnson Surgical Vision Inc.”, USA |
The night driving simulator consisted of an automobile cabfframe with a wind- | eye model reflect the optical benefit of the TECNIS® aspheric design feature. Location address 1700 East St. Andrew ., |
shield, video scene and target projectors, glare sources, a display screenanda |+ MTF of the TECNIS® 1-Piece lens as measured using a model eye as specified | SantaAna, California 92705, United States'
computer. The front cab included a windshield with a rear-view mirror, a non-func- | in ISO 11979-2, Ophthalmic implants - Intraocular lenses, Part 2: Optical properties Phone + 1(800) 511-0911 o 1
tioning dashboard, a door-mounted side-view mirror, front seats with contoured and test methods. , 2.2 Information about the turer and proc site
headrests, seat belts and a steering wheel. The ambient lighting of the simulator | Figure 2 1. AMO Puerto Rico Manufacturing, Inc., Road 402 N, 1
was similar to average nighttime scenes. | Industrial Park Anasco, 00610 Puerto Rico. |
The nighttime city fdriving scene was of a long, straight %ity street with a simulated Mean 90 15 Days zGlrfJ\Mr%eGr{o'rllweg?\lnegg/rlla\rﬁg Swietenlaan 5, 9728 NX
traveling speed of 35 miles per hour with a variety of street lights, cars, store | Study 001: Z9000: N = 25; Lens with Spherical Optic: N =24 ) oHeT - L |
lights and signs creating a high degree of ambient lighting. The nighttime rural Y ? ° 2.3 Information about the 's authorized rep! in the Rus-

—  —driving eene-was ofa long, straight cotntrr roed with a-traveling-speed oF55= l—= | = gpsm = = = = o o o o o o - = = —| —sianFederation_ _ _ _ _ _ _ _ . — - - — — -
miles per hour and minimum ambient lighting. Each driving scene was about 30 W25 5 s ez E3 Name Johnson & Johnson LLC
seconds in duration. o = Location address 17 Krylatskaya St. Building 2, Moscow, 121614
For testing under glare conditions, the constant size glare source was a simulation B Phone +7(495) 580-7777,
of a real-life headlight disability glare from a following vehicle reflected in rear- and g 005 Fax +7(495) 580-7878
side-view mirrors adjusted to shine in the eyes of the patient. The amount of glare H WZ9000 3. Medical device classification:
was set to produce a 10% loss in detection distance. < ot— DControl Table 3: Medical device classification
Patients were asked to detect and identify targets, including white-on-green in- 2 Type Implantable device
formation highway signs, black-on-yellow warning signs and pedestrian hazards. £ 015 Potential risk class of the medical device in accordance with
They were asked to respond when the sign or the hazard was first detected, and @ L L the nomenclature classification of medical devices 2b
the detection distances were recorded. Patients were then asked to respond when -0 . L * * ] f th dical d tact ti ith the h P " tact
the sign or hazard could first be identified, i.e., what did the sign say, what direction ) * bo?jss of the medical device contact time with the human deerfgg”e” contacf
was the pedestrian walking, and the identification distances were recorded. The o Total <0 5069 7080 Y Do\gs ot conlain any
patient responses for each target set and visibility condition were averaged. Age Group (years) Drug content il botanaes

4. Description of the principles underlying the functioning of the medical device
and their distinctive features
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The TECNIS® 1-Piece Intraocular Acrylic Lens manufactured by Johnson & Johnson |
Surgical Vision, Inc. is an implantable posterior lens that absorbs ultraviolet light and

compensates for corneal spherical aberration of the eye. The accommodation of the 1

eye is not restored. The lens is intended to be placed in the lens capsule, where it 1
performs the optical function of the natural eye lens. The optical part of a 1-piece IOL

has a proprietary aspherical surface developed using wavefront 1
is frosted to reduce the possible edge glare effect. The image quality provided by the

optical part of the TECNIS® 1-Piece lens is shown in Fig. 1 1
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* The image quality provided by TECNIS® 1-piece intraocular acrylic Ienses was

—characterizeerby-measuring the-modulatien transfer fenctien (MFF)en ar

with an typical cornea (Average Comea Eye; ACE). The ACE model was developed

using wavefront technology to simulate the spherical aberrations of an average cor-

nea. Measurements made using the ACE model show the optical advantage of the

TECNIS® aspherical lens design.

TTECNIS® 1 plece Acrylic Lens MTF value measured using the eye model described

in 1SO 11979-2 ¢ Ophthalmlc Implants - Intraocular Lenses. Part 2: Optical properties

and test methods.”

5. Application procedure

INSTRUCTIONS FOR USE:

1. Before implantation, inspect the intraocular lens package to confirm its type, optical

power, configuration, and shelf life.

2. Open the package and remove the lens in a sterile environment. Check the optical

power of the I0L

3. Carefully inspect the lens, make sure nothing is stuck to it, and make sure there are

no other defects on the optical surfaces.

4. If necessary, the lens can be moistened or rinsed with sterile balanced saline prior

to implanting.

5. To introduce the TECNIS® IOL, Johnson & Johnson Surgical Vision, Inc. recom-

mends using the UNFOLDER® Platinum 1 Series implantation system with 1MTEC30

cartridge. An alternative validated implantation system that can be used with the

TECNIS® IOL is the ONE SERIES Ultra insertion system (1VIPR30 Cartridge and

approved for use with this type of intraocular lens. For more information, see the
instructions for use of the insertion instrument or system.
Note. Do not use the IOL if the packaging is damaged since the sterility of the 10L

of the I0L’s optical power:
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Before surgery, the doctor must identify the optical power of the intraocular lens to
be implanted. Methods for calculating the optical power of IOLs are described in the
following sources: 1. Hoffer,
K.J. The Hoffer Q formula: a comparison of theoretic and regression formulas. Journal
of Cataract and Refractive Surgery. 1993; 19:700-712; ERRATA; 1994; 20:677.
2. Holladay, Musgrove, K.H., Prager, T.C., Lewis, J.W., Chandler, T.Y., and Ruiz,
R.S. A three-part system for reﬂnlng intraocular lens power calculations. Journal of
Cataract and Refractive Surgery. 1988; 14:17-24.
3. Holladay, J.T. Standardizing constants for ultrasonic biometry, keratometry and in-
traocular lens power calculations. Journal of Cataract and Refractive Surgery. 1997;
23:1356-1370.
4. Norrby NES. Unfortunate discrepancies. Letter to the editor and reply by Holladay,
J.T. Journal of Cataract and Refractive Surgery. 1998; 24:433-434.
5. Olsen, T., Olesen, H., Thim, K., and Corydon, L. Prediction of pseudophakic ante-
rior chamber depth with the newer IOL calculation formulas. Journal of Cataract and
Refractive Surgery. 1992; 18: 280-285.
6. Retzlaff, J.A., Sanders, D.R. and Kraff, M.C. Development of the SRK/T intraocular
lens implant power calculation formula. Journal of Cataract and Refractive Surgery.
1990; 16:333-340; ERRATA, 1990; 16:528.

~Daciorswharequire additional.information peraining ta.the-calculation ofaptical paw-
er of IOLs may contact Johnson & Johnson Surgical Vision, Inc.
6. Technical description of the medical device
6.1 Overview photo of the medical device
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Figure 2: TECNIS® 1-piece ZCBOO intraocular acrylic lens, complete with container
and accessories.

1T

Uniform lubricating coating for insertion (name during development: SLIC) is a
synthetic material consisting of a polymeric top layer of polyvinylpyrrolidone (PVP),
a base layer of polyurethane and polyfunctional aziridine as a crosslinking agent.
The coating serves as a lubricant and reduces friction between the IOL and the
polypropylene tube through which the IOL moves during implantation into the eye.
The cartridges are supplied in a sterile state. After casting the cartridges and apply-
ing the coating, they are packaged in blister trays, which are sealed with tyvek lids.
30 (thirty) blister trays with cartridges are packed in a folding cardboard box along
with one copy of the instructions for use (IFU). Folding boxes for 30 products are
sterilized with ethylene oxide (EO).

R i P D B N A

Figure 6: 1VIPR30 cartridge

6.4 Possibilities and ways of integration with other medical devices
Figure 7 shows the Duckworth & Kent DK7786 Reusable Titanium Injector used in
conjunction with 1VIPR30 cartridges.

.-’i#
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//

Figure 7: DK7786 reusable titanium injector manufactured by Duckworth & Kent
The DK7786 injector is used in combination with the ONE SERIES Ultra cartridge:
with it, the TECNIS® 1-piece intraocular acrylic lenses are folded and inserted ONLY
into the capsular bag.

Instructions for use*

* The numbering in the figures is retained in accordance with the original DK7786
injector manuals. Read the entire manual before using the product.

Preparing the injector

1. Clean and sterilize the injector in the manner described in the “Reprocessing In-
structions” section. Ensuring sterility is the responsibility of the user.

2. Confirm that the inscription “DK7786" or “DK7791" is engraved on the injector.

3. Before use, inspect the injector head each time and check to see if it is damaged
orif there is any material residue.

4. Before loading the cartridge, make sure that the injector plunger is fully retracted.
Cartridge preparation and loading the lens

1. Be sure to inspect the cartridge tray before use. Make sure that the inner tray with
a single cartridge is located inside the sterilized hermetically sealed outer tray. Do not
use the cartridge if the tray is damaged or the seal is broken. Remove the inner tray
from the hermetically sealed tray.

2. Remove the cartridge from the inner tray and fill the entire inside cavity of the
cartridge with viscoelastic (Figure 4: Filling with viscoelastic).

3. Grasp the lens with forceps by the optical edge, with the anterior side facing up.
The cartridge shows an IOL diagram indicating the correct orientation (Fig. 3: a IOL
diagram). Do not hold the lens by the rear haptic element.

4. Hold the cartridge with the IOL diagram facing up. Fix the leading haptic element
under the canopy of the cartridge to start folding it over the optical body of the lens
(Fig. 5: a. The area where the leading haptic element should be fixed). Continue to
—push the lens intq the_cartridge_so that the leading hapfic element is folded quer the
optical body in one movement (Fig. 6). Stop when half of the optical part is inside the
cartridge. Before proceeding, make sure that the haptic element is completely folded
in the space over the optical body (Fig. 7).

5. Grasp the rear haptic element with forceps and tuck it over the optical part (Fig.
8). Move the lens past the “line”. In this folded state, the lens can be held until the
surgeon is ready for implantation (Fig. 9: a. “Line” diagram, b. Leading and rear haptic
elements folded over the optics). When sliding the lens past the “line”, make sure that
after removing the forceps, the lens and haptic elements remain in place.

Installing the lens

1. Insert the cartridge into the injector so that the IOL diagram and the canopy are
directed upwards and the bevel of the cartridge head is down (Fig. 3: a. IOL diagram,
b. Canopy, c. Cartridge head). Insert the head first, and the cartridge should enter the
corresponding grooves of the injector (Fig. 10:

a. Grooves for the cartridge). Then press firmly on the rear edge of the cartridge
so that it clicks into its place within the injector (Fig. 11). Both sides of the cartridge
should snap into place. If after insertion, the tip of the rod comes into contact with the
cartridge, then the cartridge is not inserted correctly. Retract the rod and make sure
that the cartridge is fully snapped into the injector before continuing work.

2. Insert the bevel of the cartridge into the cut and slowly slide the plunger into the
cartridge. Injector DK7786: if positioned correctly, the notch on the hexagonal flange
must be on top. (Fig. 1: a. Notch)

3. DK7786 Injector: Press down on the plunger to advance the lens forward. Make
sure that the tip of the rod is in contact with the optical body of the lens and remains
behind it throughout the insertion.

4. Slowly advance the lens so that the haptic elements remain folded over the optics
until the lens completely comes out of the cartridge tube.

5. Injector DK7786: After installation is complete, slowly release the plunger so that
the tip of the rod will move completely back before removing the instrument from
the eye. Injector DK7791: Slowly turn the knob in the opposite direction to pull the
plunger back.

Note: If the leading haptic element is not folded over the lens or is not directed to the
left when the IOL advances, turn the injector body with the cartridge so that the haptic
element is turned to the left, or turn the tip of the cartridge to the right to change the
orientation of the haptic element.

Reprocessing instructions

First application

1. The injector is supplied in a non-sterile state. Before using it for the first time, it must
be cleaned and sterilized.

Disassembly

1. Remove the cartridge and dispose of it. Disassemble the injector before reprocess-
ing. Do not autoclave the cartridge and do not re-sterilize it by any means

2. The injector DK7786 consists of two components, the body and the plunger (Fig.
12: a. Body, b Plunger). To separate them, (1) press the plunger from the hexagonal
flange into the housing and (2)

turn the body counterclockwise (Fig. 13).

3. Injector DK7786: make sure that the shaft tip does not catch the spring when with-
drawing from the body (Fig. 14).

Ieanlng
1. Itis recommended to clean the instrument as soon as possible after use.
2. Itis recommended to use a non-ionic detergent suitable for metallic surgical instru-
ments, for example, Lancerzyme detergent.
3. Completely immerse the two components of the disassembled injector in the deter-
gent solution at a temperature not exceeding 30 °C. Vigorously wash and scrub both
components with a suitable brush for at least one minute, while applying the cleaning
solution to all surfaces. It is recommended to clean the instrument as soon as possible
after use. If blood, tissue, saline or viscoelastic have 30 minutes.
4. After manual cleaning, rinse the components in clean water at least 3 times.
5. Put both components in a disassembled form into a suitable container and run
through a wash cycle in a dishwasher. Use an automatic cycle, which should include
three key elements: preliminary washing for 2 minutes, washing with a detergent at
93 °C for 3 minutes, and drying long enough to ensure that no moisture remains on
either component.
6. Do not use acid-based substances to clean the instrument and always follow the
instructions of the detergent producer and mechanical cleaning device manufacturer.
7. If possible, use sterilization trays to secure the instrument during cleaning and
storage to avoid damage. Store the injector in a dry place.
Sterilization
The preferred method is moist heat (steam) sterilization in bags suitable for autoclav-
ing. Always follow the system manufacturer’s instructions.
Possible steam sterilization methods include:
* gravity displacement cycle suitable for wrapped items: processing for 15 minutes at
a temperature of 132 °C or for 10 minutes at a temperature of 135 °C, or
* pre-vacuum cycle for processing of wrapped items for 4 minutes at a temperature
of 132-135 °C.
See document ANSI/AAMI ST79: 2006 “Comprehensive Guide to Steam Sterilization
and Sterility Assurance in Health Care Facilities” Section 5.8.1. “Sterilization Parame-
ters for Wrapped Items or Items in Containers”
Another method of steam sterilization is also applicable:
* sterilization cycle for wrapped items at a temperature of 134 °C, with a maximum
allowable temperature of 137 °C and a minimum processing time of 3 minutes.
See document HTM 2010 “Sterilization”, Part 4, Section 5.0 “Operation of porous
load sterilizers”.
A sterilization cycle at a temperature of 126 °C with a treatment time of 26 minutes
has been approved.
Assembly
1. To reassemble the injector, carefully push the plunger into the body so that the pin
(Fig. 14:a or 17:a) is flush with the back of the body. DK7786 injector: make sure that
the tip of the pin does not catch on the body spring.
2. Tumn the plunger until the pin enters the socket (Fig. 14:b or 17:b). Continue to
rotate the plunger clockwise until the pin locks into necessary position.
General care
* Avoid letting blood, tissue, saline and viscoelastic dry on the injector.

-——————————:————————————————4————————————————————————————I————————————————————————————l-———————————————————————————-I————————————————————————————I————————————————————————————L——————————————@

* Never rinse the injector in either an ordinary or balanced saline.

Approval of the reprocessing

All cleaning and sterilization processes applied to the device require validation at
their application site. Due to differences in reprocessing parameters, Duckworth &
Kent cannot validate all possible options for this process. The user is responsible for
evaluating any method for cleaning and sterilizing the DK7786 or DK7791 injectors
that differs from the D&K recommended method.

Limitations on reprocessing

Reprocessing has a minimal impact on the instruments. End of service life is usually
determined by the level of wear and damage sustained in use.

ACD constant  |5.4 mm (ultrasound)
(anterior
chamber depth)
at capsular bag
level
Image quality  [According to ISO 11979-2
MTF (Modulation Transfer Function) at 50 mm-1 in the
ACE eye model
> 0.54 MTF for 5 mm aperture
Loop tensile >0.25 N (room temperature and 6 mm/min)
strength
Diameter of >4.25 mm, nominal
the transparent
optical part
Haptic el
Material: An optically transparent foldable hydrophobic acrylic
material with a covalently bonded UV absorber
Type One-piece intraocular lens
Configuration TRI-FIX design, modified C, integral with the optical part.
Haptic part design, modified C, integral with the optical part.
thickness Haptic part thickness

Table 6: Lens parameters according to ISO 11979-3 Items 4.4-4.10
(on compression, 10 mm)

5.0D - 34D
0.35mN -0.41 mN

4.4 Compression Strength
[20 - 90 mg]

4.5 Axis displacement in a compressed state
[0.1 mm - 0.5 mm]

4.6 Optical decentration

0.190 - 0.255 mm

1)
- (]
—]

6.5 Materials from which the medical device or its main parts are made
Table 3: Materials

Device name Material

TECNIS® 1-piece
ZCBOO intraocular
acrylic lens, complete
with container

Lens (composition %)

Ethyl acrylate (ethyl propionate CAS No. 140-88-5,
57.11%, manufactured by Manuel Del Valle Inc.,

Spain; Ethyl methacrylate (ethyl-2 methyl-2

propionate CAS No. 97-63-2, 27.71%, manufactured

by Manuel Del Valle Inc., Spain;
Trifluoro-ethyl-methacrylate (2,2,2-trifluoro-ethyl-2-
propionate CAS No. 352-87-4, 9.82%, manufactured

by Manuel Del Valle Inc., Spain;

Ethylene glycol dimethylacrylate (2- (2-methylacrylatoxy)
ethyl-2-methyl acrylate) CAS No. 97-90-5, 3.75%,
manufactured by Manuel Del Valle Inc., Spain;
Ghromephere+ens-Coating<{Chromephore U)

2- (4-benzoyl-4-hydroxyphenoxy) ethyl acrylate(CAS
No. 16432-81-8) Cyasorb UV-416, manufactured by
Cytec Solvay Group Co., Germany - 1.5%;
Additional lens coating (thermal initiator) -
2,5-dimethyl-2,5-di- (2-ethylhexanoy! peroxy) hexane
Luperox 256, 0.11%, manufactured byArkema S.A.,
France.

Round daisy wheel
packaging for storing
lenses

The basis of the round daisy wheel packaging
is Makrolon Polycarbonate 2558-550115,
manufactured by Covestro AG, Germany

Lens Pouch - Flint Hills P4C5Z-027 Polypropylene,
manufactured by Flint Hills Resources, USA

Label - Select paper 21940 - White Thermal Film,
manufactured by ITW Thermal Films, USA
Adhesive - Loctite UV Adhesive 3211 Acrylurethane,
manufactured by Loctite Corp., Germany
Lettering - DuPont Cyril DSP Lettering Ink,
manufactured by DuPont, USA

Terminal Sterilization
Bags

Packaging transparent glossy pouches. Polyethylene
terephthalate PET CAS No. 25038-59-9
Adhesive - Loctite UV Adhesive 3211 Acrylurethane,
manufactured by Loctite Corp., Germany
Lettering - DuPont Cyril DSP Lettering Ink,
manufactured by DuPont, USA

1VIPR30 cartridge Cartridge: Polypropylene CAS No. 9003-07-0, Basell
Pro-Fax PD702, manufacturedby Techno Plastics

Industries, Inc, USA

Tray for 1VIPR30
cartridge

Blister Tray - Glycol-Modified Polyethylene
Terephthalate (PETG) 6763 Products Bemis
Healthcare Packaging Inc,USA

Packaging for final
sterilization of
accessories

Packaging - Blister Tray - Glycol-Modified
Polyethylene Terephthalate 6763 Products Bemis
Healthcare Packaging Inc,USA

Lid: - Tyvek white 10598 production of DuPont, USA
Lettering - 5555 Wax / Gum Tape, Zebra, USA

Material Safety Data Sheets are presented in Appendix No. 4.

7. Information about the marking
Table 4: Primary symbols used in labeling:

[(4+2 0) < 0.493 mim] 0023-002
4.7 Optical slope 0240
[i+50) <5 0,22-0,34
4.8 Contact angle 40°
[20- 60°]
4.9 Reduction in compression force after 24h
20 - 90 mg] 0.34 mN -0.40 mN
4.10 Duration of dynamic load [no damage after 250,000 ass
cycles] P
Table 7: 1VIPR30 cartridge specifications
P: Value
- | Dimensions, inches. | 1 Bx028Ix07 L o
(mm) (33.53x6.38 x 17.78)
Weight, g 0.76
Coating Biocoat

The tolerance is + 5%, unless indicated otherwise.

10. Transportation and storage conditions

May be transported by any mode of transport.

Lenses are supplied sterile and pre-packaged in a two-layer aseptic transport
pouch. The two-layer aseptic transport pouch is sterilized with ethylene oxide and
should only be opened under sterile conditions. The package and instructions for
use are enclosed in the outer packaging. The outer surfaces of the outer pouch
are non-sterile.

The recommended storage temperature is 25 °C (77 °F). Protect from sunlight
during storage and transportation.

Table 8: Environment conditions during transportation and storage

Conditions Values
Temperature, °C of the lens 5-45
Temperature, °C of the cartridge [Biocoat 5-30
Humidity, % 95
Pressure, hPa 500 - 1060

11. Service life, shelf life

The expiration date on the lens package corresponds to the expiration date of
sterility. Implantation of the lens after the end of the sterility expiration date is
prohibited.

Lens sterility term — 4 years.

Daisy wheel container sterility term — 4 years.

Cartridge sterility term — 1 year [biocoat].

12. Safety requirements and precautions

Warnings:

Doctors considering the possibility of implanting an IOL in any of the following
cases should consider the potential risk to benefit ratio:

1. Patients with recurrent severe inflammation of the anterior or posterior segment
or uveitis;

2. Patients in whom an intraocular lens may affect the ability to observe, diagnose
or treat diseases of the posterior segment;

3. Surgical difficulties during cataract extraction that may increase the likelihood
of complications (for example, continuous bleeding, significant damage to the
iris, u)ncontrollable positive pressure or significant prolapse or loss of the vitreous
body);

4. Damage of the eye as a result of a previous injury or congenital anomaly, mak-
ing correct retention of the intraocular lens impossible;

5. Circumstances that will lead to endothelial damage during implantation;

6. Suspected microbial infection;

7. Patients with an deficient posterior capsule and zonules, which makes retention
of the IOL impossible;

8. 10Ls are intended for adult patients (18 years and older);

9710LS are sifmgle-TSe Medital devicES afd areshipped witminstuctiohs for use —

and handling to reduce the impact of conditions that could adversely affect the
product, patient or user. Reuse, sterilization, or processing of disposable med-
ical devices may result in mechanical damage to the medical device, improper
functioning of the medical device, or patient’s illness or injury due to infection,
inflammation and / or disease caused by contamination of the device, transfer of
infection and insufficient sterility of the device.

The TECNIS® 1-piece intraocular acrylic lens is placed entirely in the capsular bag;
it should not be placed in the ciliary sulcus.

Precautionary measures:

1. Do not re-sterilize the intraocular intraocular acrylic lens. Most sterilizers are not
equipped for sterilizing soft acrylic material without adverse side effects.

2. Do not soak or rinse IOL in any solution other than sterile balanced saline or
regular saline.

3. Keep the intraocular lens out of direct sunlight. The ambient temperature at the
storage location should not exceed 45 °C. Do not autoclave the intraocular lens.
4. Do not reuse the IOL.

5. The period during which the intraocular lens can remain folded before it has
to be discarded is stipulated in the instructions for use of the insertion system or
instrument. Improper use of the lens implanting system may result in damage to
the haptic elements of the TECNIS® 1-piece intraocular acrylic lens. See separate
instructions for use of the appropriate lens implanting instrument or system.

13. Environmental protection

13.1 Envi protecti q

of the medical device

The medical device has no impact on the environment.
13.2 Disposal and utilization

After explantation, the lens is destroyed in accordance with applicable local regu-
lations for potentially infectious wastes (class B).

Unused lenses and packaging are recycled in accordance with local regulations
as epidemiologically non-hazardous wastes, similar in composition to class “A”
solid waste.

14. Methodology and means of disinfection and pre-sterilization cleaning
Not applicable: the product is supplied sterile. The medical device is intended for
single use only. Disinfection and re-sterilization are not allowed.

15. Sterilization methods and conditions, sterility preservation time

Method: sterilization by EO (ethylene oxide).

The sterilization procedure corresponds to the minimum sterility assurance level
SAL 10-6. Sterilization meets the standards: ISO 10993-7 “Assessment of the bi-
ological effects of medical devices. Part 7. Residual ethylene oxide content after
sterilization”, 1ISO 11979-8 “Ophthalmic implants. Intraocular lenses. Part 8. Basic

d with the

[Marking HESChAY requirements”.
» X Lens sterility term — 4 years.
Sterilized by ethylene oxide Daisy wheel container sterility term — 4 years.
Cartridge sterility term — 1 year [blocoat]
16. List of national and internati latory d ts / standards to
which this medical device complies
L - — JDomotrelse. — — - — o — - = ] 4 —
[ame Description
I [EN556-1/AC Sterilization Of Medical Devices. Requirements for med-
1 ical devices of the “sterile” category. Part 1. Sterilization
Use before (YYYY/MM/DD: year/month/day) requirements for packaged medical devices
I |EN 1041 Information prepared by the manufacturer accompanying
| medical devices
See instructions for use EN 62366 Medical devices. Medical devices - Application of usability
1 engineering to medical devices
| ENISO 10993-1/ | Biological evaluation of medical devices. Part 1. Assess-
AC ment and testing as part of a risk management process
STER Do not re-sterilize | |ENISO 10993-3 Biological evaluation of medical devices. Part 3. Genotox-
| icity, carcinogenicity and reproductive toxicity tests
ENISO 10993-5  |Biological evaluation of medical devices. In vitro
1 cytotoxicity tests
Manufacturer | ENISO 10993-6 | Medical devices Biological evaluation of medical devices.
Part 6. Evaluation of local effect after implantation
I |ENISO 10993-7/  |Biological evaluation of medical devices. Part 7. Ethylene
EC |REP Authorized Representative in the European Union | AC oxide sterilization
1SO 10993-10 Biological evaluation of medical devices. Part 10. Skin
- 1 irritation and allergy tests
Upper temperature limit EN1SO 10993-11 | Medical devices Biological evaluation of medical devices.
| Part 11. General toxicity studies
| |ENISO 11135-1 Sterilization Of Medical Devices. Ethylene oxide. Part 1.
Temperature range Requirements for the development, validation and routine
! control of a sterilization process of medical devices
1SO 11135-2 Sterilization of Medical Products. Ethylene oxide. Part 2.
| v ‘
Do not use if packaging is damaged. ISO 11135-1 applicationguide
I [ISO11138-1 Sterilization of Medical Products. Biological indicators.
1 Part 1: General requirements
/\\y/ ‘ ENISO 11138-2 Sterilization of Medical Products. Biological indicators.
/ |\\ Protect from sunlight 1 Part 2: Biological indicators for ethylene oxide sterilization
a | processes
EN ISO 11607-1 Packaging of medical devices sterilized at the final stage
) I of production. Part 1. Requirements for materials, steril-
Date of production (YYYY/MM/DD: year/month/day) . ization barrier systems and packaging systems
ENISO 11607-2 | Packaging of medical products subject to final
1 sterilization. Part 2. Validation requirements for the
RE F Catalog Number | organization, sealing and assembly processes
EN ISO 11737-1/AC| Sterilization Of Medical Devices. Microbiological methods.
1 Part 1: Assessment of the population of microorganisms
Batch code on products
| [ENISO 117372 |Steriization Of Medical Devices. Microbiological methods.
| Part 2: Tests of sterility performed during validation of
- - - — f— . — - - - - - - sterilizationprocessm — — = = = = = —
[This symbol ndicates that The device is fully compliant | —t
€ -€ with the requirements of the Council Directive 93/42/ I [150 11979-1 sggatgillgl; implants. Intraocular lenses. Part 1.
EEC
0344 I Iisoriors2 Ophthalmic implants. Intraocular lenses. Part 2. Optical
I properties and test methods
Marking Description | IS0 119793 Ophthalmic implants. Intraocular lenses. Part 3.
For sale to doctors only Mechamcal _properhes and test methods i
Diopter Diopter: I |ISO 11979-4/ Ophthalmic implants. Intraocular lenses. Part 4. Labeling
o - - v - Amd1 and information
Suggested “A” constant: Correction factor (“A™-constant): | —
—— - 1SO 11979-5 Ophthalmic implants. Intraocular lenses. Part 5.
Optical biometry Optical biometry | Biocompatibili
Ultrasound biometry Ultrasound 150 119796 Ophthalmic implants. Intraocular lenses. Part 6. Shelf life
Overall diameter (@T) Overall diameter (@T) ! and stability during transportation
Optical diameter (@B) Optical diameter (@B) 1 [1so 119797 Ophthalmic implants. Intraocular lenses. Part 7 Clinical
Use by (YYYY-MM-DD) Shelf Life (YYYY-MM-DD): | Trials
Serial number (SN): Serial number (SN): ENISO 11979-8/ | Ophthalmic implants. Intraocular lenses. Part 8. Basic
Manufactured on (YYYY-MM-DD) Date of manufacture (YYYY-MM-DD): 1 |ISO 11979-8 Amd 1 | requirements i
The final packaging for the Russian market is accompanied by an additional sticker | |EN1SO 13485/AC | Medical devices. QA systems. Regulatory requirements
Products are delivered in packaging, on which the following information is presented: ENISO 14155 Clinical studies of medical devices for human subjects
« name of the medical device in Russian 1 Good clinical practice
* manufacturer name | 1SO 14644-1 Clean rooms and associated controlled environment.
+ country of origin; o o Part 1. Classification of air cleanliness
+ date and numbfer of registration certificate; | [ISO 14644-2 Clean rooms and associated controlled environment.
+ warning and in formauqn symbols and inscriptions. Part 2. Test and monitoring specifications for verifying
?E%ﬁl(sa&ngléré: En(;gt(l)gqmraocularAcrylic Lenses come in special cases packaged : confinued compliance with IS0 14644-1
in double-layer pouches made of Tyvek / Mylar. After sterilization with ethylene oxide, | |!SO 14644-3 glenag r_t|>_on25 ar:r(]i ajssomated controlled environment.
the package, together with the insiructions for use, patient identification card, addi- | art J. estmetnods _
tional identification labels and a mail card for business correspondence, is packaged 1SO 14644-4 Clean rooms and associated controlled environment.
in an external folding box with a label on it. Marking and | Part 4. Design, construction and clearing for operation
instructions for use fully meet the requirements of current versions of the standards ISO 14644-5 Clean rooms and associated controlled environment. Part
1S0 119794, EN 1041 and ISO 15223-1. | 5. Operations
Characteristics of the IOL sterile package: | [ISO 14644-6 Clean rooms and associated controlled environment.
Tensile strength 77.4 Niem | Part 6. Vocabulary i
Thickness tolerance +15 um ISO 14644-7 Clean rooms and associated controlled environment.
Tearing strength 35N 1 Part 7. Separating devices (curtains, glove boxes,
Burst h 2;55 P extractors and mini-environment)
urs| S"?”S‘ - - a I [EN1SO 14971 Medical devices. Application of risk management to
Characteristics of the cartridge sterile package: | medical devices
Tensile strength 66.5 N/cm 1SO 15223-1 Medical devices Symbols to be used on medical device
Thickness tolerance +15.7 ym 1 :‘gtailise?g nlnsformanon to be supplied. Part 1. General
Tearing strength 28N
Burslt gtrengtr? 1 055 kPa ! ISTA-2A Packaged products 150 pounds (68 kg) or less
9. Primary parameters and characteristics of the medical device _ ! ﬂEEE)EV_ZJi _ ﬁmiceadl-g\ézliggu_on: imdiwe_for Eamiactiers_and_ _
Parameter Value_ _ T [MEDDEV 21271 [Vedical Devices Vigilance System
Material of the | An optically transparent, soft, foldable hydrophobic acrylic | [MEDDEV 2.122 | Post-marketing clinical studies. Guidance for manufac-
optical part material with a covalently bonded UV absorber. Full transmis- | turers and notified bodies
sion of blue light wavelength for optimal scotopic perception. 17. A y and i of the medical device
Optical power | from +5.0 to +34.0 diopters in increments of 0.5 diopters* I Not apphcable for this product.
“Permitted tolerance | 18. Maintenance and repair of the medical device
0<D <15: + 0.3 diopters Not applicable. The device is not subject to maintenance / repair.
15 <D <25: + 0.4 diopters | 19. Information about removal from the body
25<D <30: + 0.5 diopters I0Ls can be explanted for several reasons, including:
30<D : + 1.0 diopter I +IOL dislocation (pseudo-exfoliation, weak zonules, injury, etc.)
The thickness of |0.722 mm (+20.0 D) 1 Less than perfect refractive result after surgery (the patient still depends on
the center of the glasses)
optical part | *Patientis not satisfied with the visual improvement
Optical edge Square rear edge PROTEC 360 * Problems with the IOL. )
design | If IOL explantation is required, it is better to perform it before the YAG laser capsu-
Refaolve ndex [1.47at 35 C | oo 0 vt e 101 The urgecn makes 5 pminy maionand o v
Light transmis- g e Surg primary | jects
sion: Notes to the diagram | coelastic into the eye. The IOL is separated from the anterior capsule and is either
. 0 . . cut up prior to removal, or the incision is expanded and the whole IOL is removed.
curves ofthe  |Curve 1: The spectral transmittance curve of a typical 5 IOL | Depending on the absence or presence of the vitreous body in the anterior cham-
;Jltrawo_lt?t " %)é)tarr_(tg%h:‘nnest) transmission cut-off in the UV range at | ber, the surgeon may need to perform a vitrectomy. The explanted IOL may be
ransmittance a b Tis 375.4 nm { i ;
a coefficient of T | Curve 2: The spectraltransitance curve of a typical 534 | ;%alsg:g:zt;nother I0L, followed by closure of the incision with or without sutures.
Zf1+0€:/o()fgil;)l;not<|;rss L?';gg:gﬁ; (:;28 g‘f;951) transmission cut-off in the UV range | Johnson & Johnson Surgical Vision, Inc. guarantees the quality of the medical
e ) X y . " device on the condition of compliance with the transportation, storage and use
(minimum thick- | Curve 3: The spectral transmittance curve (T)* corresponds ; ; : e it 1
ness) and IOLs | to a phakic eye of a 53-year old person* | :'i?gmremems for the device for the entire term of the device’s sterility life and shelf
of +34.0 diopters | Note: The wavelength transmission cut-off and the spectral : " it i : g ~
(maximum transmission curve of the IOL represents the transmission | ;2: ‘?vli{ﬁrﬁ:gerﬁgrihe” life and sterilty lfe of the device are indicated on the pack
thickness) (375.4|band of the IOL (5-34 diopters) made of this material. I USEBY.
nm - 380.4 nm) | *Boettner, E.A., and Wolter J.R. Transmission of the Ocular 21. Claims
are shown in Media. Investigative Ophthalmology. 1962; 1:776-783. I Claim address
figure: _ | Johnson & Johnson LLC
Lens weight 0.02g 17 Krylatskaya St., Building 2,
Optical diameter {6 mm I Moscow, 121614
Overall diameter |13 mm | Phone. +7 (495) 580-77-77
Correction 118.8 mm (ultrasound) Fax +7 (495) 580-78-78
coefficient 119.3 (Optical biometry) 1
(A-constant) |
I
|
1
1

3aka3s N

Lramn Ne

Tun 6ymaru:

HasBaHnve 3akasa: | MHcmpykyus
HasBaHwue nanku:

HasBaHue cpaiina: | Outsert.ai

,ElmsaﬁHep-Bepcmnbu.l,mx;' Bupxakoe KoHcmaHmuH

Bua nevatu: | M LiBeT no npepocraBneHHomy chaiiny
[J UgeTt no o6pasuy 3akasuuka
™ Odcer [ Usetonpo6a

[ Ugset no naHToHHOMy Beepy
Solid to process

Ve [][]
V] Il macenTa ; ;

V] veuow
] Il srack
(1 Jean

[ ][ ]ean
[ ][ ]ean

1] veacaper
[ 1] naxcnnowron
][] naxBbisopouHbI

A

BHumarue! Mognuc knueHTa nog AaHHbIM OpUTVHAm-MaKETOM FOBOPUT O TOM, YTO KIMEHT COTMIaceH C 0BLLMM BUTOM,
TEKCTOM, pa3MepoM, OpueHTaLven. 0Cre YTBEPXAEHUS KIMEHTOM OpUrMHar-MakeTa Tunorpacus He HeceT
OTBECTBEHHOCTM 3a rpaMMaTUYECKie 1 APYTUE OLLMGKY, KOTOPLIE MOTYT MPUCYTCTBOBAT B OTMIEYATAHHOM TUPAXE.

[aHHas pacnevatka He sBnseTcs LlBGTOI'IpOﬁOl?I.

CornacoBaHo ¥ yTBepXKAEHO: Moanuck Oata
Menemxep: Hamanusi Ezoposa 29-02-2024
SILVER | 3akasuuk:
ZZSEZE Mpumeyanus: [] | Cn [(ny Om
=555 %
[ whre Panbyoeka do pasmepa 70*100 mm
: PAN
: PAN
[ ]ean

70

70

nMgo

JIun3a uHTpaokynspHas akpunosas TECNIS® 1-piece ZCB00
B KOMNIEKTe C KOHTENHEPOM, C MPUHAANeXHOCTAMM, B
cocraBe:

1. [Iun3a uHTpaokynsipHas akpunosast TECNIS® 1-piece ZCBOO B
KOMMEKTE C KOHTENHEPOM;

2. VIHCTPYKLyS N0 MPUMEHEHNIO;

3. [lononHeHue K MHCTPYKLWM MO NPUMEHEHMIO;

4. KnesilLasica Mapk1poBOYHas aThKeTKa.

Homep 1 gata PY: Ne ®C3 2011/09648 ot 06 okTsibpsi 2023 roga.

(18 net wu crapie), y KOTOpbIX MOPaXEHHBI KaTapakToil
Mpoussogntens: «hkoHcoH & [hkoHcoH Cepmkukan
]
92618, USA.
yn. Kpbinatckas, 4. 17, kopn. 2
AMO Puerto Rico Manufacturing, Inc., Road 402 N, Industrial Park
[lata naroToBneHns 1 cpok

TOAHOCTY - CM. Ha ynaKoBke

HasHaueHue: JlMH3a uHTpaokynsipHas akpunosas TECNIS®
1-piece nokasaHa Ans koppeKLum acakum y B3pOCTbIX NaLMeHTOB
XpyCTanuK yaaneH nocpeacTBOM aKCTpaKancynsapHoii akCTpakLmm
kaTapakTbl. OTO 13[eN e NOMeLLAeTCs B KanCyNsipHbIil MELLOK.

BuxH, WHk.», CLUA, , Johnson & Johnson Surgical Vi-

sion, Inc 31 Technology Drive, Suite 200, Irvine, CA
YnonHomoueHHbI! npeacTaBuTenb npoussoanTens B PO:
000 «[xoHcoH & [hxoHcoH», Poccus, 121614, r. Mocksa,
Mecto npousBoactBa: Cm. Ha ynakoske. 1. AMO Groningen
B.V., Van Swietenlaan 5, 9728 NX Groningen, The Netherlands. 2.
Anasco, 00610, Puerto Rico.
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BblBEAIEHHas.
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Ivn3a MHTpaoKynsapHas akpunosas
TECNIS® 1-piece ZCB00 B komnnekTe
C KOHTE/iHEPOM, C MPUHAANEXHOCTAMN

Tonbko Rx

OnucaHue ycTpoiicTa

Nnkza uHTpaokynsipHas akpunoBas TECNIS® 1-piece ZCBOO npepctaenset
coboit MMNNaHTUpyemylo B 3aAHIO0 Kamepy WHTPaokynspHyt muu3y (MOJT),
MOrMoLaloLLylo  YNbTpaduoneToBoe  U3MydeHne M KOMMEHCUpYHOLLYio
pOroBUYHYlo  ccpepueckylo abeppaumio rrasa. AkkoMopauusi rmasa  npu
aToM He BoccTaHaBnuBaeTcs. MOJ1 npepHasHaueHa [Ans pasmelyeHns B
kancyne xpyctarnuka, Te BbIMOMHSET OMTUMYECKYl0 (DYHKLMIO ecTeCTBEHHOrO
Xpycranuka rnasa. OnTudeckass 4acTb NMH3bI WHTPAOKYMAPHOM aKpUMoBoi
O[JHOKOMMOHEHTHOIN “[koHCOH & [DkoHcoH Cepmkukan BukH, WHK.” umeet
3anaTeHTOBaHHyl0 KOMMaHuWel acepuyeckylo MoBEpXHOCTb, pa3paboTaHHyio
C UCMOMb30BaHNEM TEXHOMOTMM BOMHOBOTO (DPOHTA, KBaPATHBbIA 3aAHMil kpai,
KOTOpOIt MpeAHasHayeH Ans obecneveHnsi no Beeil OkpykHOCTV Gapbepa Anst
KrieTok anuTenusi. Kpai onTuky MaTvpoBaH ANs CHIKEHMsi BO3MOXHOro adhcpeTa
kpaeBbIx 611KkoB. KayecTBo u3oGpaxeHus npu ucrons3osaxun ontikv TECNIS®
MPOMMIIOCTPUPOBAHO Ha pyc. 1

(Figure 1).

[Noka3aHus k npUMeHeHuI0

TNnkza uHTpaokynsipHas akpuroasi TECNIS® 1-piece ZCBOO mokasaHa Ans
KOppeKLM athaku y B3pOCTbIX NAaLMEHTOB, Y KOTOPbIX NOPaXeHHbIil kaTapakTom
XpycTarnuK yfaneH nocpeAcTBOM 3KCTpakamcymsipHOM JKCTPaKUMW kaTapakTbl.
370 13nenie NoMeLLaeTes B KanCyNApHbIil MELLOK.

Mepb! npeAoCTOPOXHOCTH

He crepunuayitte  MOJl  noBTOpHO. BOMBLIMHCTBO ~ CTEPUNM3ATOPOB  He
MpUCMOCOBNEHO ANt CTEpUNM3aLM  MSITKOTO  akpurioBoro Matepuana 6e3
HexenaTenbHbIX NOGOYHbIX AheKToB.

He cmauusaiite n He npononackusaiite WO/ HM B Kakom pacTBOpe, kpome
CTEpUNbHOTO c6anaHCMpoBaHHOTO COMEBOTO UK OGLIYHOTO (DU3MONOTUYECKOrD
pacTBopa.

He ponyckaiite nonapanus Ha MOJT npsaMbix conHeuHbix nyyeit. Temnepatypa
BO3/lyXa B MeCTe XpaHeHUs He AomkHa npesbiwatb 45°C. He obpabartbiBaiite
/OJ1 B aBTOKNaBE.

He vcnonb3oeatsb VOJT noBTOpHO.

Cpok, B TeueHne kotoporo MOJT MoxeT ocTaBaTbCsi B CTIOKEHHOM COCTOSHUN
[10 TOro, Kak ee MpUAETCS YTUNM3NPOBaTb, YKa3aH B OTAENbHbIX MHCTPYKLMSIX MO
MCTIONb30BaHMIO MHCTPYMEHTa Nk cUcTeMbl st BBEAEHUS. [py HerpaBunbHOM
CTIONb30BAHMM  CUCTEMbI AN BBEAEHUS T[anTudeckue SMeMeHTbl NUH3bI
MHTpaokynsipHoit akpunooit TECNIS® 1-piece MoXHO noBpeauTs.
Mpeaynpexaenus

Bpaun, paccmatpuBaiole BO3MOXHOCTb umnnaHTaumn WO B miobom 13

puCKa W MOMb3bl:
1. TlauveHTbl C PeLMANBMPYIOLMM TSKEMbIM BOCTAneHneM nepeaHero uim
3aJHETO CErMeHTa UM YBEUTOM;

and Refractive Surgery. 1992; 18: 280-285.

6. Retzlaff, J.A., Sanders, D.R. and Kraff, M.C. Development of the SRK/T intraocular
lens implant power calculation formula. Journal of Cataract and Refractive Surgery.
1990; 16:333-340; ERRATA, 1990; 16:528.

Bpauu, koTopbiM TpebyeTcst AONONHUTENbHAS MHPOPMALMS O pacyeTe ONTUYECKOR
cunbl MO, moryT 06patiThest B KoMnaHmio “[KoHCOH & [koHcoH Cepaxukan BuxH,
WHK.”

Pa3zpen peructpauuu naunextos (ans CLUA)

Kaxporo navueHTa, KOTOpOMy UMNNaHTUPYETCS NWH3a MHTPaokynspHas akpunosas
TECNIS® 1-piece, Heobxoaumo k MOMeHTY umnnatTauui MOJ saperucTpuposaTs B
6a3e faHHbIX komnaxum “[koHcoH & [xoHcoH Cepmkukan Bk, VHK.”

[ins perucTpauun cnefyet 3anonHuTb PErucTPaLMOHHYK KapTouky MMnnaHTaTa,
BOXeHHY!0 B ynakosky ¢ MOJ1, n 0TnpasuTL ee no nouTe B koMnaHuio “PKOHCOH &
[ixorcoH Cepmxukan BinkH, VIHK.” PerucTpaLust naLMeHToB — BaxHas cocTaBnsioLast
JA0MrOCPOYHOIA NporpamMMbl BpayebHoro HabmnioaeH!s 3a naLveHTamm, nomoraioLas
KOMNaHWM OnepaTUBHO pearvpoBaTb Ha COOBLLEHNs 0 HeBnaroNPUATHBIX peakLusX y
NaLyYeHTOB W/ NOTEHLMANbHO ONacHbIX ANst 3PEHNS OCTIOKHEHHSX.

B ynakosky ¢ IO/ BnoxeHa naeHTUdUKaLMOHHAS KapTa MnnaHTara.

CnepyeT nepesaTb 3Ty KApTy NaLMEHTY ¥ IPOMHCTPYKTUPOBATb €r0 0 He0BXoANMOCTI
XpaHUTb ee Kak MOCTOsIHHOE CBUAETENbCTBO UMNMAHTaTa W NPEAbSBNATD KaKAOMY
odpTanbMonory, y KoToporo nauyeHT GyaeT HabnioaaTbes B AanbHeMILeM.

OtyeTbl

0OBo Bcex HeGnaronpusaTHbIX COBLITUAX HE3ABMCUMO OT WX TSKECTW M OT TOro,
CBS3aHbI MW OHM C MCMONb30BaHWEM WMNMaHTaTa, cneayeT coobljatb koMnaHum
“[koHcoH & [hxoHcoH Cepmxukan BuxH, VHK.” no Ten. 1-877-266-4543 (tonbko
B CLWA) wnn yepes MecTHoro npeacTaButens. B cnyuyasx, yrpoxaiolmux
KU3HW NauMeHTa, M Npu CepbesHbiX HeBnaronpusaTHbIX peakumsx Heobxoaumo
HesaMeq/MTenbHo (He noaaHee, Yem uepes 48 4acoB nocrie OGHapyxeHys
0rMacHoCTI) YBEAOMUTL KOMMaHWO MO TenedoHy 1 0TNpaBuTb No hakcy TMNOBO
JOKYMEHT C U3MOXeHMeM 06CTOATENbCTB HeBNaronpuaTHOro SBNEHNS.

®dopma nocTaBku

JuH3a uHTpaokynsipHas akpunosast TECNIS® 1-piece noctasnsieTcsi B CTEpUNbHOM
BAAE B [BYXCMOHOM acenTu4YeckoM TPaHCMOPTHOM NaKkeTe W YnakoBke.
[IByXCrOIAHbI acenTU4eCKuil TPAHCMOPTHBIN NaKeT CTEPUN30BAH ATUMEHOKCHAOM,
1 €ro MOXHO OTKPbIBaTb TOMbKO B CTEPUNbHON Cpefe. YNakoBouHas U ToBapHas
JTMKETKW BMOXEHbl B YNaKoBKy. HapyxHble MOBEPXHOCTU BHELUHEro naketa
HeCTepunbHbI.

Cpok roaHocTH

CpoK roHoCTH, ykasaHHbI Ha ynakoke ¢ MOJ1, — 310 Cpok, B TeYeHre KOTOporo
rapaHTUpoBaHa CTEPUNbHOCTb. [10Cne ero UCTeYeHUs UMNNaHTUPOBaTL M3nenve
Henb3s.

Mopspok Bo3BpaTa/3ameHbl

Mo Bonpocam Bosgpata unu obmeHa WOJ1 obpawaiitecb B nokanbHoe
npepcraButenscTBo komnaH OO0 “IKOHCOH & [KOHCOH".

WHdhopmauus ans naumenta

Kaxporo naupexta nepes NPUHATAEM pelLieHis Of 06 UMnNaHTaLyn MOJ‘I Heoﬁxonwmo
~ npoMHGPOPMUPOBATL O €€ CBOVICTEAX.

TECNIS, SENSAR, TRI-FIX 1 PROTEC sBnsiioTcsi TOBapHbIMI 3HakaMi KOMNaHm
”JJ,>KOHCOH & IZl)KOHCOH Cepmxukan BuxH, HK.”

2. Maumentsl, y koTopbix MOJT MOXeT MOBMMATL HA BO3MOXHOCTb OCMOTpa, CumBon/3navetme:

[MarHoCTUKM Nk NeYeHms 3a6onesaHuil 3aHEro CermenTa; CUMBON PYCCKUKN

3. Xupyprudeckue CMOXHOCTA MpU yHaneHuu KatapakTbl, KOTOpblE MOTYT [renieleg]

MOBLICUTb ~ BEPOSITHOCTb  OCTIOKHEHUA  (Hampumep,  Herp 5 recfes] | CTEPVIAS0BAHO STUMEHOKCUAIOM
KpoBOTEYEHMe, 3HauuTenbHoe noBpexaeHve pa[.'Ly)KHOI?I obonouku, HE I'IOIJ,J'IE)KVIT NOBTOPHOMY UCMONb30OBAHUIO

HEKOHTPONMPYEMOE  MOBLILLEHHOE [aBrieHue, 3HAaUMTENbHbI npomanc unu
1oTeps! CTEKIMOBIWAHOTO Tena);
4. Matornorust rmasa B pe3ynbTaTe NEpPEHECEHHON paHee TpaBMbl WM MOPOK
Pa3BUTISI, MY KOTOPOM MpaBunbHOE yaepxkarue NOJT HeBO3MOXHO;
5. O6cToaTensCTBa, KOTopble MpUBEYT K MOBPEXAEHMIO 3HA0TENNS BO BpeMs
MMnAaHTaLuu;
6. Moao3peHus Ha MUKPOGHYIO MHEEKLMIO;
7. NaumeHTbl ¢ HECOCTOSTENBHON 3aAHei Kancynoit U LMHHOBOW CBA3KOW, YTO
nenaet yepxahiue VO HeBOSMOXHbIM;
8. MOJ1 npeaHa3HaueHb! Ans B3pOCnbIX NaLyeHToB (18 neT u cTapuue);
9. MON “[xoHcoH & koHcoH Cepmkukan BukH, VIHK.” iBSOTCS MEANULMHCKAMI
M3AENUSIMIA - OIHOKPATHOTO MPUMEHEHUS M COMPOBOXAAIOTCH MHCTPYKLMAMM
Mo UCTIONb30BaHMIO 11 OBPALLEHUIO NSl CHIDKEHWS BO3AEHCTBUS YCTIOBWIA,
KOTOpbIE MOTYT HEraTMBHO MOBMMSITL HA M3AEMKe, NaLyeHTa Ui Nomnb30BaTens.
loBTOpHbIE MCMONb30BaHWe, CTepunusauus Ui 06paboTka OfHOPa3oBbIX
meuuuHckux  u3penuit “[koHcoH & [DkoHcoH Cepmkukan BukH, WHk.”
MOXET MPUBECTU K MeXaHUYEeCKOMY MOBPEXAEHMIO MEAMULMHCKOTO W3Aenus,
HeHaZnexalleMy (yHKUMOHVPOBAHMIO MEAMLIMHCKOTO M3Nenus, a Takke K
3aborneBaHnio UMM TpaBMe MaLMeHTa BCMEACTBUE WH(EeKUMW, BOCManeHus
(nnn) 3aboneBaHusi, 06YCMOBMEHHBIX KOHTaMUHALMe W3Aenus, nepeHocoM
MHAEKLMM W HE[OCTATOYHOM CTEPUTBHOCTbIO U3AEUs.
TnHay uHTpaokynsipHyto akpunoylo TECNIS® 1-piece Uenvkom momeluaiot B
kancynsipHbii Mewwok. He ycranasnusaitte MOJ1 B uunuapHyio 6opoaay.
HeGnaronpusTHble sBneHus
Mo cocTosHuio Ha 10 asrycta 2007 roaa NpoLeHT HebnaronpusTHbIX SBNEHMN
BO Bpems KMWHUYECKUX ucnbiTaHuii Mogen AABOO He nmpeBbIlLAET MPOLEHT
Takux cobbITUil B KOHTPONBHOM Fpynne 3a MPOLUeALMA Neproa (CeTka AaHHbIX
YnpaBneHust No KOHTponio 3a npoayktamu u mepvkamentamu CLUA o6 WON,
VIMI'IJ'IaHTMpyeMbIX B 3aHi00 Kamepy) cm. Tabnuuy 1 (Table 1).

tHas WOJT SENSAR, mogens
AABIJO).

TNuHza wHTpaokynsipHasi akpunoas TECNIS® 1-piece paspabotaHa Ha ocHose
mogeny AABOO. Mogens ZCBO0O otnuyaetcs ot Mogeny AABOO accepuyeckoit
nepeziHell ONTUYECKOI OBEPXHOCTBIO, U3TOTOBMEHHON MO TEXHOMOTMN BOTHOBOTO
¢poHTa.
KnuHndeckne pesynbrathl uccnenosanms MON mopenn AABOO BepHbl v ans
mogenu ZCBOO.
Bbina npoBeAeHa MHOrOLEHTPOBAs OHOCTOPOHHSISt OTKPbITas HECPaBHUTENbHAS
_KnitHnieckag oleHKa, onHoKomnoHetTHoW MO SENSAR wonean AABOO,
KnuHudeckoe nccneposatue Havanoch 30 Hosbps 2005 ropa. Ero uenbto bbina
oueHka GesonacHocTn n achcpekteHocT modenn MOJT AABOO y nauvenTos
npu yhanewu katapaktel W umnnadtauymu WOM. Mocne  cranaapTHoro
yAaneHns KatapakTbl METO[OM dKCTpakancynsipHoi akctpakumu Bce WO
©6bInM MMMNAHTUPOBaHBI B KarCyNApHbI MELLOK C MPUMEHEHNEM HEMpepbIBHOTO
KPMBOMMHENHOTO Kancyrnopekcuca.
PeaynbTarthl, focTurHyTble y 117 nauueHTos, HabnioaaBLKUXCS B TEYEHHE roaa,
COCTaBMNSIOT OCHOBY [aHHbIX, FOBOPSILLMX B MOMb3y mpumeHeHus WOJT Takoit
KOHCTPYKLMM ANs ONTU4ecKoi Koppekuum adpakun. B uccnepyemoii rpynne (123
naumenTa) 6bino 56,9% xeHwuH n 43,1% myxunH; 93,5% 13 Hux — benble,
4,1% — yepHble, 2,4% — asuatbl. Jlydlwme pesynbTaTbl KOPPEKUWM OCTPOTHI
[DVCTaHLMOHHOTO 3PEHUs Y MaLeHTOB, ANs KOTOPbIX Mpoleaypa okasanach
Hanbonee adpdekTneHoM, 4epes 1 rop (330-420 AHei) nocne onepauuy
npuBeseHbl B Tabnuue 2 (Table 2).
Kpowme Toro, B Tabnuue 3 (Table 3) npeacTaBneHbl AaHHbIE, CONOCTABNEHHbIE
CO 3HAYEHUSIMM U3 AaHHBIX YNPaBMEHUs MO KOHTPOMIO 33 kaYecTBOM MULLEBbIX
npoaykToB W nekapcTBeHHbIx npenapatoB CLUA (koHTponbHas rpynna 3a

npeAbIayLLMA nepuog).
Knunuueckoe uccneposanme (MOJ TECNIS®, mogens Z9000):
KoHTpormpyeMoe ~ MHOTOLEHTPOBOE  WHTPaWHAMBUAYaNbHOE  KIMHUYECKOe

vcenenosadne  MOJT 79000 (c accepudeckolt nepeaHeilt MOBEPXHOCTbIO,
BbINMOMHEHHOI MO TEXHOMoruM BOMHOBOrO (hpoHTa) u akpunosoit MOJT (co
Cchepuyeckoil OMTUKOM) Moka3ano, YTo Mpu ucronb3osaHun MOM TECNIS®
chepudeckvie abeppalyn rmasa BbIpaXeHbl 3HAYUTENMBHO MEHbLUE, YeM mpi
venonb3osaHun  akpunosoit MOJ. PesynbTaTbl MOAENMpOBaHMS BOXAEHMS
aBTOMOGUNS HOYbIO (TIPOBEPKW (DYHKLMOHAMNBHOTO 3PEHMs) MpU HECKOMbKIX
MpOTECTUPOBaHHbIX HAbopax yCroBMiA U pe3ynbTaTbl MPOBEPKI OCTPOThI 3pEHMSt
oKa3anuch CTaTUCTUYECK 3HaUMMO NyuLue npy ucronb3oBaHuy MO TECNIS®.
KrnH14eckyto 3Ha4MMOCTb YMeHbLLUEHHs chepuyeckoit abeppaLiuy rmasa AomKHO
6b1r0 MPOAEMOHCTPUPOBATL TECTUPOBAHHUE KOHTPACTHOM YyBCTBUTENBHOCTH.
OYHKUMOHANbHYI0  3HAYMMOCTb  AOMKHO  GbiMO  MPOAEMOHCTPUPOBATb
MOZIeNMpOBaHIE YMpaBreHIs aBTOMOBUNIEM HOYbIO.
Cdbepuyeckas abeppauys
CpepHsist cchepudeckas abeppavyst rmaa ¢ umnnanTvposanHon O TECNIS®
He3HauuTenbHo oTnMyanack oT Hyns. O rmasax, B koTopble Obina
umnnaxTuposaka VOJT co cchepryieckoit ONTUKOIA, 3TOTO CkasaTh HEMb3s.
CpeaHsist pasHuLia Mexay cihepuyeckoil abeppaLiueit rnas Kaxaoro 13 nauneHTos
CTaTMCTMYECK 3HaYMMO oTnMYanack ot Hyns. Ha Puc. 2 (Figure 2) oTobpaxeHbl
cpefHue rokasaTeni cepiieckolt abeppaviuy Beex rnaa, UsMepeHmst BOTHOBOTO
(bpoHTa KOTOpbIX MOAAAOTCS OLieHke. Kak BUAHO Ha pucyHKe, 3HauuTenbHoe
YMeHblUeHe cthepuyeckoit abeppauun B rnasax ¢ uMnnaxuposanHbivi ON
TECNIS® He 3aBuceno ot Bo3pacrTa.
Ha Puc. 3 (Figure 3) npeactaBneHbl M3MepeHust BOMHOBOTO (PpoHTa y 22
NaLVWEHTOB, B OTHOLLEHUM KOTOPbIX MMENUCh MOAAAIOLLMECS OLEHKE AaHHbIE Mo
oboum rnasam.
Octpota 3peHus
PeaynbTathl npoBepku MouoxynﬂpHoﬁ OCTPOTbI_3peHust (90 + 15 AHeit nocne
~onépaLin) Faxioro TaLienTa u3 6e30nacHoil rpymnbl U 13 OAMAOKECTBA
MalWeHToB, MPOLIEALNX WM3MEpeHWe BOMHOBOTO  (poHTAa W TecT ¢
MOZIENMpOBaHNEM BOX[EHUS aBTOMOGUNS HOublo, MpuBeAeHbl B Tabnuue 4
(Table 4)
KoHTpacTHast 4yBCTBUTENBHOCTL
[MaBHOW Lienbio  KIMHUYECKOTO  MCCrefoBaHus BbiNo MPOAEMOHCTPUPOBaTH
METOZIOM  CUHYCOMAANBHOTO TECTUPOBAHMS KOHTPACTHOW UYBCTBUTENbHOCTH
VHTPaUHAMBUAYaNbHYI0 PasHULY MeXaY KayecTBOM CYMEPEYHOTO 3peHus (mpu
6 ka/m2) nocne umnnawTauyuu UOJ TECNIS® (Z9000) u MON co chepuyeckoit
OMTUKON. B 3TOM KIMHUYECKOM MCCE0BaHUN KOHTPACTHasH YyBCTBUTENBHOCTb
pasnmuyanach HesHauuTerbHo. 3aduKCUpOBaHHbIE Pe3ymbTaTbl  MPOBEPKY
KOHTPAaCTHOW  YYBCTBUTENbHOCTU ~ CYMEPEYHOrO  3pEHUs  Mpu  BCeX
NPOCTPAHCTBEHHbIX YacToTax, MpoTecTMpoBaHHbIX Ans Z9000 v KOHTpONbHOM
VO, npeacTaeneHs! Ha Puc. 4 (Figure 4).
MogenupoBaHie ypaBreHns aBTOMOGUIEM HOYbIO
Moarpynna nauueHToB (29 uenosek), oToGpaHHbIX B CRy4aitHOM mMOpsiAke
BO BCEX LIGHTpaX, y4aCTBOBABIUMX B WCCMEA0BaHWM, MpoLLNa TECTUpOBaHMe
Ha WCMbITAHHOM CUMYyNSTOpe BOXAEHUs aBTOMOGWUMs Houblo. Kaablit rmas
MpOBEPSINCS  OTAEMBHO MpW  CrIeAyoLWMX  CMOfENMPOBaHHbIX — BapuaHTax
ocBeLLeHusi: 0GbI4HOE TOPOACKoe, TOPOACKkoe C Brikamu, 0GbI4HOE 3aropoHoe
11 3aropofiHoe ¢ 6nvkamn.
Cumynstop coctosn u3 kabuHbl/pambl aBTOMOGUNA C noGOBbLIM CTeKNoM,
BI|E03KPaHa, OPUEHTUPOBAHHBIX MPOXEKTOPOB, UCTOUYHUKOB OTGNECKOB, AUCTINES
1 KommbtoTepa. MepefHsist YacTb kabuHbl Gbina ocHalleHa NoGOBbIM CTEKTIOM C
3epkarnom 3afHero Buaa, HepaboTalolLieil NPUBOPHON NaHenbto, YCTaHOBMEHHbIM
Ha fBepue OOKOBbIM 3epkaroM, MEpesHUMM CUAEHBSIMU C  UTYPHBIMU
TOAFONOBHMKAMYU, PEMHAMM GesonacHocTM 1 pyneM. BHeluHee ocBelleHue
CUMYNISITOpa COOTBETCTBOBANO 0GLIYHOMY HOYHOMY OCBELLEHMIO.
[inA noespkv Mo HouHoMy ropopy Gbina cMofenupoBaHa AnNMHHas mpsiMas
TOpoAckas  ynMua C  padHoobpasHbiMM  pOHapsMM,  aBTOMOGUNAMM,
MOACBEYEHHbIMM BbIBECKAMM M 3HakaMW, CO3[aBaBLIMMM Sipkoe HapykHOe
OCBELLEHNe; CKOpoCTb cocTaBnana 56 kwm/4. [Ina  HOYHOI  3aropofHoit
noesaku Obina CMOJENMpOBaHa ANMWHHas MpsiMasi 3aropojHas Aopora c
MMHUManbHBIM Hapy)XHbIM OCBELLEHIEM; CKOpOCTb CocTaBrisina 88 km/y. Kaxaast
CMMyNMpoBaHHas noesaka npogomkanack okono 30 cekyHA.
[inA’ TecTupoBaHMs B YCTIOBUSX MpUCYTCTBUS GMMKoB Gbin CMopenupoBaH
MCTOYHUK OTOMECKOB MOCTOSHHOTO pa3Mepa, CUMYTMPYIOLLMIA HAacTOSLMI
[MCcKoMADOPTHbIN CBET (hap ABUXKYLLErocs C3aan aBToMOGUNS, oTpaxatoLLuiics B
3epkare 3afiHero BUAa v DOKOBOM 3epkare, koTopble Gbinv OTperynpoBaHb! Tak,
4to6bl CBETUTL B Ma3a nauueHTy. FpkocTb oTbneckos bbina 3afaHa Tak, 4tobbl
YMEeHbLUMTL paccTosHue obHapyxenms Ha 10%.
MauyeHToB Npocunn 06HapyX1BaTb 1 MAEHTUDULIMPOBATL OGBEKTHI, B TOM YUCTE,
MH(HOPMALMOHHbIE 3HAKW Ha Wocce C GenbIMU HaAMMCAMM Ha 3eMeHOM (oHe,
YepHo-XenTble npeaynpexaaiolune 3Haku 1 (urypbl NeLIeXofoB, CC
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«JInH3a MHTPaoKyNsApHas akpunosas
TECNIS® 1-piece ZCB00 B komnnekTe

[IATA U3rOTOBNEHUA (TTTT-MM-[/: roa-mecsu-4ucno)
Cc KOHTeVIHepOM, C NPUHAANEXHOCTAMU»
1. HasHaueHune MeAUUUHCKOro usgenusa

1.1 HaumeHoBaHNe MeANLIMHCKOTO U3aenus

Nuk3a uHTpaokynsipHas akpunosast TECNIS® 1-piece ZCB0OO B komnnekte c

KOHTEAHEPOM, C NPUHAANEKHOCTAMY.

(nanee — TECNIS® 1-piece nuH3a, nut3bl, O, HTpaoKynspHast akpunosas nuH3a,

u3nenve, ZCBOO).

1.2 HasHaueHne MeAULIMHCKOro nagenus

Nuk3a wHTpaokynsipHasi akpunosasi TECNIS® 1-piece nokasaHa ans KoppeLjui
—acakvy -B3pacnble nawyiesIoB(18_ ety crapiie).y KQTORAIX . LOPAXEHHbIN —

KaTapakToit XpycTanuk yaaneH MOoCPECTBOM 3KCTPaKancynsipHol akcTpakLmm

KaTapakTbl. JT0 M3fenue NOMeLLaeTCs B KancynsipHbIi MELLOK.

1.3 MNokasaHus

NuH3a wHTpaokynsipHasi akpunosasi TECNIS® 1-piece nokasaHa ans KoppeLjui

adpakum y B3pOCMbIX NauueHToB (18 neT u craplue), y KOTOPbIX NOPaXEHHbIM

KaTapakToit XpycTanuK yaaneH MOoCPECTBOM 3KCTPaKancynsipHol akCTpakLmmA

KaTapakTbl. T0 M3fenue NOMeLLaeTCs B KancynspHbIi MELLOK.

1.4 MpoTuBoONOKa3aHus

HeT BbIsiBNEHHbIX NPOTUBONOKA3aHMIA, CBA3aHHbIX C AaHHbIMI UOJT.

1.5 Bo3moxHble NoGOYHbIE AEUCTBUA NPU WCMONb: (]

u3penvs

Mo coctosHuio Ha 10 aBrycta 2007 roga 4actota HeGnaronpuUATHbIX SBREHMI,

OTMeYaBLUMXCS BO BPEMSt KIMHYECKUX UenbiTaHui Moaenn AABOO*, He npeBbiluaeT

TaKoBOV B UCTOPUYECKOI KOHTPONbHOIA rpynne (Tabnuua YnpasneHusi no KoHTpono

3a npopyktamu v meaukamentamu CLUA ans WOJ, umnnaHTvpyembIx B 3aHio0

kamepy) (cm. Tabnuuy 1).

Tabnuua 1

Heb6naronpusiTHble SBNEHWs), CBs3aHHble ¢ nH3amu Moaenu AABOO*

Bce ucnbityembie (N = 123)

- - - - - - - - - - - - - - = =4

I 5.Cnocob npumeHeHns |
WMHCTPYKLIA MO NCMONb30BAHNIO
1. Mepea uMnnaHTauuelt OCMOTPUTE YNAKOBKY WMHTPAOKYNMSPHON NMH3bI, YTOOLI |
NPOBEPUTL €8 TN, ONTUYECKYK CWMY, MPABUNIBHOCTb KOHAMrypauun u cpok |
TOAHOCTA.
2. BoKpoiiTe YNakoBKy W U3BNEKUTE MHTPAOKYNSAPHYIO NWH3y B CTepurbHol cpepe. |
[posepbTe onTudeckyto cuny NON |
3. TwatenbHo OCMOTPUTE UHTPAOKYNAPHYK NUH3Y, YBeanTech B TOM, YTO K Hemy
HUYEro He NPUUNNO, 1 y6eauTech B OTCYTCTBUM APYTUX AECDEKTOB Ha ONTUYECKVX |
TOBEPXHOCTSIX.
4. Tpn HeoBXOANMOCTI UHTPAOKYNIAPHYIO NIH3Y A0 MOMEHTa UMNNaHTauun moxHo |
3aMOYMTb UMW OMOMOCHYTb CTEPUNbHBIM COANaHCUPOBAHHBIM (HU3MONOTNYECKUM |
pacTBOpOM.
5. Ana seenexmns VMO TECNIS® komnanma ‘[koHcoH & [hxoHcoH Cepmkvkan |
BwkH, VHK." pekomerayeT ucnonb3oBaTb MMnnaHTaLuonHyio cuctemy UNFOLD-
ER® Platinum 1 Series ¢ kaptpumkem 1MTEC30. AnbtepHatieHol nposeperHoin |
MMNNaHTaLMOHHO! CUCTEMON, KoTopasi MoxeT ucronb3osatbest ¢ MO TECNIS?,
sensetcs cuctema ans eeedeHms ONE SERIES Ultra (Kaptpumk 1VIPR30 u |
yCTpoiicTBo Ans BBEaeHus DK7786). CnepyeT MCNonb3oBaTh TOMBKO MHCTPYMEHTbI |
AN BBEAEHWS, UCTbITAHHbIE M YTBEPXKAEHHbIE K MPUMEHEHWIO C 3TUM TUMOM
MHTPAOKYMSIPHOM NMH3bI. [ONonHUTEnNbHYI0 MHGOpMaLMio CM. B MHCTPYKuwu mo |
VCTIONb30BAHMIO MHCTPYMEHTA UMW CHCTEMbI [i71St BBEAEHMSI.
Buumanue! He wcnonbayitte WOJI, ecnn ynakoBka mnoBpexpaeHa, Tak Kak |
cTepunbHocTb VOJT MoxeT 6biTb HapyLueHa. 1
Pacyert on " UMbl MHTP
Bpay [omKkeH [0 onepauuv ONpefenuTb ONTUeckylo cuny umnnanTupyemon |
MHTPaoKynsipHoi niH3bl. Cnocobbl pacyeta onTudeckoit cunbl MOJT onucabl B |
cnepytoLei nuTeparype:
1. Hoffer, K.J. The Hoffer Q formula: a comparison of theoretic and regression formu- |
las. Journal of Cataract and Refractive Surgery. 1993; 19:700-712; ERRATA; 1994; I
20:677.
2. Holladay, J.T., Musgrove, K.H., Prager, T.C., Lewis, J.W., Chandler, T.Y., and Ruiz, |
R.S. A three-part system for refining intraocular lens power calculations. Journal of
Cataract and Refractive Surgery. 1988; 14:17-24 1
3. Holladay, J.T. Standardizing constants for ultrasonic biometry, keratometry and in-
traocular lens power calculations. Journal of Cataract and Refractive Surgery. 1997; |
23:1356-1370. |
4. Norrby NES. Unfortunate discrepancies. Letter to the editor and reply by Holladay,
J.T. Journal of Cataract and Refractive Surgery. 1998; 24:433-434. 1
5. Olsen, T, Olesen, H., Thim, K., and Corydon, L. Prediction of pseudophakic ante-
rior chamber depth with the newer IOL calculation formulas. Journal of Cataract and |
Refractive Surgery. 1992; 18: 280-285. |
6. Retzlaff, J.A., Sanders, D.R. and Kraff, M.C. Development of the SRK/T intraocular
lens implant power calculation formula. Journal of Cataract and Refractive Surgery. |
1990; 16:333-340; ERRATA, 1990; 16:528.
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Wl NNH3bI:

“ewiibl VOTI, MoryTo6paTnTbes B koMnatiio <IHKOHCOH & [KOHCOH CEpaXikan BikH,
VHK>.

6. T 0
6.1 O6Lwas choTorpacns MeAULMHCKOrO U3penms

PucyHok 2: JuH3a wHTpaokynspHasi akpunosas TECNIS® 1-piece ZCB0O B
KOMNIEKTe C KOHTENHEPOM — KOMNMEKT MoCTaBKM

onacHocTb AT, MauuerTbl AomkHbI Bbinn pearnpoBaTh npu 06HapyXeHUM 3Haka
UMW UCTOYHMKA OMACHOCTM, M CUCTEMA 3amuchiBarna paccTosHUe OBHapYXeHMs.
Bo BTOpOI1 pa3 mauueHTbl JomkHbl Gbinv pearpoBaTb Mpu WAEHTUGMKALMM

1MW B KakoM HanpaBReH1 WAET MeLLeXof; CUCTEMa PerucTpupoBana paccTosH1e
WAeHTUMKaLWMK. Bbino paccuuTaHo cpeaHee 3HaueHne ANs BCeX MaLyeHToB no
KaxkFoMy OBBEKTY ¥ B KaXoM HaGope YCroBuil BUAUMOCTU.

Ha Puc. 5 n 6 (Figure 5 u Figure 6) npenctaBneHa cpeaHss pasHuua
MEXMy PpacCTOsHUSMU OGHapyXeHUs ¥ WAEHTUMKALMK MpU TECTUPOBaHUM
nasa ¢ umnnaHTupoBaHHoi MOJ Z9000 u paccTosHMAMN OBHapyxeHus w
MAEHTUMKALMM MK TECTMPOBaHWN fnasa co ciepuyeckoir ontuyeckoit UOJ
Y KaXAoro nauyeHTa (CpefHee 3HaYeHMe MHTPauHAMBUAYambHbIX MokasaTenei
pasHuLibl).

B 21 w3 24 npotectupoBaHHbix Habopos ycnoeui rnasa ¢ WO Z9000
(DyHKLVOHMPOBANM Nyullie, YeM KOHTPOMbHble rnasa. JTo o3HavaeT, uto MON
79000 obecneunBaeT obHapyxeHe 1 MaeHTUDMKALMIO Ha padHbIX (FOPOACKUX 1
3aropofHbIX) 40pOrax 1 Npu pasHbIX YCOBUSX BUAMMOCTY (C Bnvkamu 1 6e3) Ha
6Gonee ganbHem paccTosHM, YeM koHTponbHas MOJ. B 9 u3 npoTecTpoBaHHbIX
Habopos ycnosuit rnasa ¢ MOJT Z9000 Bupenu CTaTUCTUHECKM 3HAYMMO
nyywe, Yem KOHTponbHble rnasa. HauGonee 3ameTHoe npeumyuiectso VON
79000 - yBenuyeHe paccTosH!s 0BHapyXeH!s 1 MaeHTUdUKaLMK NeLexXoaos,
co3palolLyx onacHocTb ATM, B 3aropoAHbIX YCHIOBUSX BUAMMOCTY C Grkamu v
6e3 HuX. B Takux YCrOBUsX YBENUYEHHOE PAcCTOsTHIE BUAVMOCTU NP [ABIDKEHUN
co ckopocTbio 88 kM/4 obecneunBaet, B cpeaHem, Ha 0,5 cekyHabl Gonblue
BPEMEHY Arist BOCTIPUSITUS! W peakLyi Ha MOsIBNIEHME MeLlexopa.
[lononHutenbhble 0,5 cekyHabl ANs BOCTIPUSITUSI W peakuun — CTaTUCTUAYECK
3Hauumoe Bpems, nossonsiolee usbexatb ATI, ocTaHOBUTECS WNK ocnabuTb
YyAap.

OTv pesynbTaThl AaIOT OCHOBAHWS NpeAnonaraTk, YTo npu ucnons3osaxi MO
TECNIS® 'y noxunblx BOAWTENE 3HAYMTENMbHO MOBLILLAETCH YPOBEHb
6e30MacHoCTY Kak [ist HUX CaMuX, Tak v ANns ApYrAX BOAUTENEN 1 MELEXOAoB.
Pesynbrathl  3T0r0  3KCMMyaTaLMOHHOrO/(YHKLUMOHANBHOTO  TECTUPOBaHMS
[nieMoHcTpupyioT, uto MOM TECNIS® ynyywaeT dyHKUMOHanbHOE 3peHue, 4To, B
CBOIO 04EPE/Ib, MOXET NMOBLICUTb YPOBEHb GE30MACHOCTM NaLEHTa B KU3HEHHBIX
CUTYaLWsIX, CBSI3aHHbIX C YCIOBMSIMYA NIOXOM BUBMMOCTY.

Moppo6Hoe onucanue uspenus

Ontuka MON

1. OnTudeckuidt  maTepuan: OMTUYECKM MPO3PaYHbliA,  MArKMA  rmbkui
TAPOOBHBIA aKpUNOBbIA MaTepuan ¢ KoBaneHTHOCBA3aHHbIM MOrMoTUTENeM
yrbTpachoneToBoro M3nyyeHus. MonHoe MmpomyckaHue CUHUX CBETOBbIX BOMH
Anst 0BecrieyeHIst ONTUMAnbHOI CKOTOMNYECKO YYBCTBUTENBHOCTY.

2. OnTuyeckas cuna: ot +5,0 go +34,0 anonTpwit ¢ warom 0,5 AnonTpum

3. TonwuHa onTuyeckoro LeHTpa: 0,722 mm (+20,0 D)

4. Koctpykuns ontiyeckoro kpasi: PROTEC no Bceil OKpyxHOCTY, KBaapaTHbIil
3a4Hwi Kpait

5. KoacpcmupenT npenomnenms: 1,47 npu Temneparype 35 °C

6. CBeToMnponyckaHue: KpuBble rpaHiAL| MpomyckaHis YNbTpacuoneToBoro
n3nyyenns npu koaduumerte T=10% ans OJ B +5,0 avonTpuit (MMHMManbHas
TonwwHa) v OJ B +34,0 avonTpuii (MakcmanbHas TONLMHA) NokasaHbl Ha Puc.
7 (Figure 7).

1. Martepuan: msrkuit rubkuii  ruapochoBHbIA  akpunoBbI  MaTepuan ¢
KOBAmNEHTHOCBSI3aHHbIM MOTNOTUTENEM YNbTPAatUONETOBOTO 3NYYEHUS.

2. OpHokomnoHeHTHas VION

3. KoHdurypaums: amsaith dukcaumn TRI-FIX, mogudmkaums S, coctaBnset
€/IIHOE Lienoe C OMTUKOM

4. TonwuHa rantuyeckoit yacti: 0,46 mm

WHCTpYKUMs no Mcnonb3oBaHuio

1. MNepen umnnanTaumeit ocmotpute ynakosky VOJT, 4tobl npoepuTb ero un,
OMTUYECKYIO UMY, MPABUALHOCTb KOHGUTYPALIMN 1 CPOK FOAHOCTU.

2. Bckponte ynakosky 1 usnekute WO B crepunbHoit cpepe. Mposepbte
onTudeckyio cuny NOJ.

3. TwarenbHo ocMotpute UOJT ybeauTecs B TOM, YTO K Helt HUHETO He MPUAKNIO,
1 ybeauTech B OTCYTCTBUN APYriAX AEEKTOB Ha OMTUYECKUX MOBEPXHOCTSX.

4. Mpu Heobxoaumoctn NOJT o MOMEHTa MMNNAHTALMA MOXHO CMOYUTL UMK
OMOIOCHYTb CTEPUITbHBIM CHanaHCMpOBaHHBIM CONEBbIM PACTBOPOM.

5. Ons eegeHus MON TECNIS® komnanus “IxoHcoH & [bxoHcoH Cepmxukan
Bk, VIHK.” pekomeHayeT 1cnonb3osaTh MMnnanTaLmorHyio cuctemy UNFOLD-
ER® Platinum 1 Series ¢ kapTpumkem 1MTEC30. AnbTepHaTUBHOII NPOBEPEHHOM
MMNNaHTaLMOHHOM CUCTEMOIA, KOTOpast MOXeT ucnonb3aosatbes ¢ MO TECNIS®,
sBnseTcs cuctema ans seefeHns ONE SERIES Ultra (Kaptpumx 1VIPR30 n
yCcTpoiicTBO Ans BBeAeHns DK7786).

CnepyeT 1CNONb3oBaTh TOMbKO MHCTPYMEHTBI NS BBEEHUS, UCTbITAHHbIE 1
YTBEPXK/AEHHbIE K PUMEHEHMIO C STUM TUMIOM UHTPAOKYNAPHOM NMH3bI.
[lononHuTenbHylo  MHGOPMALMIO CM. B MHCTPYKUMM MO  MCMOMb30BaHMIO
VHCTPYMEHTa UM CUCTEMbI [i71sl BBEZIEHMSI.

Brumanue! He ncnonbayiite MOJ, ecnn ynakoska noBpexaeHa, Tak kak
cTepunbHOCTb VOJT MoxeT 6biTb HapyLueHa.

Pacuet onTuyeckoii cunbl KON

Bpay fomkeH [0 onepauynt OMpeAenuTb OMTUYECKYIO CUMly WUMMMaHTUpyemo
mon

Cnocobbl pacyeta onTudeckoit cunbl MOJT onncabl B cnepyioLuei nuteparype:
1. Hoffer, K.J. The Hoffer Q formula: a comparison of theoretic and regression
formulas. Journal of Cataract and Refractive Surgery. 1993; 19:700-712; ERRATA;
1994; 20:677.

2. Holladay, J.T., Musgrove, K.H., Prager, T.C., Lewis, J.W., Chandler, T.Y., and
Ruiz, R.S.. A three-part system for refining intraocular lens power calculations.
Journal of RU Cataract and Refractive Surgery. 1988; 14:17-24.

3. Holladay, J.T. Standardizing constants for ultrasonic biometry, keratometry and
intraocular lens power calculations. Journal of Cataract and Refractive Surgery.
1997; 23:1356-1370.

4. Norrby NES. Unfortunate discrepancies. Letter to the editor and reply by Holla-
day, J.T. Journal of Cataract and Refractive Surgery. 1998; 24:433-434.

5. Olsen, T., Olesen, H., Thim, K., and Corydon, L. Prediction of pseudophakic an-
terior chamber depth with the newer IOL calculation formulas. Journal of Cataract
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SBNEHUS 2 0 5 7 ; |
N[%][N % KYM% | YCT % PucyHok 3: JluHsa uHTpaokynspHas akpunosas TECNIS® 1-piece ZCBOO B
CTOIKMA OTEK POroBULLbI - - 0 0,0 0,3 KOMMNEKTE C KOHTEHEpPOM 1
KucTonpHbii MakynspHbii ok
otek (KMO) 4 133 1 0,9t 3,0 05 1
OHaohTanLMUTH! 0 [00] - - 0,1 - |
npema 0 [00] - - 22 - |
Hartoeue 0 100 - - 03 -
MocTostHHbIA MpuT |
(BoCnaneHue paayxHon - - 0 0,0 - 03 |
oBonoyky rnasa)
BTopu4Hoe Xupypriyeckoe I
BMeLLaTeNbCTBO |
- Butpaktommsi nnockoi 1 08 - - 08 -
4aCTU PECHUYHOTO Tena ¢ 1
memBpaHoi
[vcnokauus K3 0 [00] - - 0,1 - !
3pavkoBbili Grok 0 [00] - - 0,1 - 1
Orcroifka ceTyarkv 0 [00] - - 0.3 - . |
MoCTOSHHOE MOBBbIlLEHHoE | } 0 00 } 04 Pucynox 4: Kaprpuppk 1VIPR30
BI[l, Tpebytoliee neyexus ! ’ 1
3ameHa nnH3bI 6.2 Bay ey
. I. TuH3a MHTpaokynsipHas axpvmosaﬂ TECNIS® 1 -plece ZCBO00 B komnnekTe ¢ |
- PasopBaHHbilit ¢
| 2%22&2‘:%3@“9“_1 — 18 | —-— L = L — — [ 1. Aivrea wepaskynapHas aupwneaan—TEGNISﬁ 1-piece-ZGB00~5 KemnAekTe-c —I
HenpasunbHoV 3arpyakon . 2. VIHCTPYKUVS M0 NPYMEHEHMIO. |
* NuHza uHTpaokynsipHas akpunosas TECNIS® 1-piece ZCBOO paspabotaHbi Ha 3. [lononHeHme K MHCTPYKLUM MO NPUMEHEHMIO. 1
ocHose Modenv AABOO 4. KnesiLancs MapkvupoBOYHas 3TUKETKa.
**3T0T NoKa3aTeNb He ABNAETCS CTATUCTUYECKN 3HAYUMO BbILLE, YEM KyMYNSTUBHbI Il. MpuHagnexHocTyh: 1
nokasarent ISO T®3, ans NON 3aaHeit kamepsi 3,0% (p = 0,5060). 1. Kaptpumx 1VIPR30 — 30 wr./1 yn. |
t OToT nokasaten He SBNAETCH _CTATUCTUMECKA 3HAYAMO Bbile, 4eMm 6.3 Ba3oBas KOMNMEKTaLMs U NepeyeHb KOMNMEKTYHOLMX U NPUHAANEKHOCTEN
COOTBETCTBYIOWMIA nokasatenb SO TOS ana  3apHekamepHbix MO 0,5% NMuHza uHTpaokynspHas akpunosas TECNIS® 1-piece ZCBOO B komnnexte ¢ |
(p=0,4377, . KOHTE/HEPOM MOCTABNSETC CO  CMedylolLMMU  KOMNOHEHTaMK  (poTorpacius
1.6 YkasaHue Bo. HocT! ¢ 0 npeucrasneHa B NyHKTe 6.1): 1
W3henus AnA  MnoAed ¢ MMNNaHTUPYeMbIMM B OPraHu3m ) |
" pe IX B nepuop - waqenwe B JBYCTIOIHOM aCENTUYECKOM TPAHCNIOPTHOM NaKeTe;
rpyaHoro neted, B3p X, XpOHMYeckue - [OKyMeHTaLus: 1
3aboneBaHus . . 1. VIHCTpyKUMS N0 NPUMEHEHMI0;
Heobxoanma KoHCynbTaLus C Nevalyum BpaqoMm nepef yCTaHoBKO AaHHOM NMH3bI 2. [lonorHeHve K MHCTPYKLUM N0 NPUMEHEHNIO; 1
NIOAAM C UMNNAHTAPYEMbIMA B OPraHU3M YernoBeka MEAULMHCKAMU U3Nenvsmu, 3. Kapta nauuenTa; |
GepemMeHHbIM  KEHLLMHAM, KEHLMHAM B MEepUof TPYAHOTO  BCKAPMIMBAHMS, 4. VineHTUdMKaLMoHHas KapTa uMnnaHTaTa;
B3POCIbIM, Mme»omwx XPOHU4eCkve 3aBonesaHus. 5. TUKeTKa naLyeHTa. |
1 ucnone: 0 u3penua CmepunbHasi ynakoeka:
Ha bT HbIMM CPEACTBaMM, MEXaHN3MaMK - JIMH3a MHTpaokynsipHas akpunosasi; !
PeaynbTarhl MccnenoaaHmm [aI0T  OCHOBaHWA _ npednonaratb, 4To  npyu - YnakoBka kpyrnas nenecTkosas (KOHTEIHEP) ANS XpaHeHNs JINH3. |
UCNIONb30BAHIMN TMH3 MHTPAOKYNSIPHBIX akpunoBbix TECNIS® 1-piece y moxunbix MpuHaanexHocTy.
BOAWTENE 3HAYUTENBHO MOBLILIAETCS YPOBEHb GE30NaCHOCTU KaK ANs HUX camu, P y (kaf P ) 1
Tak U Ans Apyrux BoauTeneit W newexopos. PesynbTatbl eKcnnyaTauMOHHoro/ - CtepunbHas ynakoska (30 wr. / 1 yn.): 1. ook ¢ Kaptpumkem 1VIPR30; .
(hYHKUMOHAmNBHOTO TECTUPOBAHUS AEMOHCTPUPYIOT, YTO NMH3bI WHTPAOKYNSPHbIE G
akpunosble TECNIS® 1-piece ynyulaioT (yHKUMOHANBHOE 3pEHHUe, YTO, B CBOK l:::::ﬁ::Tg:noxcy:ﬂz:aﬂnzlis:g;zexlujl'ECNIS 1-piece ZCBOO B komnnekTe ¢ |
ouepesb, MOXET MOBbICUTb YPOBEHb BE30MaCHOCTU MNaLMEeHTa B KM3HEHHbIX | KOHTEMHEPOM, € NPUHAANEKHOCTAMM: -
CUTYaLVSX, CBSI3AHHBIX C YCTIOBUSIMI NMOXOM BUAMMOCTH, JIuH3bI MHTPaokynsipHble akpunosble TECNIS® 1-piece ZCBOO u3rotaenmsatotcs |
1.8 Yenosus akcnnyatauum U3 MATKOTO CKNa/ibIBAEMOrO aKpwnosoro Matepuana. OnTudeckas YacTb kbl
Ta6nuua 1: YCroByst oKpyXallLei Cpezbl rpy onepawuy XapaKTepu3yeTcsl NPAMOYTONbHOI Fpakbio Ha 3ajHeil ONTUYEckoil nosepxHocTH | |
NMH3bI. 3a cyeT cneupansHoit 0bpaboTkv MOBEPXHOCTM yMeHblUEHa NMMKOCTb
Yenosust 3HaveHus NMH3BI M yMydleHa ee CNocoBHOCTb K passepTbiBaHmio. B uicno gpyrmx| |
Temneparypa, °C N1H3b! 5-45 0COBEHHOCTEN 3TOIl MOLENM NMH3 BXOAWT [BOSIKOBBINYKNAs KOHCTPYKUMS C 1
Temnepatypa, °C kapTpumx [Biocoat] 5-30 MaKcuManbHbIM - HapyxHbIM AvameTpom 13,0 MM M [AuameTpoMm OnTUHECKOM
BRaxHoCTb, % <95 vact 6,0 mm. lanTuyeckass 4acTb NMH3 OCHALLEHa He3aMKHYTbIMM Metnamu,| |
Tasnenve YrI'Ia 5001060 npefHa3HaYeHHbIMU ANs CTaGUAM3ALMMA TMH3bI B KANCYNbHOM MeLLke ¢ GonbLumm
: - YIIOM KOHTAKTa M MarbiM OCeBbIM cMelleHnem (cM. PucyHok 5). Mo cpasHernio| |
Viafienve npeaHasHa4eHo Ans AKCnIyatalui Bo BHyTpeHHeVi Cpe/e opraxuama. C paHee BbiMyCKaBLUMMUCS TPEXKOMMOHEHTHbIMI NuH3aMu mogenu AR40 6Gbina |
. YMeHbLUEHa TOMLMHA ONTUYECKON YacTW, YTO YNpOLaeT BCTABKY NMH3bI Yepe3
Tabnuua 2: Ycnosus akennyataLuv Bo BHYTPEHHEN cpefie opraHnsma paspes nuHowt 3,0 M. |
Yenosus 3HaveHms |
Temnepatypa, °C 32-42
OTHoCUTENbHAS BNAXHOCTb, % 100 1
[asnenue, rfa 700-1060 1
1.9 Ycnosus :
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| __Wagenve _npegHasHaveHo _ana_ gmmeueumn __Bpayom-ochTansMornoromM__ B__
| CreLyaniaipoBaHHLIX NOMEILEHVsX neyebHbIX Wh neve6HO-NPoUnakTYecknx
YYPEXAEHNIA B aCENTUYECKIX YCTIOBUSIX.

| 2.CBepenus o npou3BoauTene MeANLIMHCKOTO U3AENUS:

| 2.1 Ceepenma o nponssoauTene

Johnson & Johnson Surgical Vision, Inc.

I «[koHcoH & [IkoHcoH Cepmkukan BukH, WHk.», CLUA

| 31 Technology Drive, Suite 200, Irvine,

HaxoXaeH!s CA, 92618, USA

| Tenedon +1(800) 511-0911

| 2:2WHbopmauusn o npoussoauTene, anpec Mecta NPoM3BOACTBA

| 1. AMO Puerto Rico Mar]ufacturing, Inc., Rpad 402 N, Industrial Park
1 é.n:liicoo’C(i)r006n1ir?gzlrjfgc\)/.sl\?:n(gz\zggr;r;gﬁoé, 9728 NX Groningen, The
Netherlands (Huaepnanzpi).
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Hanmerosanve

Anpec mecTa

2.3 Mg
Hanmerosatve

oM npeacTaButene B P®

000 «[k0HCOH & [HKOHCOH»
121614, Poccus, 1. Mocksa, yn. Kpeinatckas, a. 17,
K.

Anpec MecTa HaxoxaeHus
+7(495)580-7777,
+7(495)580-7878

3. Knaccudpmkauns meauumHcKoro usaenus:
Tabnuua 3: Knaccucukams MeSMLMHCKOrO U3fenus

Tun

WmnnanTupyemoe
w3genve

Knacc noteHLyansHoro pucka npuMeHerus
MEANLIMHCKOTO M3[eNNsi B COOTBETCTBIM C
HOMEHKNaTYpHOW KnaccudmkaLmen MeaULMHCKNX
v3nenui

Knacc no npofomkuTensHOCT KoHTakTa
MEANLIMHCKOTO M3[eNNs C BHYTPEHHei! cpesoit
OpraHuama

CopepxaHie nekapcTBeHHbIX BELLECTB

26

nuagenue nocTosHHOro
KOHTaKTa

He CoLepxuT
JeKapcTBEHHbIX BELLECTB
pa6ota 0

4. OnucaHve NPUHLMNOB, HAa KOTOPbIX
n3penus, n ux ocobenHoctn ZCBOO:
JIuH3a uHTpaokynsipHast akpunosas TECNIS® «[bxoHcoH & [hkoHcoH Cepmxukan
BwkH, VHk» npeactaBnsieT coGOM MMMNaHTMpyeMylo B 3afHIol0  Kamepy
MIMH3Y, TOTTOLAMLLYI0  YNbTPachvoNeToBoe M3NyYeHMe 1 KOMMEHCUpYIOLLYIO
POroBUYHYl0 Cthepuieckylo abeppauyio rmasa. AKkOMOJaLsi rmasa fpu 3ToMm
He BOCCTaHaBnMBaeTCs. [IMH3a npepHasHayeHa ANS pasMelleHUs B Kancyne
XpycTanuka, rae OHa BbIMONHAET ONTUYECKYH (YHKLMIO €CTECTBEHHOTO XpycTanika
rmasa. OnTiyeckas 4YacTb OfHOKOMMOHEHTHbIX VOJT uMeeT 3anaTeHTOBaHHy
I_Komnauu.ew_acmepmecw _[I0BEDXHQCTb,__ paapatoTatitylQ_C UCnonb3oBaHuem

Bupn ceepxy

[NonepeyHoe ceyeHne

PucyHok 5: pachuyeckoe npesctasnenne NUH3bI UHTPAOKyNSPHOA akpUMoBoi
TECNIS® 1-piece ZCBOO

MpuHaanexHocTn
Kaptpumk 1VIPR30, o6wiee onucanme:
1VIPR30  npepcrasnset

KapTpumx coboit

M3rOTOBMEHHBIA M3 MoMMMponuneHa. KapTpumk NpUMEHSETCS COBMECTHO C

|
1
I
|
OOHOPa30Bbiit  KOMMOHEHT, | |
MHOrOpa3oBbIMM TUTaHOBLIMKM MHXekTopom DK7786 npoussopcTsa komnarum |
«[laksopT 1 KeH». IuH3a uHTpaokynsipHas (MOJ) BCTaBnsieTcs npu nomoLyy 1
NUHLETA B NPOKCUMAnbHYIO YacTb kapTpumxa. [lanee kapTpuax BCTaBnseTcs
B MHOrOpasoBblil TUTAHOBbIN MHXEKTOp, koTopbii mpotankvsaet WO uyepes| |
TPYGUaTY0 YacTb KapTpupKa 11 BBOAWT €€ B rnaa.
Kaptpumx  1VIPR30 wm3rotaBnuBaeTcs MeTOAOM NUTbS NOA  AaBNEHWeM. |
Bbinyckaetc ABa BapuaHTa KoHUrypauuit 9Tux kapTpumkeit. Mocne otnueku| |
Ha BHYTPEHHIOK MOBEPXHOCTb KapTpuaXa HaHOCUTCA CMasblBalolLee NoKpbIThe,
obnervaiowee BeegeHne MON B rmas 6Ge3 kakux-nubo nospexgenwd. Hal |
kapTpumxn 1VIPR30 MoxXeT HaHocuTbCs NokpbITie Biocoat nubo nokpbiTve SLIC.
Mokpeitue Biocoat: |
Mokpbie  Biocoat, rvapodunbHoe mokpbiTve Hydak, npeactasnset coboit 1
[IBYXCMOMHbIA  MaTepuarn, —3anaTeHToBaHHbI komnaHuen «buokoat  WHk.»
OcHoBHoit  cnoit  nokpbiTus  Hydak B-23K  coctout w3  Gytunakpunara,| |
rMOPOKCU3TUNIMETakpUnaTa M nonuusouMaHaTa B pacTBopuTenie Ha OCHOBe
3cupos rnukons. BepxHuit cnoit nokpbitst coctout M3 0,42% ruanypoHata |
HaTpus, PaCTBOPEHHOTO B BOAE ANsi MHbekUiA, 1 0,035% NoBEPXHOCTHO-aKTUBHOMO 1
BelecTsa ([MAB) Triton CF-10. Mocrie oTnMBKY KapTPUAKEN U HAHECEHIUS NOKPLITUS
NPOM3BOAMTCH WX YnakoBka B GnMCTepHble NOTKM, KoTopble ykynopusatotcs| |
KpbilLKamy 13 TaiiBeka. KapTpumki crepunmsytotes atunerokeuaom (J0).
[lokpbitue SLIC: |
OpHopoaHOe CMasbiBatollee MOKPbITME NS BBEAEHUs (Ha3BaHWe Ha atane 1
pa3pabotku: SLIC) npeacTasnsieT coboit CUHTETUYECKVIA MaTepHarn, COCTOSILMA 13
NOMMMEPHOTO BEPXHErO Crosi 13 nonvMBuHUANnupponuaoHa (MBM), ocHosHoro cnosi| |
13 MonnypeTaHa 1 NonngyHKUMOHANBLHOMO asnpuanHa B KayecTBe CLUMBAIOLIEro
areHTa. MoKpbITHe CNYXUT CMa3bIBaOLLIM CPEACTBOM 1 YMEHbLIAET TPEHIME MeXaY |
V0N w nonunponvnexoBoit TpyGkoid, Mo Kotopoit MOJT nepemewjaeTcs Bo Bpemsi| |
nMnnaHTayuy B ras.
KapTpumxin BbinyckatoTcs B CTepunbHoM Buge. locne oTnuekv kapTpumkeid u| |
HaHeCeHns NOKPbITUSA NPOM3BOANTCA WX YnakoBka B 6nwc1epr|e TOTKM, KOTOpble
YKynopuBaloTCs Kpbllwkamu 13 TavBeka. 30 (TpuauaTts) GRUCTEPHbIX NOTKOB C |
KapTPUKaMK yNaKoBbIBAKOTCS B CKNafHYK KApTOHHYK KOPOBKY BMECTE C OAHUM 1
3K3EMNNISIPOM MHCTPYKUMM mo npumeHernto (VIMM). CknagHble kopoBku Ha 30
M3ENUi NPOXOAAT CTepUnu3aLmio atuneHokeuaom (30). |
I
|
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akpunosbiM TECNIS® 1-piece, xapakTepu3oBanoch myTem M3MepeHus d]yHKLlMI/I
nepefaun moaynauum (®MM) Ha Mogenu rnasa €O CpenHecTaTUCTUYecKoi
poroeuueit (Average Comea Eye; ACE). Mopgenb ACE 6bina paspabotaHa ¢
UCTIONb30BAHMEM TEXHONOTUY BOMHOBOTO (DPOHTA ANA UMUTALWMM CHEPUHECKIX
abeppauuit  CpefHecTaTUCTUYECKkoil  pOroBUMUbI.  PeaynbTaTbl  u3MepeHuit,
npoBefleHHbIX ¢ ucnonb3oBaHem modenn ACE, nokasbiBaloT —onTiuyeckoe
NPEVMYLLECTBO acdepuyeckoit KOHCTpYKL nuu3 TECNIS®.

T BHaueHme MMM JIuH3 HTpaokynsipHbix akpunosbix TECNIS® 1-piece, namepenHoe
C WCMOnb30BaHWEM MOAENM rnasa, OnucaHHoi B cravgapte ISO  11979-2
«Ocpranbmonorniecke  UMNNaHTatel - VHTPaOKynspHble  NMH3bl.
OnTuyeckue CBOMCTBA 1 METOAMKN UCTbITAHWIY.

Yactb 2:

TEXHOMOTMM  BOIIHOBOTO  (DPOHTA,  MPSIMOYTOMbHbIA  3afHWiA  Kpail  KOTOpOit
obecneunsaet 360-rpagycHblii Gapbep. Kpail onTudeckod YacT mMaTupoBaH Ans 1
CHIDKEHUS BO3MOXHOrO acpcpekta kpaeBbiX GnmkoB. KauyecTBo u3obpaxeHus,
| obecneunBaemoro onTudeckoit yacTeio TECNIS® 1-piece niH3bI, nokasaHo Ha puc. 1 I
! 100 !
SSaso sl s Pty e
1 90 T 183 R T I
1 &0 == : 1
70 =
1 Te-lle canagry v b Sathang 1
N 60 =] Tha ek i3] i
I £ 50 I
| 40 |
| 30 ACE 5 mm Aperture* |
| 2 7=+ ACE 3 mm Aperture® PucyHok 6: Kaptpumx 1VIPR30 |
| 12 SO 3 mm Aperture f Round tube for 2.8mm Initial Incision Kpyanas mpy6ka 0ns HayanebHo20 Hadpesa |
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PucyHok 7: MHoropasosblit TUTaHOBbIN MHxekTop DK7786 nponssoacTea koMnaHum

I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
1 KOHTeMHepOM
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
I
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
|
1
I
I «faksopt u KeHt»
1
1

Whxextop DK7786 ucnonbayetcs B codetaim ¢ kapTpumkem ONE SERIES Ultra: ¢ |
€r0 MOMOLLbIO CKNaZbIBAIOT U BBOAST NUH3bI MHTPAOKYNsipHble akpunosble TECNIS®
1-piece TOMBKO B kancynbHbIit MELLIOK. |
WHCTpyKuumM no npumeHenmio* 1
* Hymepaumsi Ha uepTexax COXPaHAeTCs B COOTBETCTBUM C OPUMUHAMbHBIMM
PYKOBOZICTBAMY MO UCTIONb30BaHMIO MHxXekTopa DK7786. |
TMonHOCTBIO NPOYTUTE MHCTPYKLMIO, NPEXAE YeM UCTIONb30BaTh M3enue.
[loarotoBka uKxekTopa |
1. Ouuctute M CTepUIKM3yiTe UHKEKTOP CrocoBoM, OnMcaHHbIM B pasgene |
«MHCTpykuMm  no  noBTOpHOi  oBpabotke». ObecneyeHne CTEpUIbHOCT —
06513aHHOCTb Nonb3osaTens. |
2. Y6eauTtech B TOM, YTO Ha MHXEKTOpe BbirpaBupoBaHa Haanuce «DK7786» unu
«DK7791». |
3. Tepep MCronb3oBaHVeM Kaxablii pa3 OCMATpuBaiiTe roNIOBKY WHKEKTOpa U |
npoBepsiiTe, He MOBPEX/EHa N OHa M HET NN Ha Helt 0CTaTKOB MaTepuarnos.
4. Mpexae 4Yem 3arpyanTb KapTpuax, yGeauTech B TOM, YTO nopLueHs ukxextopa |
MOMHOCTbIO OTTAHYT Ha3aA.
[0ArOTOBKA KADTPUKA U 3arPY3Ka uHb! |
1. Tlepen ucnonb3osaHuem 06A3aTenbHO OCMOTPUTE IOTOK C KapTpUDKeM. |
Y6eauTech B TOM, 4YTO BHYTPM CTEPUNM3OBAHHOTO HAPYXHOTO repMETUYHOrO NoTka
HAXOAUTCS! BHYTPEHHWIA NOTOK C OfHUM KapTpumkeM. He ucronbayite kaptpuax, |
€CTV NOTOK MOBPEXAEH UMK ero repMeTUYHOCTb HapyLueHa. I3BnekuTe BHYTPEHHNIt
OTOK W3 repMETUYHOTO N0TKA. |
2. Vi3Bnexute KapTpuax 13 BHYTPEHHEO N10TKA ¥ 3aMOMHUTE BCIO BHYTPEHHIOK YacTb |
KapTpumKa BickoanacTvkom (puc. 4 — Fig. 4: 3anonHeHue BUCKOINACTUKOM).
3. Bo3bMuTE MMH3Y MUHLETOM 3a ONTUYECKMI Kpai, Mpu 3ToM oHa obsizatenbHo |
[oMKHa ObITb MOBEPHYTa NMepenHeil CTOPOHOIM BBepX. Ha kapTpuaxe uobpaxeHa
cxema WOJ, ykasbiBatollas npasunbHylo opuenTaumio (puc. 3 — Fig. 3: a Cxema |
MOJ1). He 6epute nH3y 3a 3a[HWiA ranTYECKil ANeMeHT. 1
4. lepxute kapTpumk cxemoit MOJ Beepx. 3acukeupyiTe BeAyLLMiA ranTudeckui
MIEMEHT NOA KO3bIPbKOM KapTpuaxa, YTobbl HadaTb cknadbieatb ero nosepx |
OnTMYecKoro Tena nuHabl (puc. 5 — Fig. 5: a. YyacTok, rae cneayeT 3adukcupoBaTh
BeAyLMI ranTuyeckuit anemeT). MpofomkaiiTe npoaBuraTb NUH3Y B KapTPUAX |
TaK, 4Tobbl BEAYLMA ranTUYecKuii ONIEMEHT CIOKWNCA Haj ONTUYECKMM TenoMm |
oaHuM ABwkeHmneM (puc. 6) (Fig. 6). OcTaHoBMTECH, KOTAA NOMOBIHA ONTUYECKON
4acTy OKaxeTest BHYTpY kapTpumxa. Mpexae Yem npopomkats, yoeautech 8 Tom, |
4TO ranTU4ECKMi 3MIEMEHT MOMHOCTbIO CRIOKEH B NPOCTPAHCTBE NOBEPX OMTUYECKOro
Tena (puc. 7) (Fig. 7). |
5. BosbMuTE NUHLETOM 3aAHWV ranTU4eckwit ONeMEHT W CTIOKUTE ero nosepx |
ontudeckoro Tena (puc. 8) (Fig. 8). MpoaBuHbTe NMH3Y 3a «MuHMIO». B Takom
CIIOKEHHOM COCTOSIHUW TIMH3y MOXHO AepxaTb, Moka Xupypr He Gyaet rotos k |
umnnanTaumn (puc. 9 -Fig. 9: a. Cxema «nHuny», b. Beaywmin n 3agHmit rantudeckue
3MneMeHTbl, CTIOXKeHHbIEe NoBepX onTkM). MPOABIMHYB NMH3Y 3a «NMHHMIO», YBeauTech |
B TOM, 4TO M1OCTIe U3BIEYEHUA NMHLETa NINH3A W ranTUYeckue BNIeMeHTbI 0CTanueh |
Ha MecTe.
YCTaHOBKa NMH3bI |
~1. BCTaBbTE KapTpUAX B WHKEKTOp Tak, GTo0bl cxema VIOTT u™Ko3bipeK Obinn
HanpaBreHbl BBEPX, @ CKOC rONoBKM kapTpumka — BHM3 (puc. 3 — Fig. 3: a. Cxema
MOJI, b. Koabipek, c. Monoska kapTpumpka). CHayana BBEAWTE TOMOBKY, NpU 3TOM
KapTpUIK [OMKEH BOWTM B COOTBETCTBYIOWME Nasbl MHxekTopa (puc. 10 — Fig.
10: a. Ma3 Ans kapTpumka). 3aTem CUNbHO HaXMUTE Ha 3adHUIA Kpail KapTpumka,
4T0BbI OH CO LUENYKOM BCTan Ha cBoe MecTo B uHxekTope (puc. 11) (Fig. 11). Obe
CTOPOHbI KapTPUAXA AOMKHbI 3aLLenkHYThCS. ECnn nocne BBeAEHNS KOHUMK CTEPXKHS
CONpYKacaeTCs C KapTPUAKEM, 3HAUUT KapTPUAXK BCTaBMNEH HenpasunbHo. OTeeanTe
CTepkeHb Ha3ad v ybeauTech B TOM, YTO KapTPUMK MOMHOCTBIO 3alLENKHycs B
MHXeKTOpe, Mpesx[e Yem NpofjomKaTk pabory.
2. BeeauTe CKOC KapTpUAXa B paspes v MeaAneHHo 3a/BIHbTE NOPLIEHb B KapTPUX.
Whxektop DK7786: npu npaBunbHOM pacnonoXeHnM BbleMka Ha LECTUYroNbHOM
hnaHLe aomkHa BbiTb cepxy (puc. 1 - Fig. 1: a. Bolemka).
3. Unxektop DK7786: HapaBuTe Ha noplueHb, 4ToBbl MPOABUHYTL NUH3Y Briepen.
CnepuTe 3a TeM, 4YTOObI KOHUMK CTEpXHS Obin B KOHTaKTe C ONTUYECKUM Terom
TWMH3bI ¥ OCTaBANCS NO3a/W HETO Ha NPOTSKEHUN BCeV YCTaHOBKM.
4. MenneHHo npoaBuraiiTe NUH3Y Tak, YTOBbI ranTu4eckue aneMeHTbl ocTaBanuch
CrOXeHb! NOBEPX OMTHKM, MOKa IMH3A MOMHOCTLIO He BbIAET U3 TPYOKM KapTpuaxa.
5. Whxektop DK7786: nocne 3aBeplueHnst YCTaHOBKM MEANEHHO OTnycTuTe
noplueHb, 4TOBbl KOHUMK CTepHs OTOlWen MOMHOCTbIO Hasad, fpexae 4em
13BneKaTb MHCTPYMeHT W3 rnasa. Urxektop DK7791: MeaneHHo nposopauvBaiite
pYuKy B 0GpaTHOM HanpaBneHnu, YTo6bl OTTAHYTL MOpLUEHb Ha3ap.
Mpumeyanme. Ecnu Beaywmit ranTu4eckuit ANEMEHT He CrIOKeH Haj MMH30N Unn

KapTpUIKEM TaK, YToGbl ranTU4eckui 3NEMeHT oKasancsi HanpaeneH BreBo, Win
pa3BepHIUTE KOHYMK KapTPUAXKa BNPaBO, YTOBLI M3MEHUTL OPUEHTALIMIO FranTUYECKOro
arnemeHTa.

WHCTpyKumMn no noBTOpHOM 0GpaboTke

Mepsoe npumeHenne

1. MiHxeKTOp nocTaBnsieTcs B HeCTEPUIbHOM BuAe. lpexae Yem ucnonb3oBaTb ero
B NePBbIil pas, ero He0GXOANMO OYUCTUTB W CTEPUNN3OBATD.

Pasbopka

1. CHumuTe 1 yTnuaupyitte kaptpumx. Pasbepute uxxektop nepen obpabotkoit.

MeAVLMHCKOTO M3Jenns, a Takke K 3aboneBaHuio WnW TpaBMe nauueHTa
BCNeacTBMe MHAekuun, Bocnanenns u (unmv) 3abonesausi, 06ycroBREHHbIX
NepeHocoM  MHKEKUMM W HEe[0CTaTOuHON

JIuH3y uHTpaokynsipHyto akpunoylo TECNIS® 1-piece LenvkoM nomelaior B
KancynspHbIA MELLOK; NoMeLLaTh ee B LunuapHylo 6opo3ay He creayer.

VHTPAOKYNSIHYIO ~ NIMH3Yy  MOBTOPHO.  BombLUMHCTBO
CTEpUNM3aTOpOB He MPUCNOCOBNEHO ANS CTEPUNM3ALMA MATKOrO akpuroBoro
matepuana 6e3 HexenatenbHbix NoGOYHbIX ApheKToB.

He cwaunsaiite 1 He npononackusaiite MOJ HM B Kakom pacTBope, Kpome
CTepUnbHOro cGanaHcpOBaHHOTO CONEBOrO MMM OBbIYHOTO (hM3MONOrMyeckoro

He ponyckaiite nonajaHust Ha WHTPAOKYNMSPHYK MMH3Y MPSMBIX COMHEYHbIX
nyyeir. Temnepatypa Bo3ayxa B MECTe XpaHeHus He [oMmkHa npesbiwats 45 °C.
He o6pabarbiBaiiTe HTPAOKYNSIPHYIO NIMH3Y B aBTOKMNaBe.

CpoK, B TeYeHMe KOTOPOrO WHTPAOKYNspHas NMH3a MOXET OCTaBaThcsi B
CrIOXEHHOM COCTOSIHUM [0 TOrO, Kak e€ MpuAeTCs YTUNM3MpoBaTh, YkasaH B
MHCTPYKLMSIX NO UCTIONB30BAHMIO MHCTPYMEHTA UMk CUCTEMbI Anst BBEAEHMS. [pn
HeHaAnexallem NpUMEHEeHNN CUCTeMbl Ansi BBEAEHUS ranTu4eckue anemeHTbl
TIMH3bI MHTPAOKyNsipHOW akpunosoit TECNIS® 1-piece MoryT 6bITb NOBpeXAEHbI.
VHCTPYKUAM MO MCMONb30BAHWIO  COOTBETCTBYHLLENO
VHCTPYMEHTa Ui CUCTEMbI NS BBEAEHUS.

13.1 TpeGoBaHMa K oOXpaHe OKpyXaloweil cpeAbl NPU NPUMEHEHUN
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[lnanasoH Temnepartyp

He ncons308aTh, €GN ynaKkoBka NOBpexaeHa

Bepeqb OT CONMHEYHbIX ﬂyqeﬁ

0
Me,ELI/IL[MHCKOG n3fenue He okasbiBaeT BNUAHUA HA OKpYXatoLLyto cpefy.
Yy W YHUUTOXeHUA
Mocne OKCMMaHTauMu IMH3bl YHWYTOXatOTCA B COOTBETCTBUM C MECTHbIMU
HOPMaTMBHbIMW [OKYMEHTaMW, UMEKLLUMA CUny B OTHOLEHUM MOTEHLManLHO

Hencnonb3oBaHHble MMH3bI M ynakoBKa YTUMW3MPYIOTCS B COOTBETCTBUM C
MECTHbIMY HOPMATUBHBIMM OKYMEHTaMM Kak anuaemuonoriyecku GesonacHsle
0TX0AbI, NPUBNUXKEHHbIE MO COCTaBY K TBep[:(bIM 0bITOBbIM OTXOAaM knacca «A».

0YUCTKN

He npumenumo: n3penve I'IOCTaBJ'IﬂeTCSI CTepMJ'IbeIM [ins onHopa3oBoro
1CMONb30BaHMS.

[JlesnHdekums n I'IOETOpHaﬂ CTepUNM3aLus He NpeaycMOTPeHa.
15. MeToabI ny CpOKMN

MeToa: crepmnmaaqm 30 (3mneHOKcmn0M)

[Mpouenypa cTepunuaauui COOTBETCTBYET MUHUMAMBLHOMY rapaHTUpOBaHHOMY
ypoBHIo cTepunbHocT SAL 10-6. CTepunusauum cOOTBETCTBYET CTaHAapTam:
ISO 10993-7 «OLeHka Gronorniyeckoro 4eNCTBIS MEANLMHCKUX M3nennit. YacTb
7. OcTaTo4HOe copiepxaHue aTUneHokcaa nocne crepunuaany, 1SO 11979-8
«VmnnanTaTel_odranbMonoruecke.  MHTpaokynsipHble _nuksbl._Yacts 8.
OCHOBHbIE TPEDOBARMSY.

CpoK COXpaHeHWst CTepUNbHOCTM NH3 — 4 200a.

CpoK CoXpaHeHIst CTepUNbHOCTM NeNecTKOBOrO KoHTeliHepa — 4 200a.

Cpok coxpaHeHusi CTepUNbHOCTY kapTpumxa — 1 200 [biocoat].

YnakoBka Ans puHuLWHON | YnakoBka-BnuctepHblit N0ToK - [Mukonb-
cTepunu3aLm MOAVULMPOBAHHbII NoNMaTUneHTepedTanar 6763 H
npuUHaAnexHocTei npouseozictBa Bemis Healthcare Packaging Inc, CLLA KOHTaMUHaLMen  u3penus,
Kpbiwka: - Taitsex (Tyvek) Genbiit 10598 CTEPUNBHOCTbIO M3AENHS.
npouasozcTea DuPont, CLUA
Hapnucy - 5555 lenta Bock/Kamenp, Zebra, USA Mept! npenocTopoxHoeTH:
Macnopta M Ha | NpeAc 18 Mp Ne 4. o i
7. CBefieH1sl 0 MapKupoBke He crepunusyitte
Tabnuua 4: OCHOBHbIE CMBOITbI, UCMONb3yeMble MpU MapKUpOBKe:
0603HayeHne Onwucanue
CTepunnaoBaHo aTUIEHOKCHAOM pacreopa.
® TTOBTOPHOE MCMOMb30BAHNE 3aMPELLEHO He nenons3osars AON nosTopko.
Wcnonb3oBats fo  (MTTT/MM/OA:  roa/vecsu/
AeHb)
CM.  oTaenbHble
DE] CM. MHCTPYKLMM MO NPUMEHEHMIO 13. OxpaHa okpyxXatoluei cpeab!
He nognexut noBTopHOM CTepUIn3aLym 13.2 1 ocyuwec
MHEULMPOBaHHBIX 0TX0A0B (knacc b).
M MpovssoauTens
14.M
YNONHOMOYEHHbIi npeacTaBuTenb B STOMbI U CREACTEA

CTepUnbLHOCTN

P HOPMaTUBHbIX
AOKyMeHTOB/CTaHAapTOB KOTOpbIM cOOTBeTCTByeT MeauUUHCKoe usgenve

[lata npowssopctea (ITTT/MM/OA: roa/mecsu/
NieHb)

H [o]
Crepunuaauus MeauUMHckux nsnenuit. Tpebosanus
K MEANLMHCKUM M3[eNNSIM KaTeropuin «CTepunbHbley.

EN 556-1/AC Yactb 1. TpeboBaHus k CTEpUNM3aLMN YNaKOBaHHbIX
MEeANLMHCKUX U3Renuit
Homep no katanory EN 1041 WHdopmauus, noarotanusaemas U3rotosutenem,
COMPOBOXAAIOLLAs MEANLIMHCKUE NPUGOpbI
MenvumHckie nanenus. MpoekTupoBaxme
Kon napTun EN 62366 MeAMLIMHCKUAX U3ENNi C y4eTOM 3KCyaTaLMoHHON

MPUrogHoCTH

0344

1ot ciumBON 060O3HAYAeT, YTO YCTPOICTBO
MOMHOCTbI0  COOTBETCTBYET  TpeGoBaHUAM
AnpekTvBbl EBponeiickoro Coseta 93/42/EEC

& only

ﬂ]’lﬂ npoAaxu ToMbko Bpayam

Diopter

[vonTpus:

Suggested “A” constant:

IMonpaBoyHbIi KO3MULMEHT («A»-KOHCTaHTa):

Optical biometry

OnTuyeckasi GromeTpust

Ultrasound biometry

YnbTpassyk

OueHka Bronornyeckas MeANLMHCKUX U3AENWIA.
Yactb 1. OueHKa 1 UCTIbITaHNs B pamKkax npovecca
Ta pucka
Bronornieckas oLeHka MeauLMHCKX u3nenuit. YacTs
3. McnbiTaHst Ha reHOTOKCMYHOCTb, KaHLIEPOreHHOCTb
1 TOKCUYHOCTb, LLiYI0 Ha penpofyKTMBHOCTb
OueHka Bronornyeckast MeANLIMHCKIX YCTPOICTB.
cnbiTaHus Ha LMTOTOKCYHOCTb B Npobupke
Wapenus meauumtekue. Ouerka Gronoruyeckoro
[NACTBIS MEMLMHCKUX 3aenni. YacTs 6.
WccnenoBaHus MecTHOro AeicTBus nocne
VMnnaHTaLmum

ENISO 10993-1/AC

EN SO 10993-3

EN IS0 10993-5

ENISO 10993-6

Overall diameter (@T)

Obumi anametp (IT)

Optic diameter (@B)

OnTuyeckuit auametp (JB)

OujeHka Bronoruyeckas MeAULMHCKUX YCTPOVACTB.

ENISO10993-7IAC | Gacry, 7. Ocrarion CTEpUNM3aLi OKCHAOM 3TUNEHa

He obpabarbiBaiiTe kapTpumk B @BTOKNABE U HE CTEPUNU3YiiTE NOBTOPHO +
crnocobamy.

2. Wrxektop DK7786 cocTouT M3 ABYX KOMNOHEHTOB — Kopryca 1 NopLus (puc. 12 —
Fig. 12: a. Kopnyc, b. MopLueHb). Ytobbl pasbeanHnTs 1x, (1) BiasuTe noplieHb o1
LUECTUYTONbHOTO (hiaHLia B KOPMYC 1 (2) NOBEPHUTE KOPMYC NPOTHB 4aCOBOW CTPENKN
(puc. 13) (Fig. 13)

3. Wrxektop DK7786: yGeanTech B TOM, YTO NpK OTBOAE 13 KOPMYCa KOHUMK CTEPXKHS
He 3aLenuncs 3a npyxuHy (puc. 14) (Fig. 14).

YucTka

1. PexomeHAyeTCs YNCTUTb MHCTPYMEHT Kak MOXHO CKOPEe Mocne UCMOmMb3oBaHus.
2. PekomeHayeTcs MCnonb3oBaTb HEMOHHOE YMCTALLEE CPECTBO, NOAXoAsLIee Ans
METannn4ecknx XMpypriuieckux MHCTPYMEHTOB, HanpuMep, Lancerzyme.

3. MonHocTbio MOrpyanTe [1Ba KOMMOHEHTa paaoﬁpaHHoro VHXeKTopa B pacTop
MOIOLUEro CPeACTBa Mpu Temrnepatype He Gonee 30 °C. 3HeprnyHo MoiiTe W
~oTTMpaiTe ofia “ROMMOHERTa TOAXOASMEN ETROV™B Teuerme,~Kak

OfIHOW MWHYTbI, MPU 3TOM HaHOCUTE WUCTALLEE CPEeACTBO Ha BCe noaerHocm
PekoMeHpyeTcs YMCTUTD WMHCTPYMEHT Kak MOXHO CKOpee Mocre MCMonb3oBaHus.
Ecnv kpoBb, TkaHb, (U3MOnoriyeckuii pacTBop 1N BUCKOINACTUK BCE Xe ycnewT
3aCOXHYTb, PeKoMeHayeTcs ocTaBuTb 0ba komroHeHTa Ha 30 MUHYT OTMOKaTb B
pacTBOpE YNCTALLEro CpeAcTaa.

4. Mocne YNCTKY BPYYHYIO NPOMOMOLYMTE KOMMOHEHTBI B YUCTOIN BOAE He MeHee 3
pas.

5. Monoxwte 06a koMnoHeHTa B pa3obpaHHOM BUAE B MOAXOAALLYI0 eMKOCTb W
BbIMOWTE B NOCYAOMOEYHO! MaLLMHe. [pUMEHUTE aBTOMATUHECKMIA LMK, KOTOPbIA
[OTXeH BKNIYaTb B CeBS T KIloYeBbIX Tana: NpeABapuTeNbHOE MbIThe B TEYEHMe
2 MUHYT, MbITbE C YUCTAILYMM CPEACTBOM Mpu Temnepatype 93 °C B TeyeHne 3 MUHYT
1 [10CTaTOYHO MPOAOITKUTENbHYIO CylLKY, 4ToBbI 0becneunTs NonHoe OTCyTCTBIE
Bnary Ha oGonx KOMMOHeHTaXx.

6. He ucnonb3yiite Ans O4MCTKI MHCTPYMEHTa BELLECTBA Ha OCHOBE KUCTIOT 1 BCeraa
cobniofaiiTe MHCTPYKLMM NMPOM3BOAMTENEN MOILLEro CPECTBa U MexaHM4eckoro
ounctuTens.

7. Mo BO3MOXHOCT WCMOMb3YIATE  MOALOHbI
3a(huKCMpOBaTb MHCTPYMEHT Ha BPEMS YACTKM M XpaHeHusi BO u3bexanue
NOBPEXAEHUA. XpaHUTe MHXEKTOP B CyXOM MecTe.

Crepunusaums

[MpeanoyTUTENbHLI METOA — CTEPUNN3aLMS BNXHBIM TENIOM (Napom) B MeLLKaX,
npuropHblx Ans obpaGotkn B aBToknase. Bceraa cobniopaitTe  MHCTPYKUMW
NPON3BOANTENS CUCTEMbI.
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He HanpasneH Bneso npu npoagikeHn MOJ], NoBEpHUTE KOpMYC MHXekTopa C :
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1
|

Ana - cTepunusauun, YT06bI

* rPaBUTALVWOHHBIN KN, NOAXOASLMA ANs 0BepHYTbIX NpeaMeToB ¢ 06paboTkoit
B TeyeHne 15 muHyT npu Temnepatype 132 °C un B TeyeHne 10 MUHYT npu
Temnepatype 135 °C; unm

* UMKN C npefBapuTenbHbIM BakyymupoBaHieM Ans 06paboTkn o6epHyTbix
npeaMeToB B TeYeHue 4 MUHYT npu Temnepatype 132-135 °C.

Cm. pokymeHT ANSI/AAMI ST79: 2006 «Comprehensive Guide to Steam Sterilization
and Sterility Assurance in Health Care Facilities» (MonHoe pykoBoacTBo no naposoit
CTepUnM3aLyi 1 obecneyeHmnio CTepunbHOCTI B NevebHbIX yupexaeHusx), pasaen
5.8.1. «Sterilization Parameters for Wrapped or Containerized Items» (MapameTpbi
CcTepunm3aLyi 06epHyTbIX M3AENNI N U3[ENNIA, NOMELLEHHBIX B KOHTEAHEPbI).
B03MOXHO Takke NpUMEHeHIe eLue OHOro MeToAa CTepUnU3aLimi Napom:

* UMKN Ans cTepunuaumn obepHyTbix npeameToB npu Temnepatype 134 °C, ¢

Use by & (YYYY-MM-DD

): | Cook rovocT & (TTT-MM-A1):

Serial number (SN):

CepuitHblit Homep (SN):

Manufactu’\rde’\?l_%rbr)ﬂl (vvy- [lata npovasoacrsa = (FTTT-MM-[4):
OkoHyaTenbHas ynakoeka ana pOCcMIZCKOI’O PblHKa conposoXaaeTca

[IOMONHUTENBHON HAKNEeNKOMA.

Wapenus nocraenstotes B
MHdopMaLs:

* Ha3BaHWe MeNLIMHCKOro 3Aenns Ha PYCCKOM A3bIKE;
* HaMMeHoBaH1e Npou3BoanTENS;

* CTpaHa NpoNCXOXAEHNS;
* jaTa 1 HOMep perucTpaLuol

* npeaynpexaatoLLne v MHHOPMALMOHHbIE CUMBOMbI 1 HanmeH.
8. CBepeAnS o6 JMakoBke™ — — — — — —
JIMH3bl MHTpaoKynsipHble akpunoble TECNIS® 1-piece ZCBOO mocTaBnsiotcst

B cneuuanbHbIX d)yTJ'IHan,
maiinapa. Mocne ctepunusa

npumerenmto (MMM), naeHTUUKALMOHHON KApTOUKOI NaLMEHTa, AONOMHUTENbHBIMI
MAEHTUDUKALMOHHBIMA  3TUKETKaMU 1 MOYTOBOM

KOPPECMOHAEHLMN 3anaKoBbl
Ha Hee aTukeTkod. Mapku

oTBeyaeT TpeboBaHMAM akTyanbHbix Bepcuil cTanaapTos ISO 11979-4, EN 1041 n

1SO 15223-1.

XapakTepucTuku cTepunbHoit ynakosku OJT:

ynaKoBKe, Ha KOTOPOW MpeAcTaBfieHa credytllas

HHOTO Y10CTOBEPEHMA;

ynaKkoBaHHbIX B AByXCJ'IOIZHbIe naketbl 13 TaiiBeka/
LMW 3TUNEHOKCMAOM nakeT BMecTe C MHCprKLLI/IeI;I no

KapToukon [Ans  AenoBoit
BAeTCS B HapyXHYI0 CKNaZHYI0 KOPOBKY C HaHECEHHON
pOBKA 1 MHCTPYKLUMS MO MPUMEHEHMIO MOMHOCTbIO

OujeHka Bronornyeckas MeANLMHCKUX U3AENHIA.
Yactb 10. Mpobbl Ha pasppaxeHite 1 annepruyeckyio
peakLyio Koxu

Wapenus meauunHekue. Ouerka Gronoruyeckoro
[NeACTBIS MeAMLMHCKUX u3aenui. Yactb 11.
VccnenoBaHmsi 06LYETOKCUYECKOro AeNCTBUS
Crepunuaauus MeauUmMHckux nspenmir. Okeug
atuneHa. Yacte 1. TpeGosanus k paspaboTke,
BanWaaLW v TeKyLIEMy KOHTPOITI0 npolecca
cTepunu3aLmmn KUX

Crepunuaaums MeANLMHCKON NPOAYKLMN.

1SO 10993-10

EN SO 10993-11

EN SO 11135-1

ISO 11135-2 OtuneHokena. Yactb 2. PekomeHaaLum no
npumerenmio ISO 11135-1
CTepunuaaums MeaNLMHCKON NPoAYKLMN.

180111381 — = TBuadTToriecrme VROuRaTOPE. YacTs: Obwme — =

TpeboBanus

CTepunu3aums MeANLMHCKO! NpoAyKLMN.
Buonornyeckue uhankatopsl. Yactb 2: Buonornyeckie
VHAVKaTOPbl MPOLIECCOB CTEPUMN3ALMN STUNEHOKCUAOM
YnakoBKka MeAVLIMHCKIX U3[ENWi, CTEPUIN3YeMbIX

Ha 3aBepLUaloLLelt CTaaun Npon3BoAcTea. YacTb 1.
TpeboBaHus k MaTepuanam, 6apbepHbiM cucTemMam
CTEPUNN3ALMN 1 CUCTEMAM YNaKoBKi

YnakoBKka MeauLMHCKIX U3AENUi, NOANexaLmx
(huHMLLHOI cTepunm3aLymn. Yacts 2. TpeGosaHus k

EN SO 11138-2

ENISO 11607-1

ONTUYECKON YacTn

nOJ'IHOLleHHOE nponyckaHne AnuHbl BOMHbI CUHEro CBETa

TpOYHOCTb Ha pacTskeHue 77,4 Hiem EN S0 11807-2 BanMaaLyM NPOLLECCOB (OPMUPOBaHHS, repMeTH3aLuu
OTKNOHeHve No ToNwuHe +15 MKkm 1 cbopku
ConpoTuBneHue paspbiBy 35H CTepunuaauys MeANLMHCKIX U3AENUi.
TpOYHOCTb Ha NPOJaBMMBaHIE 255 kMa ENISO 11737-1/AC | Mukpobuonorudeckue metoasl. YacTs 1: OueHka
XapaKTepucTUKu CTepUnbHOI YNakoBKW KapTpuaxa: NIONYNALAN MUKPOOPraHISMOB Ha NPOAyKTax
CTepunuaauys MeANLMHCKIX U3AENUit.
Mpo4HoCTb Ha pacTsxeHme 66,5 Hicm ENISO 11737-2 Mukpobuonoruyeckue MeToal. YacTs 2: Ucnbitanus
OTKMOHEHwe Mo TonwuHe +15,7 Mkm CTepUNbHOCTH, NPOBOAMMBIE NPY MPOBEPKE npoLiecca
ConpoTuBneHue paspbIiBy 2,8H cTepunu3aumnm
MpoyHOCTb Ha npop; 1055 Kla 1SO 11979-1 WmnnanTathl odpTanbmonoruyeckme. VIHTpaokynsipHbie
9. OCHOBHbIe NapamMeTPbl U XapaKTepUCTUKM MeANLIMHCKOro U3Aenus: Tisbl. Yacts 1. Cnosaph
Tabnuua 5 WmnnanTathl odpTanbmonoruyeckme. VIHTpaokynsipHbie
1ISO 11979-2 NMH3bI. YacTb 2. OnTuyeckine CBONCTBA U METOAbI
Xapaktepuctuka | 3HaueHue vcnbiTaHui
OnTiyecki Npo3payHblit, MATKMIA cKnapHoi rapodoBHbIi WmnnanTathl odpranbmonoruyeckme. VIHTpaokynsipHbie
Marepvian aKpUIOBbIit MaTepuan ¢ KOBaNEHTHO CBA3aHHbIM 1SO 11979-3 TMH3bI. YacTb 3. MexaHuueckvie CBOMCTBA 1 METOAbI
MOFNOTUTENEM YNbTPAhONETOBOTO M3NY4YEHNS. 1cnbiTaHms

MakcumanbHo AonycTumoi Temnepatypont 137 °C u

06paboTky 3 MUH.

Cm. pokymeHT HTM2010 «Sterilization» (Ctepunusauus), yacte 4, paspen 5.0

«Operation of porous load sterilizers» (Pabota crepunusatopoB Ans nOpUCTbIX

npeaMeToB).

YTBEpKAEH LK cTepunuaaum npu Temnepatype 126 °C co BpemeHem ob6paboTkm

26 MUHYT.

Cbopka

1. Yrobbl cHoBa cobpaTb WHXEKTOP, OCTOPOXHO BaBUTE MOPLIEHb B KOPMYC

TaK, 4Tobbl WTbIpb (puc. 14 - Fig. 14:a unn 17:a) okasanca BpOBeHb C 3aaHel
~HOBBPXHECTBIO KOPITYEa: Vikkekrop DK 7486 0eauTess BFOM=HTOKOHWAK CFEPHHA

He 3aLiennncs 3a NpyxuHy kopnyca.

2. MoBopauvBaiiTe MopLUeHb, NoKa LWTbIPb He BOAET B rHe3ao (puc. 14 - Fig. 14:b

unn 17:b). Mpoaonxkalite BpallaTb NOPLUEHb MO YaCOBOIA CTPENKe, NOKa LWTbIPb He

3a(hUKCMPYETCS B HYXHOM MONOXEHNN.

0buwit yxon

* He ponyckaitTe BbiCbIXxaHWsi KpOBM, TKaHeil, h13MONornieckoro pacteopa U

BICKOBNACTIKA HA UHXEKTOpe.

* Hukoraa He npononackusaiiTe MHXEKTOp HU B 0BbIYHOM, HY B cHanaHcpoBaHHOM

h13Monor4eckom pacTaope.

YTBepxaeHe npouecca noBTopHo 06paboTku

Bce npoLieccbl 04MCTkY 1 CTepUnn3aLmy n3nenus TpebyioT yTBepxaeHns Ha MecTe

X MpUMeHeHns. Beuay pasnuumit napameTpoB MOBTOPHOI 06paboTki, KOMNaHus

“[lakBopT 1 KeHT" He MOXeT yTBepANTL BCE BO3MOXHbIE BapuaHThI 3TOT0 MpoLiecca.

1
1
1
1
1
1
1
1
1
1
1
1
1
BoaMOXHble MeTofbI CTEpUIN3ALIN NaPOM BKITIOYaKT: |
1
1
1
1
1
1
1
MbHBIM BP |
1
1
1
1
1

7S ONTUMANLHOTO CKOTOMMHECKOTO BOCTPUSTHSL. NMH3bL. YacTb 4. DTUKETUPOBAHME 1 MHGOPMALUS!
0T +5,0 70 +34,0 AvonTpuiA ¢ Warom 0,5 AuonTpuu* SO 11979-5 WMnnaxTaThl odhTansMonornieckue. MHTpaokynspHble
Lonyckaemie OTKIOHEHNS: nuH3bl. YacTb 5. Buonorvieckasi COBMECTUMOCTb
OnTuyeckasi cuna ?; <DDS<1§‘5?+0634””°'1TP”” WMnnanTarbl ohranbmonorvieckue. VIHTpaokynsipHble
- 0,8 avonpuv 1SO 11979-6 NMH3bI. YacTb 6. CPOK FoHOCTY M CTaBUNLHOCTb NpH
25<D <30: £ 0,5 gwonTpwia TPaHCNOPTUPOBAHMK
30 <D: + 1,0 gnonTpust p pTip
< 1SO 11979-7 WMnnanTarbl ohTanbMonorvieckue. VIHTpaokynsipHble
ONLLAHA YEHTPA | 795 + 0,02 mm (+20.0 [1) NMH3b1. YacTb 7 KnuHnyeckue ucnbitaHus
ONTUYECKOM YacT
K EN ISO 11979-8/ ISO |MmnnanTathl odpTanbmonoruyeckue. VIHTpaokynsipHble
og:;:gg&lm gg?ﬂ TTpAMOYTonbHbIV 3aaHHiA kpait PROTEC 360 11979-8 Amd 1 NMH3b1. YacTb 8. OcHOBHbIE TpeBoBaHUs

1SO 11979-4/Amd1 WwvnnaxTathl Oq)TaJ'IbMOHOFMHeCKMe. MHTpaOKyJ’IﬂprIe

MBF{EJ’IMH MeauLVHCKKe. Cuctembl ynpasneHusa

lMonb3oBaTenb HeceT OTBETCTBEHHOCTb 3a OLEHKY M0BOr0 MeToda OuMCTKA
1 crepunuaauum uHxektopos DK7786 wnu DK7791, kotopbiii otnudaetcs ot
pekomeHzyemoro komMnaHuei “fJaksopT u KeHt” meToaa.
Orpatuienus Ha NOBTOPHYt0 0BpaboTKy

[MoBTOpHast 0bpaboTka Oka3biBaeT MUHUMAmNbHOE BO3AENCTBIME HA WHCTPYMEHTbI.
OkoHyaHie cpoka CnyxBbl onpedensieTcs OObIMHO MO YPOBHIO M3HOCA U
NOBPEXAEHUSIM, NONYYEHHbBIM B NPOLIECCE UCTIONb30BAHNS.

Inc., Vicnanus; Stunmetakpunart (31un-2 metun-2
nponvoHat CAS Ne 97-63-2, 27,71%, npoussoacTea
komnaum Manuel Del Valle Inc., Vicnanus;
TpudbTopopaTunmetakpunar (2,2,2-Tpudtopatun-2
nponvoHat CAS Ne 352-87-4, 9,82%, npoussoacTea
komnaum Manuel Del Valle Inc., Vicnanus;
OTUNeHrMMKOMb AUMeTURaKpUnaT
(2-(2-meTunakpunokcu)atun 2-metunakpunar) CAS Ne
97-90-5, 3,75%, npoussopcTBa komnanun Manuel Del
Valle Inc., VicnaHus.

XpomochopHoe NOKpPbITUE NUH3bI (XPOMOGOPHBIA
Yo)

2-(4-6eHsonn-4-ruppokcudeHoken)atunakpunat (CAS
Ne 16432-81-8) Cyasorb UV-416, npoussoactea Cytec
Solvay Group Co., Fepmanusi - 1,5%;
[lononxutenbHoe NoKpbITUE NUH3bI

(TennoBoit nHuumaTop)- 2,5-aumeTun-2,5-gu-(2-
aTunrekcaHounnepokcy) rexkca Luperox 256, 0.11%,
npoussozcTaa Arkema S.A., ®paHups.
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6.5 MaTepuanbl, U3 KOTOPbIX W3TOTOBMEHO MeAMLMHCKOe M3aenve unu ero |
OCHOBHbIE 4acTn
Tabnuua 3: Matepuans 1
Havmenosanve nsnenvs: | Matepuan I
Ilnuza nHTpaokynspHas  |Jlunsa (coctap %): |
akpunosast TECNIS® Omunakpunart (atunnponmonat CAS Ne 140-88-5,
—T1-preceZCBO0 — — =577 %; mponasoycTEa komnarmu ftanael Det Vate = | =T

(rny6uHa nepenHeit
Kamepbl) Ha ypoBHe

5,4 MM (ynbTpasByk)

EOZ?gI\JnT'lLéMHTAT' 1,47 npy Temneparype 35 °C EN IS0 13485/AC Kka4ecTBoM. TpeBoBaHusi K perynupoBanmio
| PCTOMNEHNAT, - KnuHnyeckue uccnenosaHus MeAMLMHCKUX U3aenuit
Kczeggzpro';m(a””e' 100 ; EN IS0 14155 Ans nioaeit. Haanexaluas KMHuieckas npakTuka
n?)o _VCKa‘})-lI/Iﬂ 4 @ X/ [MOMeLLEHMS YNCTbIE U CBS3AHHBIE C HUMM
neTpacbvoneTosoro |- ~ 180146441 — = TROHTPOrMPyEMbIETPEN®I. HacTs™. Knaconmrams —
xan pe?mn npun 7 f 4YUCTOTHI BO3AYXa
Koaé?damumer?re T= § & /;/ ~_ [NOMeLLEHMS YNCTbIE U CBSI3AHHBIE C HUMM
10% gns VION curoin|| 5 *° i 7 3 KOHTpONMpyeMble cpefbl. YacTb 2. TexHnyeckue
+5,0 avonTpuit g w i 7 ISO 14644-2 TpeboBaHUA K UCMbITAHMIO U MOHMTOPUHTY ANs
(MMHAManbHast S w 7 pOBEpKI NOCTOSHHOTO COOTBETCTBUS CTaHAapTy MCO
2 14644-1
TMOSJEII-‘QEJ?L; 10 ﬂ// / 1SO 14644-3 [NOMeLLEHMS YNCTbIE U CBS3AHHBIE C HUMM .
+34,0 pronTpum S e e KOHTpOnupyemble cpeapl. YacTb 3. MeToab! UCTbITaHMI
(makcumarnbHas s e [MOMeLLEHMS YNCTbIE U CBSI3AHHBIE C HUMM
T0ﬂ”—l§'gg)4(375),4 RoiieHTapiA K oAy ISO 14644-4 KOHTpONMpyeMbie cpefbl. YacTs 4. MpoekTuposanie,
HM - 380,4 HM
oKa3aHbl Ha Kpusas 1: KpvBas cnekTpanbHoro nponyckaHms TUMAYHO ETDOMTEMTBO Y BBOA B KONy aTauo
pUCyHKe: avonTpuy 5 VOTT (camast TOHKas) rpaHuLia MpoMycKaHus B ISO 14644-5 OMELLEHIA YNCTbIE M CBASAHHBIE C HUMIA
Yo ananasowe npn 10% T coctasnset 375,4 Hm KOHTPONIMpyeMble cpefbl. HacTb 5. Onepatyn
Kpwsas 2: Kpuas cnekTpanbHoro nponyckaHus TUNNYHoi 1SO 14644-6 TTOMILLEHNR YNCTBIE 1 CBR3AHHBIE C HUMM
nvonTpum 534 UOI (camas ToncTas)), rpaHuLia nponyckaHms KOHTpOnMpyemble cpefpl. YacTb 6. Crosapb
8 YO nuanasone npn 10% T coctasnset 380,4 Hm [MoMeLLEeH!s Y1CTbIE 11 CBA3AHHBIE C HUMK
Kpusas 3: Kpusasa cnektpanbHoro nponyckaums (T)* 1SO 14644-7 KOHTpOnupyemble cpefbl. YacTb 7. PasnenutensHble
COOTBETCTBYeT 53-neTHemy akuyHomy rnasy* YCTpOIACTBA (HABECHI, NEPYaTOHbIE KaMepbl,
pvMeyaHie: MpaHnLa NpornyckaHins AMHbI BOMH U KpUBast pa3beavHUTEN U MUHUOKDYXEHUE
M M
CreKTpareHoro nponyckarus O npeacTasnsier AuanasoH Wapenus MeanuvHckve. TpyMeHeHme MeHemxMeHTa
nponyckatus WOJ (5-34 avonTpuit), cAenaHHbIX 13 3TOrO ENISO 14971 pUCKa K MEVLIMHCKAM M3Aenvsim
Marepuana. . YcTpoiicTBa MepuUuHCKkie. CUMBONbI, UCTIONb3yeMble
Nl'i}o;ttnler, E':\ Et‘,nd \gogfh' Jl.R.lTran?rgészs'\?ly%ﬂ;%é)cular SO 152231 Ha SpMbIKax Me/VLMHCKVX YCTPOIACTB NPU MapKkVpOBKe
edia. ‘nvestigative Uphthaimology. 1962, 1:/70-709. 1 B NPeoCTaBNAEMOit MHopMaLM. YacTs 1. OBLume
Macca TMH3b! 0,02 40,001 r Tpe6oBanus
O;;:\;gkmm 6 v+ 0,10 MM ISTA-2A z:iﬁseawb\e npoayktbl 150 chyHTOB (68 Kr) nn
O6uwwi grametp |13 mm + 0,20 mm MEDDEV 2.7.1 KnuHudeckas oueHka: PyKoBOACTBO AN
Koadhdpuument 118,8 (ynbTpassyk) T npou3BOAMTENEN 1 HOTU(ULIMPOBAHHBIX OPraHoB
KXPPEKU.W' 119:3 (OnTnyeckas GromeTpust) MEDDEV 2.12/1 CucTema Haa3opa 3a MeANLMHCKUMI U3AENUsSMU
(AckoHcranTa) ToCT-MapKeTUHTOBbIE KMHUYECKME NCCRIeA0BaHIS.
Kowcrara ACD MEDDEV 2.12/2 PyKOBOACTBO NS MPOU3BOAMTENE! 1

HOTUGULMPOBAHHBIX OPraHoB
17. MOHTaX M yCTaHOBKa MeAULIMHCKOTO M3aenus

HOMTUHEGKON HACTH=

[anTnyeckme anemeHTbl

Msirkuit cknagHol ruapochoBHbIN akpunoBbIit

ranTu4eckoi Yactu

Matepuan: MaTepuar ¢ KoBaneHTHO CBA3aHHbIM MOrMoTUTENeM
YnbTPachvoneToBOro M3nyyeHms

Tun OfIHOKOMMOHEHTHas MHTPAOKYTsipHast MNH3a

Korcprrypaus Dwsaiin TRI-FIX, moavguunposatHast C, coctasnset
€[IHOe Lieroe C ONTUYECKOV YacTblo

TonuwwmHa

0,46 Mm % 0,05 mm

Tabnuua 6: MapameTpb! MnH:
0 mm)

3 cornacHo ISO 11979-3 Mywkel 4.4-4.10 (npu cxatuu,

5.00-340

4.4 Cuna cxatus
[20 - 90 mr]

0,35 mH - 0,41 mH

aa:ﬂgﬂpnoro He npuMeHMMO Anst [aHHOTO M3nenust.
18. T 0e W PEMOHT

Kauecrso Cornactio IS0 11979-2 He npumetmo. [laHHoe U3nenve He NoANEKT oBcnywaano | peMOHTY.
I30BpaeHits MM (PyHkuws nepeaau Mogynsuuv) npu 50 mm-1 8 19. Unchopmaumsi 06 M3BNeYeHUM U3 OpraHu3ma

Mopenv rmasa ACE = 0,54 ®MM ans anepTypbl 5 MM MOJ MOXeT BbiTb SKCNNAHTUPOBAHa NO HECKOMbKMM MPUYMHaM, B TOM YMcHe:
MpoyHoCTb Ha + fucnokaums O (o nceBaoakcchonmaLum, cnabble 30HyMbIl, TpaBMa 1 T.4.)
EE’l)aEbIB netnm 20,25 H (xomwarHas TeMnepatypa u 6 um/mi) + PecbpakTuBHbIii pesynibTaT nocne onepauuu He uneasneH (TauuMeHT Boe elle
Tnametp 3aBMCUT OT OYKOB)
npo3paUHoit > 4,25 MM, HOMUHABHbITE + 0,15 M + MauyueHT He AOBONEH BU3yanbHbIMU pe3ynbTatam

+ Mpgbnemel c 4O __

fipu akcnnawtatn UOT nquue ‘nenats aT0 /10 T0ro, Kak GyAeT ‘BLINONHEHa
kancynotomus YAG-nasepom. Mocne Toro, kak 6bina BbINONHeHa kancynotomms
YAG-na3epom, byneT crioxHee yaanuTs yon. Xvpypr AenaeT OCHOBHOW pa3pe3
1 BBOAVT BuckoanacTuk B rnad. O/ oTaensioT oT nepeaHeit kancynbl 1 nnbo
pa3pesaloT nepef] yaaneHuem, nubo paspes pacwmpsior, a MO yaanaiot kak
efvHoe Lenoe. Xupypry, BO3MOXHO, NoTpeGyeTcs BbiMOMHUTL BUTPIKTOMMIO
B 3aBUCUMOCTI OT OTCYTCTBMS UMW HanW4iUs CTEKMOBUAHOTO Tena B nepeaHei
Kkamepe. dkcnnaHTipyemyto MOJT MoxHO 3amenuTb Ha Apyryto VOJT, nocne yero
pa3pe3 3akpbIBaloT C NOMOLLbHO LIBOB MK 63 HUX.

20. FapaHTHiiHble 0653aTenLCTBA

«[xoHcoH & [hkoHcoH Cepmxukan BwpkH, VHK.» rapaHTMpyeT COOTBETCTBUE
KayecTBa  MeauuMHCKoro  u3penus  npu  cobniopeHun  TpeGoBaHMil K
TPaHCNIOPTUPOBAHMIO, XPaHEHMIO 11 AKCMNyaTaLun U3[ENs Ha NPOTSHKEeHUe BCEro
CpoKa COXpaHeHIst CTePUNBHOCTM U3AENNS 1 CPOKa FOHOCTH.

[apaHTVpyeMbIii CPOK TOAHOCTM M CPOK COXpaHEHWUs CTEepUnbHOCTU M3Aenus
yKkasaH Ha ynakoske ¢ nometkoit UCMONb30OBATb A10.

21. P

[0,1-0,5mm]

4.5 CmelLieH1e 0cu B CKaTOM COCTOSHIM

0,190 - 0,255 mm

[(u+ 20) < 0,493 M)

4.6 OnTnyeckas AeLeHTpauys

0,023 - 0,026 mm

4.7 OnTUYeCKit HaKMOH
[(p+ 20) < 5%

022-0,34°

4.8 Yron KoHTakTa
[20 - 60-°

40°

[20 - 90 mr]

4.9 YmeHbLUeHWe CUmbl CXaTus nocne 244

0,34 mH - 0,40 mH

nospexaenuit nocne 250 00

4.10 MpoAomKMUTENBHOCTL ANHAMIUYECKOIA HArpy3ku [HeT

npoiaeHo

0 ywknos]

Tabnuua 7: Xapaktepuctuki kaptpuaxa 1VIPR30

XapakTepuctuka

3HaveHve

Pa3wmepbl, [oiimMbl (MM)

1,3240,01 x 0,251% 0,005 x 0,70,01 (33,53£0,25 x
6,38+0,13 x 17,78+0,25)

Macca, r

0,76

[MNokpbiTie

Biocoat

[lonycTimoe OTKNOHEHue NapameTpoOB COCTABASET + 5%, €CMM HE YKa3aHO UHOE.
10. YcnoBus TpaHCNOPTUPOBKM U XpaHEHNs

TpaHcnopTpoBaTb NioBbIM BILOM TpaHCnopTa.

JIMH3bI MOCTABNSIOTCS CTEPUIIbHBIMU U PEABAPUTENBHO YNakoBaHb! B ABYCIOMHbIN

acenTu4eckuit TpaHCnopTHbI

nakeT CTepunn30BaH 3TUNIEHOKCUAOM, W ero CreayeT OTKPbIBaThb TOMbKO B YCIOBUAX
CTEpUNIbHOCTH. MakeT n WHCTPYKUMA N0 NPUMEHEHW0 BMOXeHbl B HApYXHyH

ynakoBKy. BHeLUHVe NOBEpXH

PexomeHfjoBaHHas TemnepaTypa XpaHeHus coctasnsieT 25 °C (77 °F)
XpafeHulT 1 TPaHCTopTMpoBRe Ué'peﬂl's 0T Bo3fBiCTBUST CorfFRuHBIX yuel
Tabnuua 8: Ycnosus okpyxatoLueil Cpeabl Npu TPaHCMOPTUPOBKE 1 XpaHeH!N

i nakeT. [IBYXCNOWHbIA acenTu4eckuit TPaHCMOPTHbIiA

0CTI HAPYXKHOTO NaKeTa HECTEPMIbHbI.
Mpu

Ycnosus 3Hauenns
Temnepatypa, °C n1H3bl 5-45
Temnepatypa, °C kapTpuax [Biocoat] 5-30
BnaxHocTb, % <95
[lanenwve, rMa 500 - 1060

11. Cpok cnyx6bl, CPOK FoAHOCTN

CpOoK roAHOCTM Ha ynakoBke C
3anpeLiaeTcs UMNnaHTaums
CTEpUNbHOCTU.

CpOK COXpaHeHus CTepPUNbHOCTU JIMH3bI —
CpoK CoXpaHeHust CTepUnbHOCTY NENecTKOBOrO KOHTelHepa — 4 200a.
Cpok coxpaHeHusi cTepunbHOCTY kapTpuaxa — 1 200 [biocoat].

TINH30M COOTBETCTBYET AAaTe UCTEYEHUSA CTEPUNBHOCTU.
TIMH3bI NOCNe OKOHYaHWA YKa3aHHOro Cpoka UcTeveHns

4 200a.

MpeaynpexaeHus:
Bpauw, paccmatpuBaioLLye

NepeynCneHHbIX HUXe crny4aes, JOMKHbI U3Y4UTb COOTHOLUEHME NOTeHLManbHOro

YnaKoeKa kpyrnas
nienecTkosas Ans
XPaHEHNs NMH3

I
1
1
I
1
1
I
1
1
I
1
OcHoBa ynakoBKM KpYrnoii IenecTKoBOVA - 1
IMonukapborat Makrolon 2558-550115, nponasoacTea |
Covestro AG, l'epmanus
®yTnap ans nuk3bl - Monunponunet Flint Hills 1
P4C52-027, npoussopctea Flint Hills Resources, CLLA
druketka - bymara Select 21940 - White Thermal |
Film, npoussoactea ITW Thermal Films, CLLA |
Kneswee BewectBo - AkpunypetaH Loctite UV Adhe-
sive 3211, npoussogicTsa Loctite Corp., Fepmanns 1
Haanucu -Yepruna DuPont Caiipen DSP,
npoussozacTea DuPont, CLUA I
YnakoBka - [po3payHbIi FRsHLEBbIA NakeT Ha 1
1
1
I
1
1
I
1
1
1

MakeTbl AnS UHNLLHON

cTepunu3aLmm 6ymaxHom Hocutene: MonuatunexTepedranar PET
CAS Ne 25038-59-9
Kneswee BewectBo - AkpunypetaH Loctite UV Adhe-
sive 3211, npoussogctsa Loctite Corp., lepmanns
Haanucy - Yepxuna DuPont Caiipen DSP,
npoussozacTea DuPont, CLUA

Kaptpumk 1VIPR30 Kaptpumx: Monunponunen CAS Ne 9003-07-0,

Basell Pro-Fax PD702, npoussoactaa Techno Plastics
Industries, Inc, CLUA

Totok Ans Kaptpumka BrnucTepHbIi NOTOK - MMnKkonb-MoANMULIMPOBaHHbIN
1VIPR30 nonuatunexTepedranar (PETG) 6763 npoussoacTsa
Bemis Healthcare Packaging Inc, CLIA

pucka 1 MpeuMyLLecTs:

1. MauueHTbI C PeLANBIPYIOLLMM THKENbIM BOCNANeHnem NepeHero Unu 3aaHero

CcerMeHTa Unu yBeuTom;
2. TMaumeHTbl, y KOTOPBIX MHT

Ha6ﬂ|0/:leHMﬂ, AUarHoCTUKA Unu neyYeHns 3abonesaHmit 3a[jHero cermeHTa;
3. XMpypI’MHeCKMe CNOXHOCTV NpU yAaneHn KatapakTbl, KOTOPble MOrYT MOBbICUTH

BEPOATHOCTb OCTOXHEHNI
3HauUTENbHOE
MONOXMUTENbHOE AaBMeHue,
Tenay);

4. MopaxeHue rmasa B pesynbTaTe NEPEHECEHHON paHee TpaBMbl MW MOPOK

passuus, npu
HEBO3MOXHO;

KOTOPOM

5. OGCTOﬂTeﬂbCTBa, KOTOpble NpWBEAYT K MOBPEXAEHUID 3HAO0TENUA BO Bpems

umnnaxTayuu;

6. Mono3peHns Ha MUKPOBHYHO MHADEKLVIO;
7. MNaueHTbl C HECOCTOSTENbHONM 3afHeil Kancynoi M LMHHOBOW CBSI3KOW, 4TO
nenaet yaepxatue MOJT HeBO3MOXHBIM.;

8. MO npeaHasHayeHbl Ans

9. MON senstoTcs MEeAULMHCKUMK  U3AeNUaMA  OLHOKPATHOrO NpPUMEHEHUs W
KOMMNEKTYIOTCA MHCTPYKUWUAMU MO UCMOMb30BaHWUO U Of)paLueHIMO ANA CHWKeHUsa
EOSAeI;ICTEMH yCHOBMIZ, KOTOpble MOryT HeraTMBHO NOBNWUATL HA U3adenwve, naluneHTa

unu nonb3oBatens. I'IosTop

0[HOPa30BbIX MeAULMHCKNX MBAEJ'IMIZ MOXET MpUBECTU K MexaHU4eckomy

NOBPEXAEeHU0  MeAULMHCKO!

noBpexaeHme

U U MepbI Npep; ™

BO3MOXHOCTb WMnnaHTaumm WMON B nioBom u3

PaokynapHas NiH3a MOXET NOBNUATL HA BOSMOXHOCTb

(HanpuMep, HempekpaLLAIoLLeecs  KpOBOTEUEHUE,

pajyxHoit  06OMOYKM,  HEKOHTPONMpyemoe
3HAYUTENbHbIN nponanc unu notepst CTeKNoBMAHOMO

npaBunbHOE  yaepxaHue MHTpaOKyJ’IﬂpHOI}I JIAH3bI

B3pOCbIX NaLWeHToB (18 neT u cTaplue);

Hble WCMONb30BaHWe, CTepunu3auns unu obpaboTka

0 M3NENNs, HeHaAnexalemy yHKUMOHUPOBaHMIO
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Anpec ans peknamavuit
000 «[1x0HCOH & [HKOHCOH»
121614, Poccus, . Mocksa,
yn. Kpbinatckas, A. 17, k. 2
TenechoH. +7 (495) 580-77-77
akc +7 (495) 580-78-78

3aka3 No: |l WuHosaumonHo-npoussoacTeeHHasn dpupma «MIK»

Moanuck [ata

29-02-2024

O

Lramn Ne Pa3smep: 420*700 KPACOYHOCTb CornacoBaHo 1 YTBEPKACHO:
Tun Gymaru: Menemxep: Hamanusi E2opoea
HasBaHwe 3akasa: | MHcmpykyus ZI . CYAN L | : SILVER | 3akasuuk:
Hassanue nanku: [v/] Il macenTa ; ; BRONZE Mpumesanns: [ O
Hassanue cpaina: | Outsert.ai V] vewow e danbyoeka éo pa3mepa 70*100 MM
Ov3aiinep-sepcTanbiyyi| Bupkakos Koncmanmun [v] Illstack || WHITE
HIREY [ ]ean
Bua nevatu : | M Uget no npepocTaBneHHomy caiiny :I D PAN 1 Iran
[ Uget no o6pasuy 3akasumka [ ][ ]ean ] f PAN____
™ Odcer [ Usetonpo6a I:, D TPAGAPET
O User no nanTonHomy Beepy (][] maxcnnouon
SOI,d to pmcess D D TNAK BbIBOPOYHbIV OTBECTBEHHOCTU 3a rpammMaTnyeckve 1 apyrve oL

[aHHas pacnevatka He sBnseTcs LlBeTOI'Ip06017I.

BHumarue! Mognuc knueHTa nog AaHHbIM OpUTVHAm-MaKETOM FOBOPUT O TOM, YTO KIMEHT COTMIaceH C 0BLLMM BUTOM,
TEKCTOM, pa3MepoM, OpueHTaLven. 0Cre YTBEPXAEHUS KIMEHTOM OpUrMHar-MakeTa Tunorpacus He HeceT

nbku, KOTOpbIE MOryT NPUCYTCTBOBATL B OTNEYaTaHHOM TUPaXe.
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JIun3a uHTpaokynspHas akpunosas TECNIS® 1-piece ZCB00
B KOMNIEKTe C KOHTENHEPOM, C MPUHAANeXHOCTAMM, B
cocraBe:

1. [Iun3a uHTpaokynsipHas akpunosast TECNIS® 1-piece ZCBOO B
KOMMEKTE C KOHTENHEPOM;

2. VIHCTPYKLyS N0 MPUMEHEHNIO;

3. [lononHeHue K MHCTPYKLWM MO NPUMEHEHMIO;

4. KnesilLasica Mapk1poBOYHas aThKeTKa.

Homep 1 gata PY: Ne ®C3 2011/09648 ot 06 okTsibpsi 2023 roga.
HasHaueHue: JlMH3a uHTpaokynsipHas akpunosas TECNIS®

1-piece nokasaHa Ans koppeKLum acakum y B3pOCTbIX NaLMeHTOB

(18 net wu crapie), y KOTOpbIX MOPaXEHHBI KaTapakToil

kaTapakTbl. OTO 13[eN e NOMeLLAeTCs B KanCyNsipHbIil MELLOK.
Mpoussogntens: «hkoHcoH & [hkoHcoH Cepmkukan

u sion, Inc., 31 Technology Drive, Suite 200, Irvine, CA
92618 USA.

000 «[xoHcoH & [xoHcoH», Poccus, 121614, Mocksa,

yn. Kpbinatckas, 4. 17, kopn. 2

B.V., Van Swietenlaan 5, 9728 NX Groningen, The Netherlands. 2.

AMO Puerto Rico Manufacturing, Inc., Road 402 N, Industrial Park

XpyCTanuK yaaneH nocpeacTBOM aKCTpaKancynsapHoii akCTpakLmm

BuxH, WHk.», CLUA, , Johnson & Johnson Surgical Vi-
YnonHomoueHHbI! npeacTaBuTenb npoussoanTens B PO:
Mecto npousBoactBa: Cm. Ha ynakoske. 1. AMO Groningen
Anasco, 00610, Puerto Rico.

[lata u3rotoBneHus u CpoK
FOAHOCTY - CM. Ha ynakoBke

7354953- A
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OBOPOT

100

NMUo

Diopter [vonTpus

Suggested “A”  onpaBouHbIit freRiLe[eo]

constant KoathPULMEHT
(«A»-koHCTaHTa)

Optical biometry ~ OnTnyeckasn ®
6romeTpust

Ultrasound YnbTpa3ssykoBas

biometry 6romeTpus @

Overall diameter OBt AnameTp

(@) (@)

Optic diameter OnTuyeckui EE

@B nvwameTp (2B)

Use by & Vicnonb3oBarb [0 e

(YYYY-MM-DD)  (FTTT-MM-A0) fren

Serial number CepuitHblit Homep "

SN) (CH)

®

Manufactured on e (YYYY-MM-DD)
[Llata npouseoactea e (TTTT-MM-A7)

MO ogHokoMnoHeHTHast

[IBOSIKOBbIMYyKMast UMNNaHTMpyemas B =¥
3aHI0K0 Kamepy: AKpUN ¢ KOBaNEHTHO =
€BAA3aHHbIM nornoTuTenem Y-
13nyyeHns”

A-KOHCTaHTa: TeopeTUyecKm
BblBEAEHHas!.
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