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Intraocular Acrylic 1-Piece
Lens, design versions: Sen-
sar AABOO Intraocular Acrylic
1-Piece Lens
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Revision Date: 08/2017
Rx Only

Device Description
The Sensar AABOO intraocular acrylic 1-piece lens is an ultravi-
olet-light absorbing posterior chamber intraocular lens (IOL). It
is designed to be positioned in the lens capsule where the lens
should replace the optical function of the natural crystallin lens.
Sensar 1-piece IOLs incorporate a squared posterior optic edge
designed to provide a 360 degree barrier to epithelial cells. The
edge of the optic has a frosted design to reduce potential edge
glare effects.

Indications For Use

Sensar intraocular 1-piece lenses are indicated for the visual
correction of aphakia in adult patients in whom a cataractous
lens has been removed by exiracapsular cataract extraction.
These devices are intended to be placed in the capsular bag
Precautions

Do not resterilize the lens. 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 balanced salt solution or sterile normal saline.

Do not store the lens in direct sunlight or at a temperature great-
erthan 113°F (45°C). Do not autoclave the intraocular lens.
Please refer to the specific instructions for use provided with the
insertion instrument or system for the amount of time the 10L
can remain folded before the IOL must be discarded. When the
insertion system is used improperly, the haptics of the Sensar
1-piece lens may become damaged.

Warnings

Physicians considering lens implantation under any of the fol-
lowing circumstances should weigh the potential risk/benefit
ratio:

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

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

3. Surgical difficulties at the time of cataract extraction, which may in-
crease the potential for complications (e.g., persistent bleeding, signif-
icant iris damage, uncontrolled positive pressure or significant vitreous
prolapse or loss).

4. Acompromised eye due to previous trauma or developmental defect
in which appropriate support of the I0L is not possible.

5. Circumstances that would result in damage to the endothelium
during implantation.

6. Suspected microbial infection

7. Patients in whom neither the posterior capsule nor the zonules are
intact enough to provide support for the 10L.

8. Children under the age of 2 years are not suitable candidates for
intraocular lenses.

9.AMO IOLs are single-use medical devices that are labeled with in-
structions for use and handling to minimize exposure to conditions 1hal

3. Holladay J.T., Prager T.C., Chandler T.Y., Musgrove K.H., Lewis J.W.
and Ruiz R S., “A three-part system for refining intraocular lens power
calculations’, J Cataract Refract Surg. 14,17-24 (1988).

4. Retzlaff J.A, Sanders D.R. and Kraff M.C., “Development of the
SRKIT intraocular lens implant power calculation formula”, J Cataract
Refract Surg. 16, 333-340 (1990). Erratum in: J Cataract Refract Surg.
1990;16:528.

5. Olsen T. “The Olsen formula”. In: Shammas HJ, ed, Intraocular Lens
Power Calculations. Thorofare, NJ, Slack, 2004; 27-40

6. Canovas C., Artal P. “Customized eye models for determining opti-
mized intraocular lenses power’. Biomed. Opt. Express 2011;2:1649-
1662

Patient Registration Section (For US)

Each patient who receives a Sensar 1-piece I0L must be registered
with AMO by me time of lens implantation.

Table 1

Adverse Events Model AABOO vs.
1SO 11979-7: (2006) SPE*-Rates
All Subjects (N = 123)

Curve 3: Spectral Transmittance (T) 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 IOLs (6-30 diopter)
‘made with this material.

may compromise the product, patient, or the user. The
ization/reprocessing of AMO single-use medical devices may result in
physical damage to the medical device, failure of the medical device
to perform as intended, and patient illness or injury due to infection,
inflammation, and/or illness due to product contamination, transmis-
sion of infection, and lack of product sterility. The Sensar 1-piece 10L
should be placed entirely in the capsular bag. Do not place the lens in
the ciliary sulcus.

Adverse Events

As of August 10, 2007, the incidence of adverse events experienced
during the clinical trial for Model AABOO is similar to or less than those
of the historic control population ISO SPE (Safety and Performance
Endpoints) Rates as shown in Table 1.

Clinical Trial (Sensar 1-Piece Lens, Model AAB00):

A multicenter, unilateral, open-label, non-comparative clinical evalu-
ation was performed for the Sensar 1-piece lens, Model AABOO. The
clinical trial was initiated on November 30, 2005. The purpose of the
study was to evaluate the safety and efficacy of lens model AABOO in
subjects undergoing cataract removal and intraocular lens implanta-
tion. Following routine cataract removal by extracapsular cataract ex-
traction, all I0Ls were implanted in the capsular bag with a continuous
cunvilinear capsulorhexis.

The results achieved by 117 patients followed for one year provide
the basis for the data supporting the use of this lens design for visu-
al correction of aphakia. 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 Asian. The best correct-
ed distance visual acuity results for the “best case” patients at 1 year
(330-420 days) postoperatively are provided in Table 2. In addition the
data compared to the ISO SPE Rates values (historical control) are
presented in Table 3.

Detailed Device Description

Lens Optic

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

2. Power: +6.0 to +30.0 diopter powers in 0.5 diopter increments

3. Optic Center Thickness: 0.74 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 +6.0 diopter lens (thin-
nest) and a +30.0 diopter lens (thickest) are shown in Figure 1
Haptics

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

4. Haptic Thickness: 0.46 mm

Directions for Use

1. Prior to implanting, examine the lens package for IOL type, power,
proper configuration and expiration date.

2. Open the peel pouch and remove the lens in a sterile environment
Verify the dioptric power of the lens.

3. Examine the lens thoroughly to ensure particles have not become
attached to it, and examine the lens optical surfaces for other defects.
4. If desired, the lens may be soaked or rinsed in sterile balanced salt
solution prior to implantation.

5. AMO recommends using the UNFOLDER Platinum 1 Series Implan-
tation system or an equivalent insertion instrument or system to insert
the Sensar 1-Piece lens. 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
steriity of the lens may have been compromised.

IOL Power Calculation

The power of the IOL to be implanted should be calculated prior to
the surgery. The most commonly used methods are listed below (1-
4). These paraxial calculations are based on thin lens theory and their
inputs should be as accurate as possible. Therefore an accurate biom-
efry is the basis of a precise IOL power estimation. The IOL constant
is the other input needed for the calculation. The one that is labeled is
based on both theoretical calculations and clinical results. However, it
should be optimized according to the formula used, the surgical tech-
nique as well as to the device, as used for biometric inputs.

Some other methods using theoretical models of the eye have been
described, such as paraxial thick lens theory (5) or exact ray tracing
(6), that considers comeal and IOL aberrations.

For further information or assistance in the calculation of the optimum
10L power for your patient, please contact your AMO sales office that
will direct you fo the corresponding expert on the field.

1. Haigis W. “The Haigis formula”. In: Shammas HJ, ed, Intraocular
Lens Power Calculations. Thorofare, NJ, Slack, 2004; 41-57.

2. Hoffer K.J., “The Hoffer Q formula: a comparison of theoretic and
regression formulas”, J Cataract Refract Surg, 19, 700-712 (1993). Er-
ratum in: J Cataract Refract Surg 1994;20:677. Erratum in: J Cataract
Refract Surg 2007;33:2-3

by completing the Implant
Card that is enclosed in the lens package and mailing it to AMO. Patient
registration s essential for AMO's long-term patient follow-up program
and will assist AMO 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
pracitioner seen in the future.

Reporting

All adverse events, regardless of severity and whether or not attribut-
ed to the implant, are to be reported to AMO at 1-877-266-4543 (U.S.
only) or by contacting your local AMO representative. In the event of a
life-threatening incident or serious adverse event, AMO must be noti-
fied immediately (no later than 48 hours upon detection) by phone and
by faxing a completed adverse event form.

How Supplied

The Sensar 1-piece lenses are supplied sterile in a lens case within a
double aseptic transfer peel pouch and outer packaging. 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 external 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 AMO office regarding lens return or ex-
change.

Patient Information

Each patient should receive information regarding the intraocular lens
characteristics prior o the decision to implant an intraocular lens.
Caution

Federal (USA) law restricts this device to sale by or on the order of a
physician.

AMO, UNFOLDER, Sensar, TRI-FIX and PROTEC are trademarks of
Johnson & Johnson Surgical Vision, Inc.
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*Per 1SO 11979-7: 2006/Amd.1:2012 E Ophthalmic Implants
-Intraocular Lenses (Part 7). The SPE rate is the safety and
performance endpoint.

**This rate is not statistically significantly higher than the ISO SPE
Rates cumulative rate for posterior chamber IOLs of 3.0% (p=0.5060).

+This rate is not statistically significantly higher than the 1SO SPE
Rates persistent rate for posterior chamber IOLs of 0.5% (p=0.4437).
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Best Corrected Distance Visual Acuity (Snellen
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Edema (CVE) AABOO
Endophthalmis o [oo] - - | 1. Purpose of the medical device
Hypopyon o oo | - - 03 1.1. Name of the medical device
Persistent rts - - 0 00 - 03 Intraocular Acrylic 1-Piece Lens, versions: ZCBOOV, AABOO (hereinafter
‘Secondary Surgical referred to as lens, I0L, device, product).
Intervention 1.2. Purpose of the medical device
e 1 08 | - - 08 The lens is indicated for the visual correction ufaphak\a in adult patients

Nomoon Post inwhoma cataract
Toms Disocaton T 20 N 01 extraction. This device is intended to be p\aced m the capsular bag
Fp— 5 0 m 1.3. Indications

ooy Bod - - The lens is indicated for the visual correction ofaphak\a inadult patients
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PersstntRaised extraction. This device is intended to be p\aced in the capsular bag.
PP Reauiing . R T B 04 1.4, Contraindications
pye=— There are no known contraindications.
e e 1.5. Possible side effects

toimproperloading | ' 08 As of August 10, 2007, the incidence of adverse events experienced

technique during the clinical trial for Model ZCBOOV and AABOO is similar to or

less than those of the historic control population (FDA Grid for posterior
chamber I0Ls) (see Table 1)

1.6. Information on indications for use and specific characteristics
when using the medical device in persons with implanted medical
devices, pregnant women, breastfeeding women, children and adults
with chronic diseases.

Consultation with the patient's physician is recommended  before
implanting this lens to people with other medical devices implanted into
their body, pregnant women, breastfeeding women, and adults with
chronic diseases.

Children under the age of 2 years are not suitable candidates for
intraocular lenses.

1.7. Information about possible effects of this device on the ability to
drive and operate machinery Not applicable.

* Excludes subjects with macular degeneration at any time during the

study

*Per 1SO 11979-7:2006/Amd. 1:2012 E Ophthalmic Implants
- Intraocular Lenses (Part 7): the SPE rate is the safety and
performance endpoint

tIncludes three subjects who experienced a Nd:YAG posterior
capsulotomy
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Curve 1: Spectral Transmittance curve of a typical 6 diopter 10L
(thinnest), UV cut-off at 10% T is 376.5 nm.
Curve 2: Spectral Transmittance curve of a typical 30 diopter IOL
(thickest), UV-cut-off at 10% T is 380.0 nm.
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>80 8 | 14 ms| 4 22| 0 00| 0 00 Name Johnson & Johnson Surgical Vision, Inc.
Tomr o | ® ws | v ms| o w0 | o oo Address 31 Technology Drive, Sute 200, Ivine, CA 92618, USA
2.2. Medical device production sites
TABLE 3 1. AMO Puerto Rico Manufacturing Inc., Road 402 N, Industrial Park,
Best Corrected Distance Visual Acuity Anasco, 00610 Puerto Rico.
(Snellen Equivalent) at 1 Year 2. AMO Groningen B.V., Van Swietenlaan 5, 9728 NX Groningen, The
Best Case Subjects* (N = 110) vs. ISO 11979-7(2006) Netherlands. e
SPE* Rates 2.3.Information about
— in the Russian Federation
TOTAL VISUAL ACUITY 20/40 | 15O SPE Name Johnson & Johnson Russia LLC
DE“CGfDE OR BETTER Rates Address 17, Krylatskaya str., bld. 2, Moscow, 121614
N % N % % Telephone ~ +7 (495) 580-77-77
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|| &r| 3 Description of the prin the work of
07 m v = 00 o5 the medical devices and its features
% m ™ 0 00 o5 The TECNIS® OptiBlue 1-Piece Lens, Model ZCBOOV,
n is an ultraviolet (UV) and violet light-filtering foldable intraocular lens
TOTAL 10 1000 10 1000 967 (I0L). The lens optic is symmetrically biconvex and consists of a

soft acrylic material with UVAM (a supplemental UV-light absorbing
material) and a proprietary violet light-fitering chromophore which
reduces transmittance of violet light wavelengths.
The lens optic of the Model ZCBOOV lens is capable of being folded
prior to insertion, allowing placement through an incision smaller than
the optic diameter of the lens. The supporting haptics provide for proper
positioning and fixation of the 0L optic within the eye. The lens aiso
a proprietary d d aspheric anterior optical
surface identical to that of the TECNIS® IOL Model Z9000, to reduce
ocular spherical aberration. The effect of this wavefront-designed
aspheric anterior optic feature has been clinically assessed on the
TECNIS® IOL, Model Z9000. The Model ZCBOOV lens is designed to
reduce glare and provide a 360-degree barrier.
TECNIS® OptiBlue 1-Piece ZCBOOV is intended to be positioned
posterior to the iris, where the lens should replace the optical function
of the natural crystalline lens. This position allows the lens to function
as a refractive medium in the correction of aphakia. The wavefront-
designed aspheric anterior optic is designed to reduce ocular spherical
aberration. The Model ZCBOOV lens is designed to reduce glare and
to provide a 360-degree barrier. Accommodation will not be restored.
The Sensar AAB0O 1-piece lens, made by Johnson & Johnson
Surgical Vision, Inc., is an ultraviolet-light absorbing posterior chamber
intraocular lens (I0L).Itis designed to be positioned in the lens capsule
where the lens should replace the optical function of the natural
crystalline lens. Sensar 1-piece I0Ls incorporate a squared posterior
optic edge designed to provide a 360-degree barrier to epithelial cells.
The edge of the optic has a frosted design to reduce potential edge
glare effects.
4. Method of application

DIRECTIONS FOR USE:

1. Prior to implanting, examine the lens package for IOL type, power,
proper configuration and expiration date.

2. Open the peel pouch and remove the lens in a sterile environment.
Verify the dioptric power of the lens.

3. Examine the lens thoroughly to ensure particles have not become
attached to it, and examine the lens optical surfaces for other defects.
4.1f desired, the lens may be soaked in sterile balanced salt solution
until ready for implantation.

5. Johnson & Johnson Surgical Vision, Inc. recommends using the
UNFOLDER Platinum 1 Series Implantation system or an equivalent
qualified insertion instrument or system to insert the Sensar (AAB0O)
1-piece lens. Johnson & Johnson Surgical Vision, Inc. recommends
using the Emerald-AR handpiece and One Series cartridge, Model
1CART30, or an equivalent insertion instrument or system to insert the
TECNIS® OptiBlue (ZCBOOV) 1-piece lens. Only insertion instruments
that have been validated and approved for use with this lens should be
used. Please refer to the directions for use provided with the insertion
instrument or system for additional information

Caution: Do not use the lens if the package has been damaged. The
sterlity of the lens may have been compromised.

I0L POWER CALCULATION

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;. Erratum in: J Cataract Refract Surg 1994;20:677. Erratum
in: J Cataract Refract Surg 2007;33:2-3

2) Holladay, J.T., Musgrove, K H., Prager, T.C., Lewis, J.W., Chandler,
TY., and Ruiz, RS. 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 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 anterior 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

SRKIT intraocular lens implant power calculation formula. Journal of

Cataract and Refractive Surgery. 1990; 16:333-340; ERRATA, 1990;

16:528.

7) Lowery, MD., Makker, H., Lang, A. Effect of the speed of sound in

Sensar acrylic lenses on pseudophakic axial length measurements.

Journal of Cataract and Refractive Surgery. 2002 Jul; 28(7):1269-70.

8) Haigis W. “The Haigis formula”. In: Shammas HJ, ed, Intraocular

Lens Power Calculations. Thorofare, NJ, Slack, 2004; 41-57.

9) Canovas C., Artal P. “Customized eye models for determining

optimized intraocular lenses power’. Biomed. Opt. Express

2011;2:1649-1662.

5. Technical specification of the medical device

5.1. The basic composition and a list of accessories of the medical

device

The intraocular acrylic 1-piece lenses, versions ZCBOOV and AABOO,

are supplied with the following components:

Contents of the consumers packaging (carton packaging):

- Device in a two-layer aseptic pouch;

- Operational documentation:

1. Directions for Use*;

2. Patient Card;

3. Implant Identification Card;

4. Patient Label.

Sterile lens packaging (pouches) in a daisy wheel package:

- Intraocular acrylic lens;

- Daisy wheel packaging for storage of the lens.

5.2. Possibility and ways of integration with other medical devices

Please refer to 5. Method of application

5.3. The materials from which the medical device or its main parts are

constructed

ZCBOOV: soft acrylic material with UVAM and a proprietary violet light-

filtering chromophore.

AABOO: optically clear, soft foldable hydrophobic acrylic with a

covalently bound UV absorber. Full transmission of blue wavelength

light for optimal scotopic sensitvity.

6. Information about packing

How supplied

Each lens is supplied sterile in a daisy wheel case inside a double

sterile transport package. The double sterile transport package has

been sterilized by ethylene oxide and must be opened only in sterile

conditions. The daisy wheel case is labeled with the serial number,

catalog number, diopter power, and optic and overall dimensions.

External surfaces of the package are not sterile.

The pouched IOL is placed along with Directions For Use (DFU), a

patient identification card, extra identification labels, and a business

reply card in a folding carton.

The patlem should be instructed to keep the pa(lem identification card
tto their

and storage
This devics can be cared by any mode of ranspor.
Le

yer aseptic
transport pouch. The dual-layer aseptic transport pouch is sterilized
by ethylene oxide and must be opened only in sterile conditions. The
pouched 0L is placed along with Directions For Use (DFU), a patient
identification card, extra identification labels, and a business reply card

in a folding carton. The external surfaces of the outer pouch are
not sterile. The recommend storage temperature is 25 °C (77
°F). Keep away from sunlight during storage and transportation.
8. Lifespan, shelf life

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

Implantation of the lens is forbidden after date of expiry.

The sterility preservation term for each version is as follows:

1. TECNIS® OptiBlue ZCBOOV Intraocular Acrylic 1-Piece Lens
5 years;

2. Sensar AABOO Intraocular Acrylic 1-Piece Lens - 5 years.

9. Operating Warnings and Precautions

Warnings:

Physicians considering lens implantation under any of the
following circumstances should weigh the potential risk/benefit
ratio:

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

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

3. Surgical difficulties at the time of cataract extraction, which
may increase the potential for complications (e.g., persistent
bleeding, significant iris damage, uncontrolled positive pressure
or significant vitreous prolapse or loss).

4. Acompromised eye due to previous trauma or developmental
defect in which appropriate support of the IOL is not possible.

5. Circumstances that would result in damage to the
endothelium during implantation.

6. Suspected microbial infection.

7. Patients in whom neither the posterior capsule nor the
zonules are intact enough to provide support for the IOL.

8. Children under the age of 2 years are not suitable candidates
for intraocular lenses.

9. Johnson & Johnson Surgical Vision, Inc. IOLs are single-
use medical devices that are labeled with instructions for use
and handiing to minimize exposure to conditions that may
compromise the product, patient, or the user. The reuse/
resterilization/reprocessing of Johnson & Johnson Surgical
Vision, Inc. single-use medical devices may result in physical
damage to the medical device, failure of the medical device to
perform as intended, and patientillness or injury due to infection,
inflammation, and/or illness due to product contamination,
transmission of infection, and lack of product sterility.

10. The I0L should be placed entirely in the capsular bag. Do
not place the lens in the ciliary sulcus.

Precautions:

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

2.Do not soak or rinse the intraocular lens with any solution
other than sterile balanced salt solution or sterile normal saline.
3. Do not store the lens in direct sunlight or at a temperature
greater than 113°F (45°C). Do not autoclave the inraocular lens.
4. Please refer to the specific instructions for use provided with
the insertion instrument or system for the amount of time the 0L
can remain folded before the IOL must be discarded.

10. Environmental requirements

10.1. Requirements for the protection of the environment in the
application of MD

This medical device has no effect on the environment.

10.2. Utilization method/Disposal

After explantation the lens is destroyed in accordance with the
local regulations for potentially infectious waste (B class).

L i cycled i d

with local regulations as epidemiologically non-hazardous
waste similar in composition to municipal solid waste, Class A.
11. Methods and means of disinfection and pre-
sterilization cleaning

Not applicable. The medical device is supplied sterile. For single
use only.

The medical device is not designed to undergo disinfection or
re-sterilization.

12. Methods and conditions of sterilization
Ethylene oxide sterilization

The product, once packaged in a daisy wheel package and a
dual pouch, is sterilized by ethylene oxide. The product is sterile
if the package is sealed and undamaged up to the sterility
expiration date.

13. Information about installation

Not applicable for this medical product.

14. Information about maintenance and repair of
the MD

Not applicable. This product cannot be repaired.

15. Warranty

Johnson & Johnson Surgical Vision, Inc. guarantees the quality
of the medical device on the condition of compliance with the
requirements for the transportation, storage and use of the product
throughout ts entire sterilty preservation term and shef ife.

The guaranteed shelf life and sterility preservation term of the
product are indicated on the package as the “USE BY” date.
16. Claims

Address for claims

Johnson & Johnson LLC

ul. Krylatskaya, 17

121614, Moscow

phone +7 (495) 580-77-77

fax +7 (495) 580-78-78




JnH3a nHTpaokynapHas @
akpunosas
OJHOKOMMOHEHTHast

B BapuaHTe UCMOJTHEHHUA:
Sensar AAB00

OrnyckaeTes ToNbKo No peuenty
Onvcanue u3penws

Tunza
AABOO npeacaenser coboit wmnnanmpyewm B 3aHI0K0 Ka-
Mepy mmasa y (ON), nors

yNbTpacMONeTOBOE MaNyUeHMe. 3ry nWHay yCTaHaBnMBaloT B
Kancyne XpycTanuKa, e OHa 3aMElWaeT ONTUYEckylo dyHK-
Ul0_€CTECTBEHHOTO XpyCTanMKa rnasa. Onmweckzn yacts
36l UeeT anHui Kpaii,
KOTOpbI 0BecneyMBaeT no BCei OKPYXHOCTH Gapbep Ans kne-
Tok anvtenus. Kpaii onTudeckoit yacti MON MatuposaH ans
CHIKEHUR BO3MOXHOTO S(heheKTa opeona no ee Kparo.
TMoKa3aHus K NPUMEHEHMIO
JUH3a MHTPAOKYNSiPHAS ONHOKOMMNOHEHTHas Sensar nokasaHa
AN KOPPEKUAM 3PEHMA NP ahaKnu y BIPOCTILIX NALINEHTOB, Y
KOTOPbIX NOPaXEHHbII KaTapaKToi XpyCTanuK yaaneH nocpea-
CTBOM GKCTPAKNCYNAPHOI AKCTPAKLAN KaTapaKThi. 370 uage-
e NIOMELLAETCA B KAMCYNAPHbIi! MELLIOK.
Mepb! NPeAOCTOPOKHOCTH
He crepunuayiie nMH3y MOBTOPHO. BOMbIIMHCTBO CTepUNU3a-
TOPOB He NPUCTIOCOBAEHO AN CTEPUNMIALIN MATKOTO aKpUTo-
BOFO MaTepiana 663 HeXenaTenbHLIX NOBOYHLIX APAEKTOB.
He iiTe v He i K3y

8 KaM-NMO PACTBOPAX, KpoMe

nukal Sensar Mopenvt AABOO. 370 KnUHUYECKOe VCnbITakue Hada-
nock 30 Hosi6ps 2005 r. Efo Lenbio Gbina oLieHka BE3onacHoCTH 1
OXEKTIBHOCTH T3l MOgen AABOD y nauyieHTos rocre yp,aneum
KaTapaTsi u X
HOTO YAianeHMs KaTapaKTbl METOROM SKCTPaKanCyNApHOil sxcrpaxuuw
Bce VIO Bbin MMNNaHTUPOBAHDI B KANCYNSAPHBIA MELLOK C NPUMeHe-
HUGM HEPEPSIBHOTO KPYTOBOR0 (ENCYNOEICica.
17

Teveme TORA, COTABIAIOT OGHOBY AHHIX, FOBOPALYAK B O3y npur
MEHEHIR TH3 TaKO/ KOHCTPYKLYM ANA KOPPEKUMW 3peHNs NpH aca-
k. Cocrae uccnesyemoit rpynnbl (123 nauuenta): 56,9 % KeHLmH
1 43,1 % myxuns; 93,5 % u3 Hux - Genbie, 4,1 % — yepHble, a 2.4 %
— aauarbi. Jlyulume peaynbTaThl KOPPEKLM OCTPOTLI AUCTAHLIMOHHOTO
3peHVs Y NaLIEHTOB, AN KOTOPLIX NPOLIEAYPa OKA3aNach Haubonee
adpebexTvaHof, vepes 1 ron (330-420 aveir) nocne onepau npyse-

5. Olsen T.“The Olsen formula’. In: Shammas HJ, ed, Intraocular Lens
Power Calculations. Thorofare, NJ, Slack, 2004; 27-40

6.Canovas C., Artal P. “Customized eye models for determining
optimized  intraocular lenses power”. Biomed. Opt. Express
2011;2:1649-1662

Pa3spnen peructpaumm naymentos (ana CLUA)

KaXaoro naupienTa, KOTOpOMy WMANGHTUDYETCS OBHOKOMNOHeHTHas
“nWH3a Sensar, HeoBXORVMO BPErMCTPHPOBATS B 6236 [1aHHEIX KOMNaHNA

[lononHeH1e K MHCTPYKLMM NO
npumeHernto MeanumHckoro
W3penuns (MW)

4T0Bbl yMeHbLUKTL ahexT 3acseTa u obecneunTs Gapbep no Beeit
OKpYXHOCTH.

OpHOKOMNOHeHTHAS  WHTpaokynsipHas nansa TECNIS® OptiBlue
ZCBOOV npeawasHaveHa A pasMellieHms nosamt pamyxHoii 06o-
NOYKM TN1a3a, /1€ OHa BLINONHAET ONTUYECKYI0 (hYHKLMIO CTECTBEH-
HOTO XpyCTaNWKa rMasa. B TaKoM MONOXEHIM NIMH3a MOKET BbIMONHSTH

TNuH3a nuT byHKLO
Han, BapuaHTbl ucnonHenmns: ZCBOOV, AAB0O.
1. napenust

Johnson & Johnson Surgical Vision, Inc. k MomeHT

LIS pervCTpaLyn CreayeT 3anoMHNTL PErvcTpaLMoHHyio Kapmw{y
MMINaHTaTa, BROKEHHYIO B YNaKOBKY C MWHAOH, W OTIPABUTL €€ O
noute 8 komnakmio Johnson & Johnson Surgical Vision, Inc. Peructpa-
Li/9 NALYIEHTOB — BAXHAR COCTABNSIOWLAS AONTOCPONHOI POTPaMMB!
KoMnaHAn

1.1 HaMMeHosaHue Me/:\uuvwckoro anenus
T

BapUaHTh!
Mcnonnenusc ZCBOOV, AABOO (nanee — nux3a, MO, ycrpoiicTeo,
wagenve).

s
Johnson & Jofinson Surgical Vison, I
o

neHbl 8 Tabnuue 2 (Table 2). Kpowe Toro, T AakHsle
€0 3HaueHuAMY Tabnuup! FDA (MCTOpUECKid KOHTPONL) (oM. Tabnuuy 3
(Table 3))

Moapo6Hoe onucakme ycTpoiicTaa

OnTuyeckan 4acTb NUH3bI

1. MaTepuan oNTMYECKOH YaCTW: ONTWYECKA NPO3PauHBIl, MATKAit
CKNa/Hoi rapOoBHBIA akpUNOBbIi MaTepuan ¢

DeaKLAX Y NaLEHTOB WAH ncTeH-

LManbHO ONACHBIX AR 3PEHNS OCTIOKHEHNSX.

B ynakoBky ¢ NH30/1 BNOXeEHa UAEHTU(MKALMOHHAS KapTa MMNNaKTa-

a. 3Ty KapTy CneyeT nepesiaTh NauyieHTy, rpomCTpyTIORES 000
2HNTS € Kak

TaTa U NpeABABNATb KaKAOMY OPTAfsONOY, Y KOTOPOTO naqwew

Byner Hab: B

HbIM nornoTUTenem nanyyenus. e
MIPOMYCKaHHE ANMHbI BOMHEI CHHETo CBeTa Ans onTmmanbMom cKoto-
NAYECKOTO BOCTPUATUS.

2. OnTwueckas cuna: ot +6,0 A0 +30,0 MONTPWi C warom 0,5 AMoNTpiK,

3 Tonuwa uempa onT4ecKoit «am 74 MM (+20,
CTH: i 3apHuit Kpai
PROTEC no sceu oxpymnocm
1,47 npn 35°C.
s I KpyBie rpanuly "

TOBOTO ManyueHuts npi KosdpcpuumerTe T = 10 % A4nA Mukabi 8 +6,0
AvonTpuit TONWWHa) ¥ NKK3bI B +30,0 AvonTpuiA (Mak-

HOTO CONEBOTO MM CTEPHITBHOTO (UIMOMOTHHECKOTO PACTBOpA.

He ponyckaiite nonaaaHMa Ha MUH3Y NPAMbIX CONHEYHbIX Ny-

e, TeMnepaTypa BO3[yXa B MECTE XPAHEHIS HE OTKHA Npe-

Bbiwarh 45 °C. He asToKasMpyiiTe WHTPAOKYNPHYIO TWAH3Y.

TpoMexyTOK BpemeHH, 8 TeveHHe KoToporo VIO moxer ocTa-

BATbCA B CIOKEHHOM COCTOSHUM, 110 MCTEYEHIM KOTOPOTO ee
B no

CUManbHas TonlyHa) nokasaHs! Ha puc. 1 (Figure 1).
FanTuyeckue anem
1. Matepyan: msrknit cma/:umu MAPOGOBHIA aKpUNOBBIA MaTepHan

Cwuctema yBeaomneHus

060 BCex HEBNAroNPUATHbIX ABNEHUSX, HE3ABUCUMO OT UX TSKECTM
W OT TOTO, CBA3aHbI NIA OHM C UCTIONb30BAHHEM UMMNGHTATa, CRIeay-
e coobujats komnanwi Johnson & Johnson Surgical Vision, Inc. no
Tenecory 1-877-266-4543 (Tonbko B CLUA) WM Yepes MecTHoro
npeacTaBuTens. B criyuae BOHAKHOBEHWS YTPO3bI XM3HW NaliieHTa
W NPU CepbesHbix HeBNaronpusTHbIX SBNEHNsX HeoBXOAUMO Hesa-
MEATUTENLHO (He No3aHee Yem e 43 2608 oG OGRapyKEHA

1.2. HagadeHve MegMuuHGIoro uapenns
TNunsa npe s KoppeKY apeHns npi acha-
KAW Y BIPOCTLIX NALYIEHTOB, Y KOTOPbIX NOPaXeHHblt KATapaKTot
XPYCTANIMK YAaNeH MOCPEACTBOM JKCTPAKANCYNAPHOI SKCTPAKUMM Ka-
TapakTbl. 3T U3Aenve OMELIAETCA B KaNCyNAPHsIiA MLWOK.

1.3. Mokasaus

TH3a npeqHasHaveHa AN KOPPEKLM 3peHUs npi achakum y B3pOC-
TIbIX TAUYIEHTOB, Y KOTOPSIX MOPAXEHHI KATAPAKTO/ XPYCTATIAK YAa-
TIeH NOCPE/CTBOM 3KCTPAKANCYAPHON JKCTPaKUMU KaTapaKTel, 910
U31enVie NOMELLAETCA B KaNCyMAPHbIA MELWOK.

1.4. MpotueonokasaHms

V1aBeCTHLIX NPOTMBONOKa3AHMT HeT.

1.5. BO3MOKHbIE M0G0YHBIE AGHCTBHS MpH MCTONb30BAHIM METULIAH-
cKoro uanenust Mo cocToswio Ha 10 asrycta 2007 rofa YacTora He-

ieHW, B0 Bpews -
NbiTaHuit Mopenu ZCBOOV n AABOD, He npesbilwaeT TakoBoit B UCTO-
pU4ECKOI KDHTDON:HOM rpynne (tabnuua YnpasneHus no KOHTPOMO
3 CLUA gna VO,

onacHocTu) gical Vision,
Inc. no TenedoHy M oTpaBuTL Mo wakcy THNOBO/! AOKYMEHT C U3NIOXe-
Huem 06CTORTeNbCTB HeBNAroNPUATHOTO ABNEHMS.
Oopma nocraBkn

nuH3a Sensar B Buae
8 IBYXCIOIHOM aCenTHeckom rpaucnnpmnm nakeTe W ynakoske.

c CBSI3aHHbIM wany-

2. OOHOKOMNOHEHTHaR NMH3a.

we-
NONb30BAHVIO UHCTYMEHTA M CUCTEMbI AN BBEAEHUS NVH-
361, TP HEHALNEXALIEM NPUVMEHEHMN CUCTEMbI [N BBEAIEHNS
FanTUYECKME ONEMEHTS! OBHOKOMMOHEHTHO MMHabI Sensar
MOTYT BbiTb MOBPEX7EHS

Mpeaynpexaexna

Bpauu, IMH3bI
B NI06OM 13 NEPENUCTIEHHBIX HIKE CNY|aEB, OMKHbI ouemm:
COOTHOLLIEHYE MIOTEHLANHBIX PYCK 1 NONE3bI.

1. NauieHTsl
TIEPEAHET0 I 33HETO CETMEHTa Na3a Ui yBEeMTOM.

2. TlaUMeHTHI, Y KOTOPLIX UHTPAOKYNAPHAR NMH3A MOXET No-
BIVSTb Ha BOIMOXHOCTS OCMOTP, AMATHOCTAKW WM NIeNeHis
3aBoneBaHwii 3aAHEr0 CermenTa rmasa.

3. XVpyprueckie CrOXHOGT NpW  yJaneHms — KaTapakTe,
KOTOpbIE MOTYT MIOBLICHTE BEPOATHOCTS OCOXHEHIT! (HanpH-

. Kondhuryps TP it au3aid TRI-FIX, p: dop-
Ma, COCTABNSET €MHO LENOE C OMTUMECKOM YaCTI0.
4. TonuHa ranTueckoi yacT: 0,46 .
WHCTPYKUMS N0 UCMONbL30BaHNIO
1. Mepea WMNNaKTaLytel ocMoTpUTe ynakosky VOJT, 4ToBbl npose-
puTb e Tun, yio cuny, purypaLuh M cpok
FOAHOCT.
2. BokpoiiTe YNaKoBKy 1 U3BNEKATe nAHy B CTepunsHoit cpene. Mpo-
BEpLTE ONTMYECKYHO CUNY MUH3bI
3. TujatensHo OCMOTPUTE NIMH3Y, yBEAUTECH B TOM, UTO K Helt Hi4ero
He NPUIMNNO, 1 YGeauTECH B OTCYTCTBMM APYIMX AE(EKTOB Ha onTU-
ECKUX NIOBEPXHOCTSI.
4.Tlpi HEOBXOMMMOCTH [0 MOMEHTa UMMNAHTALAM TMHEY MOKHO
CMOYUTS UM OMIONOGHY TS CTEPUTISHBIM COANGHCHPOBaHHIM CONEBIM
PacTBOpoM.
5.[InA BBe[leHNA O/IHOKOMMOHEHTHON NUH3bI Sensar KomnaHus
Johnson & Johnson Surgical Vision, Inc. pekomexayet ucnonb3o-

mep, P 3

nospexzeH1e pagyxHoii 06onouKky, no-
BbIWEHHOE AABNEHME, 3HAYMTENbHbIA NPONAnc Wik noteps
CTexnoBHaHOrO Tena).

4. TopaxeHue M1asa B pesyrIbTaTe NepeHeceHHOM paee Tpas-
Mbl WM T10POK Pa3BUTHR, NIpH KOTOPOM MIPABUTIBHOE YAEpXaKHe
V0N HeBO3MOXHO.

BaTL cuctemy UNFOLDER Platinum 1 Series unu

VHCTYMeHT, MMBO CUCTEMy [N BBEMIEHMA GHANOTAYHOTO KNACCa.

Crefyer 1Cnonb30BaTh TONLKO MHCTYMEHTSI /AN BBEAIEHNS, HCTbl-

TaHHbIE 1t YTBEPXAEHHbIE K NDAMEHEHVIO C 3TAM TUTIOM fAHabI. [lo-
oM

UHCTDYMEHTa WV CHCTEMb! AN BBGCHHS
He

5. OBcTosTenLCTBa, KOTOPbIE NPUBEAYT K 3HAO-

Tenvis B0 BpeMS UMMNaHTaLMM.

6. Moto3pekHue Ha MHKDOBHYI0 MHEKLYO

7. TalyieHTS, Y KOTOPLIX U 33QHAR KANCYNa, M CBA3KN NIOBPEX-

[eHbl HAaCTONbKO, YTO He MoryT yaepxaTs MOJ.

8. VHTpaokynsipHble NMH3b! He NOAXOAAT AN AeTel A0 2 ner.

e VIOMI BS10TCS ORHOPA30BbIMA MEULIMHCKAMA UIRENMAMA

K HAM no 06-

paﬁon(e \TOBb CBECTH K MUHUMYMY YCIOBHS, CIOCOBHbIE M0~

CTaBHTL N0 YTPO3y COXPAHHOCTL M3AENMS, a Takke Besonac-

HOCTb NaUYieHTa 1 nonb3osarens. M0BTOpHOE Ucnonb3oBaHHe!

cTepunusaLusiobpaboTka Npon3soaMMbIX komMnaHueit Johnson

& Johnson Surgical Vision, Inc. MemyLUHCKAX uanenvit oaHo-

pasosoro MOXET NpYIBECTH K y
winu i pabote

V3ENUR, 3 TaKke CTaTb NPAYMHON BONE3HI Wi YpaaMhl nauu-

iTa win

e KU,
BbI3BAHHOTD 3apa)KeHMeM Wanenws, nepenaueu ]
HeJI0CTATOHHOM CTEPUNBHOGTLH0 U3Tenvs.
K3y MHTPaOKYNApHYK0 OAHOKOMMOHeHTHyIo Sensar cneayet
NIONHOCTLI0 NOMELLIATS B KANCYNAPHBIA Mellok. He pasvieiait-
Te NWK3Y B LNMapHoit Gopoaae.
He6naronpusTHble iBNeHUs
o cocroskuio Ha 10 asrycra 2007 rofa vacTota HeBnaronpit-
STHBIX SIBNEHUH, OTMEYABLLIXCS BO BDEMA KIMHHUECKAX MCTIbl-
Taruin mogenu AABOO, He NPEBLILIAET TaKOBOV B UCTOpHYE-
CKOJA KOHTPOHOTE FpyMNe (TaBAMLia YpaBneHus o KoHTPOfio
3a npoaykTamu 1 meankamerTamu CLUA ans VIOJT, umnnanTy-
pyenx s sagpo0 kanepy) (ou.Tabmay 1 (Tabe 1)

(Nukza
NAIpHas aKPUMOBAs OAHOKOMNOHEHTHas Sensar
AABO0)

Bbina npoBe/ieHa MHOTOLEHTPOBA OBHOCTOPOHHSH OTKPBITast
OLieHKa 7}

TWH3Y, €CIM YNaKOBKa NOBPEXJiEHa.
CTEpULHOGTL MMH3B! MOTMA BbITL HADyILEHa.

PacueTt onTtuyeckoi cunbl MON

Pacyet onTudeckoi cunbl umnnanTupyemoit VOM cneayet npoms-
BOZWTL Nepen onepaued. Haubonee 4acTo npAMeHseMble MeTomb!
yKka3aHbl ke (1-4). MapakcuanbHble pacyeTbl 0CHOBaHbI Ha TEOPHM
TOHK/X MH3; HCTIONb3YENbIE B PACYETE SHAYEHIS JOMKHI BbiTb Mak-
CUMANEHO TONHBIM VIMEHHO 03TOMY TOMHas GHOMETPUS SBNFETCH
OCHOBOW TOYHOW OLEeHKN onTuueckoit cunbl MO, Ewe opHum Heob-
XOAUMbIM AN5 PACHeTa 3Ha4eHNeM RBNAETCA koHCTanTa MOJN. 3Have-
HUE, YKa3aHHOE Ha STUKETKE, OCHOBAHO Ha TEOPETVHECKNX pacyeTax
B KavecTee
OHOTO U3 3HaveHMi NS pacdeTa Npy GHOMETPHM OHO MOZNEXUT O~
TUMM3LYU COTACHO UCTIONb3YeMOTi (hOPMYIIe, XUPYPIHIECKO/! METO-
AUKe U u3penvio.

OnucaHbi Takke HEKOTOPbIe APyrve MeTORbI Ha OCHOBE TeopeTue-
CKUX MOpenei 1a3a, HanpuMep NapakcManeHas TEOpUA TOMCTBIX
T (5) W TouHoro ¥ona nyva (6), rae y
OTKIIOHeHIA porosiLb! v MON

109 NOYEHIA FONONHATENbHLIX CBEAGHII WM TOMOLLIM MPU pacie-
‘Te ONTUMAnNbHOM onTueckoi cunbl OM aAns nayventa obpatuTecs B
000 «[DKOHCOH&DKOHCOH», KOTOPOE HaNpaBUT Bac K COOTBETCTBYK-
ujemy akcnep

1. Haigis W. “The Haigis formula”. In: Shammas HJ, ed, Intraocular
Lens Power Calculations. Thorofare, NJ, Slack, 2004; 41-57.

2. Hoffer K.J., “The Hoffer Q formula: a comparison of theoretic and
regression formulas”, J Cataract Refract Surg, 19, 700-712 (1993).
Erratum in: J Cataract Refract Surg 1994;20:677. Erratum in: J
Cataract Refract Surg 2007;33:2-3

3. Holladay J.T., Prager T.C., Chandler T.Y., Musgrove K.H., Lewis J.W.
and Ruiz R S., “A three-part system for refining intraocular lens power
calculations”, J Cataract Refract Surg. 14,17-24 (1988).

4. Retzlaff J.A, Sanders D.R. and Kraff M.C., “Development of the
SRKIT intraocular lens implant power calculation formula”, J Cataract
Refract Surg. 16, 333-340 (1990). Erratum in: J Cataract Refract Surg.
1990;16:528.,

STUNIEHOKCHIOM, U €0 CIeAlyeT OTKpbIBaTb, rom:xo 8 CTEPUIBHLIX
YCNOBHSIX. YNIAKoBOSHAR W TOBAPHAS STUKETKA BNIOKEHbI B YNaKOBKY.
HapyHble NOBEPXHOCTH BHELIHEO NaKeTa HECTEpUTbHs.
WcTeueHme cpoka ropHOCTY

CPOK FOIHOCTH, YKa3aHHSIA Ha YIaKOBKE G NMHAOM, — 3TO CPOK, B Te-
eHite KOTOPOTO FapaHTHPOBAHA CTEPUILHOCT. [10CTIe €0 UCTeueHNs
MMINGHTUPOBATb JH3Y Heflb3s.

Mopsaok Bo3BpaTa M 3aMeHbI

Mo Bompocam BO3BpaTa WNM 3ameHbl NUH3bI oBpalaiTeck B
000 «/IKOHCOH&[HKOHCOHY.

WHdpopmauun Ans naumenta

Kaxaoro nauwenTa nepen NPUHATMEM peLueHs 06 MMNNAHTaLMM MHTPa-
OKYIAPHOM NMH351 HEOGXOAUMO NPONH(OPMAPOBATL O e CBOVCTBaX,
BHumanue!

Cornacto GepepansHomy aakoy CLUA, npojiaxa HacToSLLEro uane-
MR NIPOV3BOQUTCS TONBKO BPAYAMIU U IO PACTIOPRXEHINO Bpaya.
UNFOLDER sBnsetcA TosapHbIM 3HakoM komnaHuu Johnson &
Johnson Surgical Vision, Inc.

0Bo3HaueHue n noscHeHne

OBO3HAYEHWE

PYCCKUi

8 3azHI0l0 KaMepy) (cw. Ta6uy 1).
Tabnnua 1

Hebnaronpushble snexus 0N mogenu AABOO B conocrasneniy ¢
1SO 11979-7: (2006) T®* koach.

Bce o6bexTs! (N = 123)

1.6. YKasaHvie BOSMOXHOCT 1 0COBEHHOGTE! DUMEHEHNS MepVLUH-
CKOTO M3RENVA ANA TIOREiH C UMINAHTUYEMbIMA B OPraHU3M Yeno-
BEKa MEVILMHCKUMM M3NENMAMM, BEPEMEHHbIX, KEHLIUH B Nepuo
rpyAHoro acxapmnwaauun eTed, BIPOCbIX, UMEIOLUX XPOHMECKAE
3aBonesatus

Heoﬁxugma KOHGYMBTALVA C NEvaLLM BaYOM NEpef YCTaHOBKOi
[IaHHOW TWH3b! MOMSIM C UMNNBHTUPYEMBIMM B OTaHU3M Yeriosexa
MEAVLMHCKIMI U3EENMAIMIY, GEPEMEHHSIM, KEHLIMHAM B NepHOZ TPYA-
HOMO BCKApMNUBAHNS, A Takoke B3DOCTbIM, MMEIOLLUM XPOHN|ECKE
3abonesanus.

VIHTPaOKyNSpHbIE NH3bI He NOAXORAT ANA AeTelh 40 2 neT.

1.7. CBE/IHMA O BO3MOXHOM BMSHUM UCTIONb30BAHWS MEAULIMHCKOTO

it cpedbl ANs KoppekuM adakuu. Acdepu-
eckas NepeqHsis ONTKa, UTOTOBNEHHAS N0 TEXHONOTMY BOMHOBOTO
bpoTa, np ans it aBeppauyi
rnasa. /luiaa mogenu ZCBOOV pazpaﬁmaﬂa TaKMM 06pa3oM, 4ToBbI
yMeHbLMTL ahcpekT 3aceeTa 1 obecneunTs Gapbep No BCei OKPYKHO-

cTm. [n1a3a npu 3TOM He
TNvnza
Has Sensar AAB0O

OfHOKOMNOHEHTHaR NuHaa Sensar AABOD Npou3soacTea Komna-
Hun Johnson & Johnson Surgical Vision, Ir\c mmm & }:lxouoou
Cepmxukan BixH, VHK.»)

2. kapTa nauvienTa;

3. WGeHTUGUKALWIOHHAS KapTa UMNNaHTaTa;

4. 3TMKeTKa AN naumeHTa.

CrepunbHas ynakoska (nakeTbl) ANs NWH3 B KPYrNOi NenecTkoBOM
ynaxose:

- NMH3A MHTPAOKYNSIPHAS aKDUNOBaS,;

- KpyrNas NenecTKoBast YNaKkoBKa AN XpaHEHNS NH3b.

5.2. BOSMOXHOCTb ¥ €NocoBbl MHTErpUPOBaHHA C APYIAMM MEaNLMH-
ckamn uanenuamu Vikdopmauus npeacraenera B n.5 «Cnocob npu-
MeHeHUSY

5.3, M U3 KOTOpbIX
VN €10 OCHOBHbIE YaCTH
ZCBOOV: Msrkuit ckaiHoi rwapochoGiin akpun ¢ UVAM 1 u xpomo-
hOpOM AR HUNLTPALMM HONETOBOTO CBETa.

u3nenue

2.He iiTe 1 He it

TMH3Y HUKAKUM PacTBOPOM, KPOME CTEpUNbHOMO cBanaHcupo-
BaHHOTO CONEBOTO PacTBOpa W CTEPANISHOT HOPMANBHOTO
UIMONOTAHECKOTO PACTBOPa.

3. He XpaHWTe NMH3y NOJ NPAMBIM COMHEYHbIM CBETOM WA
npv Temneparype sbiwe 113 ° F (45 ° C). He asToknaeupyite
UHTDAOKYAPHYIO NIAHAY.

4. Moxanyiicta, obpaTiTecs K oI TPy 10
unn cucteme
Ans BBeneHws UON, 45 OHUMAHIR BDEMEH, B TEYEHUE KO-
Toporo MOJT MOXeT 0CTaBaThCA COKEHHOI 10 BBECHMS.

10. OxpaHa okpyxatowei cpeab

10.1. TpeGogaus k oxpate omy;xammeu cpefibl Npu npume-
HeHIN MELVUHCKOTO U3aenvis

AABOO: OnTiyecky nposp: , MATKAH, rBKuit i akpun
C KOBAMNEHTHO CBS3aHHbIM nornoTuTenem YO nanyyexns. MonHouex-

[ANMHbI BOMHbI CUHETO CBETA AR OMTUMANLHOTO

nmy (VIOJ'I)‘ o
. 31y nukay 8 ancyne
XPYCTAIlAKa, 76 OHa 3AMELLGET ONTMYECKYIO (DYHKLYO ECTECTBEH-
HOTO XpyCTanvka masa. OMTHYECKas HacTs OZHOKOMTOHEHTHOM MOM
Sensar umeet KEaﬂpaTHhM 3aAHui Kpaw KOTODMM obecneunsaer HD

38/IHI0K0 Kamepy rM1a3a

6. CBepeHus 06 ynakoske
‘dopma nocTaBku

3enve He OKA3bIBAET BIUSHWSA Ha OKDYKalo-

uyio cpeny.
10.2. MopsAOK OCYLECTBNEHUA YTUNU3ALIAN 1 YHUYTOKEHNUS
Mocne TVH3bI B c

MECTHSIMU HOPMATHBHbINYE FOKYNEHTaMH, MVEIOWANA CHTY B
OTHOLLEHYM NOTEHUAATEHO VHGHLIIPOBHHEX OTXOROS (KTACC B).
H

BCEW OKPYXHOCTM Gapbep AN KneTok onuTenws. Kpaii
wacTu VIO MaTvposaH A CHIDKEHWS BOIMOXHOTO abhexa opeonia
10 ee kparo.

4.Cnoco6 npumeHeHus

PEKOMEHLALAM NO NPUMEHEHMIO:

1.Mepen MMNNaHTaUMell OCMOTPUTE YNakoBKY C NMH3aMM, YTOBbl

Kaxaas nuH3a nocTaBnseTcs B CTEPUNLHOM BUAE B KPYTOi nenect- TWMH3bI ¥ ynaKosKka y , B CO-
K0BO/1 YIGKOBKE 209 XPAHEHIS UH3LI BHYTDi ABOHOTO CTEPUTHON OTBETCTEMH C MECTHuIMM uopmamsuhm HOKyVeHTaM, Kak
naketa. [1B0iHOM naket X0Abl, no

W [OmKeH TONbKO B COCTaBY K TBepAbIM ﬁb\TOBbIM mxonam macca «A».

acenTyeckux ycrousx. Kpyrnas nenectkosas ynakoska Ans xpaHe-
HUR TH3b MAPKUDYETCA CEPUifHbIM nomepom HOMEpOM 1o Karanory,
paavepami. Ha-

NpoBEpUTH ee T, cuny, burypauy
W CPOK rOIH
2. BokpoitTe BHELUHIOI0 YNIaKOBKY M M3BNEKATe TUH3Y B

[ 3
e rozepuocry BHewkHel ynamsxu He CTepUTbHbL
vior Bmecte ¢ i 10 npive-
Herion (DFU), WeHTUDMKALMOHHO KApTOi WNINNaKTaTa, Aonon-
CTUKepaMi U KapTOuKOt Ans

cpene. MpoBEpbTE ONTUYECKY!0 CNY NUH3S
3. TwatensHo OCMOTPUTE NMH3Y, YBEAUTECH B TOM, 4TO K Hell Hi4ero
He NpUnMNNo, u ybeauTec B OTCYTCTBMM APYTMX ACEKTOB Ha ONTH-
HECKUX NIOBEPXHOCTSI.

4. Ecnn HeoBX0muMO, Ha BpEMS MOAOTOBK K MMANAHTALMM MAH3Y
MOKHO SaMONMTL B CTEDUTIbHOM COANAHGHPOBAHHOM CONIEBOM Pac-
TBOE W CTEPUTIHOM WIOTOHI|ECKOM PACTBOPE.

5. Johnson & Johnson Surgical Vision, Inc. ([koHcoH & [DKOHCOH
Cepmkukan BinkH, VIHK.») pexoMeHayeT ucnonb3osars cuctemy uu-
nnaxTayn UNFOLDER Platinum 1 Series unu

oﬁpawoﬂ KOPPECNOHAEHLMN B CKNafHOM Kopobike.

11. MeToAb! ¥ CPeacTBa Ae3MHGEKLMA 1 Npea-
CTePUNM3aUNOHHOM OYNCTKM
He w3nenue

Ans op-
HOpa30BOro MCMOMb30BAHWS.

" He
12.MeToAbI M YCNIOBMs CTepUnM3aLuy, cpoku
COXPaHeHUs! CTEPUILHOCTH
Merog: crepuuaauyn 90 (3TuneHokchs),

nausenTa o
xpaueumu WAEHTUKALIOHHOI Kaptbl nauvenTa (3To cepTacuKkaT
aTake 0 npepocras-

NeHNS AaHHOM KapTOKM omranwonory.

7. YCnoBms TPaHCNOPTUPOBAHNS U XPaHEHNs
TpaHcnopTpoBaTh NioBbiM BUGOM TPaHCNOpTa.

Tuabl [

3arpyxeHs!

Vanenve, B Kpyryio YNaKoBKy 1
[BOVHO NaKeT, CTEPUNIAIOBAHO STWNIEHOKCHIOM. Vanenve
0CTAETCS CTEPUNLHLIM, ECIA YIAKOBKA FEPMETUNHA U HENoBpe-
XaeHa, 70 VCTEYEHUS CPOKA FONHOCTH CTEPUNBHOCTH.

13. MoHTax 1 ycTaHoeka MU

He NpUMEHIMO 1N AGHHOTO M3nenvs.

14. TexHuyeckoe obenyxveanve n peMmoHT MU

B i narer. [l

6peHHbI UHCTPYMEHT W CHCTEMY [T IMINGHTALIMM OHOKOMNO-
HeHTHO Nukas! Sensar (AABOO).

Johnson & Johnson Surgical Vision, Inc. (IxoHcoH & [DKOHCOH
Cepmkukan BikH, VIHK.») pexomeHayeT WCronb3aosaTb WMHXEKTOP
Emerald-AR 1 kaptpupx One Series, mogens 1CART30, wnm aHa-
OTMHBIA MHCTYMEHT WA CHCTEMY IS AMINBHTALY OfIHOKOMIO-
HeHTHo# ksl TECNIS® OptiBlue (ZCBOOV).

Crepy

anenus Ha YnpagnATL yer TONbKO ANs BBECHUS, UCTbl-

MexaHHaiamn TaHHbIE #t YTBEPXTIEHHbIE K NPAMEHEH/IO C OTHM TUIOM fiAHabI. [lo-

He npumennmo. M. B no

1.8. YCri0BMA MPUMEHEHIS MEUUMHCKOTO Maaenus MHCTDYMEHTA Ui CHCTEMb 15 BBETICHUS.

Vanenme npe ans P He JiTe NMHay, €CAM e YNaKoBKa NOBPEXzE-

n neyebHbIX 1P Ha. C TMH3bI MOXET BbITb HapyLueHa.

DUNaKTUYECKIX YUPEXAEHHI B aCENTUYECKUX YCTIOBUSX. PACYET OMTUYECKOV CUMbI INH3bI!

2. CBepeHms 0 NPOM3BOATENE MEANLIMHCKOTO M3aenvst Bpay fonkeH MH3G!

2.1. CeepieHus 0 npoussoauTene . ) Ao onepauyu. MeTofs! packeta OTUECKOH CATLI TS OTACHS B
Johnson & Johnson Surgical Vision, Inc. ([IxoHcoH & crenyiouei niTepatype.

CTep1nu3oBaHo 3THNEHOKCHAOM

HE NOANEXUT
MOBTOPHOMY MUCMOIb30BAHMIO

Vienons3osars A0
(FTTT-MM-[L: roR-ecsi-AeHs)

CM. MHCTPYKLWMIO N0 9KCRNyaTauui

HE NOANEXUT
MOBTOPHOW CTEPUIU3ALIN

NPOV3BOANTENb

IL@Ew® ||

YRonHoMoseHHbit MpeacTasuTen 8 EC

T

Bepeds OT 803e/CTBMR ConHeNHbiX nyvei

uz*r BepxHuit npesen Temnepatype!

&?

He ucnon3osats,

€CIV YaKoBKa N0BpEXaeHa
[laa nponasocTsa
(FTTT-MM-10: rop-mecsu-aeHs)

L®

[ixocon Ceppucan Bmi, Vk»)
Anpec MecTa HaxoxgeHns
31 Technology Drive, Suite 200, Irvine, CA 92618 USA

1 AMO Puerto Rico Manufacturing, Inc., Road 402 N, Industrial Park
Anasco, 00610 Puerto Rico.

2.AMO Groningen B.V., Van Swietenlaan 5, 9728 NX Groningen,
The Netherlands.
23,

06y 8 PO Haume-
HoBatite 000 «/IKOHCOH & [HKOHCOHY

Agpec mecra Haxoxaehws 121614, Poccus, 1. Mockea, yn. Kpsinar-
ckas, 1. 17, k. 2 Tenedion +7 (495) 580-77-77

aKc +7 (495) 580-78-78

3.0 Ha KOTOPbIX pa-
60Ta MeANLIMHCKOro U3Aenus, U X 0coGeHHoCTH

1) Hoffer, K.J. The Hoffer Q formula: a comparison of theoretic and
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T, and Ruiz, RS. A three-part system for refining intraocular lens
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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 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

Tunza wut

Hasi TECNIS® OptiBlue ZCBOOV

OnHoKoMNOHeHTHas nHaa Johnson & Johnson Surgical Vision, Inc.

([KOHCOH & [IXOHCOH Cepnwxan Bm Whi.») TECNIS® OpﬂE\ue

mogen ZCBOOV,

netosoe (YO) 1 uonetosoe mnyqenwe CKNafHYK MHTPAOKYNAPHYIO

My ONTUECKAS YBCTH NH3b| MMEET CHMMETDUNHYI0 ABOSKOBBIN-

Knym HOPNY U TOTOBTEHS U3 NSTKOTO aAPTOSOTO arepyara o

Y Marepwa-
i He

xpoMcd:opoM KOTOPBI YMeHBIAET ~ KoaHLMeHT nponycxawﬂ

M3Ny4eHUs C ANMHOA BOMHLI, XapakTepHOW Ans (MoneToBow YacTi

cnexTpa.

Onmudeckylo yacTs nuHab Mozienn ZCBOOV MOXHO CkaabisaTs ne-

PEA BBEIEHVIEM, 4TO N103BONSIET ee BBOAMTb 4ePes Paspes MeHbLLETo

pa3mepa, Yem AMameTp ONTUIECKO/ YaCTH NMH3b1. BeromoraTenbHbie

anemeHTel
paaMemeHue U UKCALMIO ONTAYECKO/t YaCTA MMHabl. [IMHaa Taike
EAHIO!

anterior chamber depth with the newer IOL calculation
formulas. Jnumal of Cataract and Refractive Surgery. 1992; 18: 280-

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

7) Lowery, M.D., Makker, H., Lang, A. Effect of the speed of sound in
Sensar acrylic lenses on pseudophakic axial length measurements.
Journal of Cataract and Refractive Surgery. 2002 Jul; 28(7):1269-70.
8) Haigis W. “The Haigis formula™. In: Shammas HJ, ed, Intraocular
Lens Power Calculations. Thorofare, NJ, Slack, 2004; 41-57.+9) Olsen
T. “The Olsen formula”. In: Shammas HJ, ed, Intraocular Lens Power
Calculations. Thorofare, NJ, Slack, 2004; 27-40

9) Canovas C., Artal P. “Customized eye models for determining
optimized intraocular lenses power’. Biomed. Opt. Express
2011 12:1649-1662.

napgenusa

W ero creayet OTKpbiBaTh TOHhKO s ycnoawwx crepunhuocm Ynako-
BaHHas U

He Wanenue peMoHTY He NOANexMT.

15. FapaHTuiiHbIe 06A3aTeNLCTBA

Johnson & Johnson Surgical Vision, Inc. («/bxoHcon & [koH-
CoH Cepaivikan BibkH, VIHK.») rapaHTvpyeT cooTeeTcTame Ka-

(DFU), i wapmv\
MU WISHTUGMKGLYIOHHbIMA CTVKEPaMM W KADTOUKOA NS NaLiEHTa
B CKNaHON KOPOBKe. BHeLUHUE NOBEPXHOCTI HAPYKHOMO NakeTa He-
CTepunbHbI. PekoMeroBaHHas TemMnepaTypa XpaHeHUs cocTaBnset
25 °C (77 °F). MNpu xpaHeHuw 1 TpaHCNopTMpoBke Gepedb OT BO3e-
CTBUS CONHEYHbIX Nyyeit.

8. Cpok cnyx6hbl, CPOK FOAHOCTH

CpOK FORHOCTH Ha yNakoBKe G NIUH30i COOTBETCTBYET AATe UCTENeHHs:
CTEPUNLHOCTY, 3ANDELIAETCA UMNEHTALAA NUH3bI NOCTE OKOHYAHHS
YKA3aHHOTO CPOKA UCTEHEHNS CTEPUMBHOCT

CPOK COXpaHEHUR CTEPUTBHOCTA A5 KaXAIOT0 BAPUAHT MCTIONHEHHS:

1. Nunza aKkpunosas TECNIS®
OptiBlue ZCBOOV - 5 ner.

2. finvza akpunosas Sensar
AABOO - 5 ner.

9. W Mepbl

HoCTH

MauexTsi ¢ nepen-

HErO VMM 3a[IHETO CETMEHTa FN1a3a Wit YBENTOM

2.TlalexTsI, y KOTOPbIX VHTPAOKYTIAPHAA NWHGA NOXET NOBIST
) ocwmoTpa, W nevenms

3a[HEro CerMenTa rmasa.

3. Xupypruyeckue CrOXHOCTH npu yganewm Katapam\ KoTOpble

MOrYT NOBBICHTS anpim

10LUEECH KPOBOTEEHME, 3HaUNTENbHO. nospexq:\ewe pa/:\ywou o6o-

oK, AaBnenve,

NIPONANG Uit MoTEps CTEKMOBIAHOTO Tena).

4. MopaxeHue rnasa B pesynbTaTe NEpeHECeHHOM paHee TPaBMbl Uiu

1IOPOK PA3BUTI, NPit KOTOPOM NpaBunbHoe yaepxarue V0N Hegos-

MOXHO.

5. OBcToATeNbCTBA, KOTOPbIE NPUBEAYT K MOBPEXAEHVIO SHAOTENMS

BO BPEMS MMNNaHTALM

6. MoaoapeHme Ha MUKPOBHYIO MHCbeKLMIo.

7. MauenTbl, y KOTOPbIX M 3aHAR Kancyna, v CBA3KW NOBPEXAEHbI

HGTONbKO, 4TO He MoryT yaepxars MON

8. MHTPaOKyNAPHbIE NIMH3b! HE NOJIXOAAT AN feTedt 70 2 M.

9. 107 Johnson & Johnson Surgical Vision, Inc. («[bkorHco & [kok-

‘CoH CepEpKukan Binki, VHK.») SERSIOTCS 0AHOPA30BLIMM MEAMLIHCKA-

MY UIBENMSIMM C NPATIOKEHHBIMM K HAM UHCTPYKLUMAMM 110 MIpHMEHe-

HMI0 U 0BPaBOTKe, 4TOBbI CBECTU K MUHMMYMY YCTIOBUS, CTIOCOBHbIE

N0GTaBHTS N0 yrposy agenus, a Takke

naumenta u MosToproe

3aumn/obpabotka npou3soaMMbIX KomnaHmeit Johnson & Johnson

Surgical Vision, Inc. («[JKOHCOH & [IXOHCOH Ceprpkitkan Bk, VHK.»)
wagenuit MOXET npuse-

10 vagenvs, a ranke cras i sonew WA TPaBMbI NaieKTa

Eepxﬂocn, WIrOTOBMEHHYI0 10 TEXHONOMH BOMHOBOD cppoma unex-
TUSHYIO ONTMYECKO NOBEPXHOCTA NUk3bl TECNIS® mopenu 29000,
4TO yMeHbluaeT chepuyeckylo abeppaumio rmasa. ekt AaHHOR

i nepenneit i i

51[ i prepe ViouK U

Tk BapHAHTL!
ncnonHeHMﬂ (ZcBoov, AAEOO) nomaannevcﬂ €O CeayIoWMMU KoM-

110 TEXHOMOTMH BOTHOBOT mpuma BbIN OUEHEH B KIHINECKX G-
TuH3bl TECNIS® mo-
Ao 26000, T ozern 2CH00V paspaborasa TaKiM 0Gpazom,

NOHEHTaMM:
I ynaKosKa (kapToHHas kopobika):
- U3ienvie B JBYCTIONHOM ACENTHIECKOM TPAHCTIOTHOM NaKeTe;
- BKCNNYATALMOHHAS AOKYMEHTALAS:

1. MHCTPYKUMS N0 NpUMeHeHMIo*;

mnenww nepepayei nnwexuw U HEAI0CTATONHOM CTe-
PUNBHOCTLIO UM,

10. VIOIT CrieayeT MOMHOCTBIO MOMewLaTs & KancyApHsii Mewok. He
paaMellaliTe NMH3y B LMNUapHO/ Gopoane.

Mepbl NpeaoCTOpOXHOCTH
1.He ite 1

mH3y. B
ana MTKOrO
Bea HexenatenbHbix NoGouHbIX adexTos.

Mmartepuana

yecrea u3nenus npu
K XpaHeHmio M 3penus Ha
BCEIO CpoKa wapenvs

U CPOKa FOAHOCTH.
[apaHTUpyembiit CPOK TOBHOCTM 1 CPOK COXPAHEHUS CTEpHTTb-
HOCTV WM3lens yKa3aH Ha ynakoske ¢ nomeTkoit UCMONb30-
BATb [10.

16. Peknamauun

Anpec ans pexnamauui

000 «/IXOHCOH & [JKOHCOH»

121614, Poceus, r. Mocksa,

yn. Kpeinatckas, A. 17 k. 2

Tenedbou: +7(495)580-7777,

Gakc: +7(495)580-7878



