INun3a nHTpaokynsapHas
aKpunoBas Topuyeckas
oaHokomnoHeHTHas TECNIS®,
cneaytowmx mogenen: ZCT375,
ZCT450, ZCT525, ZCT600,
ZCT700, ZCT800

Homep u para PY: Ne P3H 2019/8911 ot 06 okTsi6pst 2023 roa.

Hasnauenue: JuH3a npeaHasHaveHa Ans BU3yanbHoR Koppek-
LY 3PEHNA MU adakini Y B3POCTTLIX NALUEHTOB,
Y KOTOPbIX MOPAXEHHbIA KaTapakToin XpycTank
yAaneH nocpecTBOM SKCTPAKAnCyNApHOM JKC-
TPaKUMM kaTapakTbl. JTO YCTPOMCTBO MOMeLLaeT-
Cs1 B KaNCyNAPHbI MELLIOK.

Mpoussoautens: «[bxoHcoH & [KoHCOH Cepmkmkan BukH, UHK.»,
CLUA, Johnson & Johnson Surgical Vision, Inc.,
31 Technology Drive, Suite 200, Irvine, CA 92618,

USA.

000 «[xoHcoH & [hxoHcoHy, Poccus, 121614,
r. Mockea, yn. Kpeinatckas, A. 17, kopn. 2

YNOnHOMOYeHHbI
npeacTaBuTens
npoussoautens B P®:
MecTo npoussoacTBa:  Cw. Ha ynaKoske.

1.AMO Groningen B.V,, Van Swietenlaan
5, 9728 NX Groningen, The Netherlands.
2. AMO Puerto Rico Manufacturing, Inc., Road 402
N, Industrial Park Anasco, 00610, Puerto Rico.

[lata u3roToBneHus n cpok
TOAHOCTY - CM. Ha ynaKoBKke

Diopter AvonTpus Crepunusauusi
-STfﬁllE
Suggested ‘A" MonpaBoyHbIit m TUNEHOKCMAOM
constant Koadhcpuument MosTopHOE Mcronb3osaHue

(«A»-KoHCTaHTa) sanpetero
He nognexut nosTopHoi
cTepunmu3aLmm

[:E' CM. MHCTpYKUUM MO
Jiru;; Y

Optical biometry  Ormuseckas
6romeTpun

Ultrasound VneTpassyk oo
biometry
Overall OBwwit BepxHuit npegen
diameter (&) nAvavetp (J;) Temneparypb!

i He ncnonb3osats, ecnn
i ot NakoBKa MoBpexaeHa
diameter () anawvetp (3,) y pexaeHa.

—*J XpaHuTb BAanu ot
Use by & Cpox roarocTn & A ;
(YYYY-MM-DD)  (FFTT-MM-0/1) COMHEUHBIX Nyyei.

RYONlY 11 npopasm Tonbko spatam
Serial Cepuittbiii X
number (SN) Homep (SN) M AnuporeHHo
HeTokcnuro
on 4l fara oA

(YYYY-MM-DD)  (FTT-MM-[111)

WMOJ1 ogHOKOMMOHEHTHas ABOSIKOBBIMYKNas
VMMNnaHTUpyemasi B 3aHIOI0 kamepy: akpunosas
acepuyeckas onTuka ¢ norrotutenem YO-uanydeHus

TECNIS® Toric Intraocular Acrylic
Lens, complete with container

and accessories, design versions:
TECNIS® Toric 1-Piece Intraocular
Acrylic Lens , models: ZCT 375,

ZCT 450, ZCT 525, ZCT 600, ZCT 700,

ZCT 800
7311408 Rev. A
Revision Date: 10/2019

DEVICE DESCRIPTION:

The TECNIS® Toric intraocular 1-piece acrylic lens is an ultra-
violet-light absorbing posterior chamber intraocular lens (IOL)
which compensates for corneal spherical aberrations and cor-
neal astigmatism. It is designed to be positioned in the lens cap-
sule where the lens should replace the optical function of the
natural crystalline lens. The TECNIS® Toric intraocular 1-piece
acrylic lens incorporates a proprietary wavefront-designed toric
aspheric optic with a squared posterior optic edge designed to
provide a 360 degree barrier to epithelial cells. The edge of the
|OL optic has a frosted design to reduce potential edge glare
effects. The anteriorly located cylinder axis marks denote the
meridian with the lowest optic power.

INDICATIONS FOR USE:

The TECNIS® Toric intraocular 1-piece acrylic lens is indicat-
ed for the visual correction of aphakia and pre-existing corne-
al astigmatism in adult patients with or without presbyopia, in
whom a cataractous lens has been removed by extracapsular
cataract extraction and who desire improved uncorrected
distance vision, reduction of residual refractive cylinder and
increased spectacle independence for distance vision. This de-
vice is intended to be placed in the capsular bag.
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 intraocular lens.

4. Please refer to the specific instructions for use provided with the in-
sertion instrument or system for the amount of time the IOL can remain
folded before the IOL must be discarded.

5. When the insertion system is used improperly, the haptics of the
TECNIS® Toric intraocular 1-piece acrylic lens may become broken.
Please refer to the specific instructions for use provided with the inser-
tion instrument or system.

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 inflam-
mation or uveitis.

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

3. Surgical difficulties at the time of cataract extraction that 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. A compromised eye due to previous trauma or developmental de-
fects 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. The TECNIS® Toric intraocular 1-piece acrylic lens should be placed
entirely in the capsular bag and should not be placed in the ciliary sulcus.
10. TECNIS® Toric intraocular 1-piece acrylic lens away from its intend-
ed axis can reduce its astigmatic correction. Misalignment greater than
30° may increase postoperative refractive cylinder. If necessary, lens
repositioning should occur as early as possible prior to lens encap-
sulation.

11. Carefully remove all viscoelastic from the capsular bag. Residual
viscoelastic may allow the lens to rotate, causing misalignment of the
TECNIS® Toric intraocular 1-piece acrylic lens with the intended axis
of placement.

12. AMO IOLs are single-use medical devices and are labeled with
instructions for use and handling to minimize exposure to conditions
which may compromise the product, patient, or the user. The reuse/res-
terilization/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, transmission
of infection, and lack of product sterility.

ADVERSE EVENTS:

Potential adverse events during or following surgery of the TECNIS®
Toric intraocular 1-piece acrylic lens may include but are not limited to:
+ Endophthalmitis

* Hypopyon

+ Pupillary block

* Retinal detachment

+ Acute corneal decompensation

+ Secondary surgical intervention (including implant repositioning,
removal, AC tap or other surgical procedure).

DETAILED DEVICE DESCRIPTION:

Lens Optic:

+ Optic Material: Optically clear, soft foldable acrylic with a covalently
bound UV absorber.

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

+ Cylinder Power: 1.00 diopter, 1.50 diopter, 2.25 diopter, 3.00 diopter,
3.75 diopter, 4.00 diopter, 4.50 diopter, 5.25 diopter, 6.00 diopter, 7.00
diopter and 8.00 diopter (as measured in the IOL plane).

Conversion table for cylinder powers:

I0L Plane (labeled) Corneal Plane
1.00 0.69
1.50 1.03
2.25 1.54
=) 3.00 2.06
[
g 3.75 257
' 4.00 2.74
3 450 3.08
£
= 5.25 3.60
(8]
6.00 4.11
7.00 4.80
8.00 5.48

+ Optic Edge Design: PROTEC 360 Square posterior edge.

* Index of Refraction: 1.47 at 35°C.

+ 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 1.
Haptics:

+ Material: Soft foldable acrylic with a covalently bound UV absorber.

+ 1-piece lens.

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

+ Haptic Thickness: 0.46 mm.

LENS POWER CALCULATIONS:

Accurate keratometry and biometry is essential to successful visual
outcomes.

Preoperative calculation of the required spherical equivalent lens pow-
er for these posterior chamber intraocular IOLs should be determined
by the surgeon’s experience, preference, and intended lens placement.
The A-constant listed on the outer label is presented as a guideline and
is a starting point for implant power calculations. The physician should
determine preoperatively the spherical equivalent and cylindrical power
of the lens to be implanted.

TECNIS® Toric intraocular 1-piece acrylic lenses are labeled with the
IOL spherical equivalent power. Lens power calculation methods are
described in the following references:

+ Hoffer, K.J. The Hoffer Q formula: a comparison of theoretic and re-
gression formulas. Journal of Cataract and Refractive Surgery. 1993;
19:700-712; ERRATA; 1994; 20:677.

* 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.

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

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

+ Olsen, T, Olesen, H., Thim, K., and Corydon, L. Prediction of pseu-
dophakic anterior chamber depth with the newer 0L

calculation formulas. Journal of Cataract and Refractive Surgery. 1992;
18: 280-285.

* 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.

DIRECTIONS FOR USE:

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

2. Open the peel pouches and remove the lens in a sterile environment.
Verify the dioptric power and cylinder 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 until ready for implantation.

5.AMO recommends using the UNFOLDER Platinum 1-Series im-
plantation system with the 1MTEC30 cartridge, the ONE SERIES Ultra
implantation system with the 1VIPR30 cartridge, the UNFOLDER Em-
erald AR Series implantation system with the 1CART30 cartridge, or an
equivalent insertion instrument or system to insert the TECNIS® Toric
intraocular 1-piece acrylic 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.

SELECTION AND PLACEMENT OF TECNIS® TORIC IN-
TRAOCULAR 1-PIECE ACRYLIC LENS:

The astigmatism to be corrected should be determined from keratome-
try and biometry data rather than refractive data since the presence of
astigmatism in the crystalline lens to be removed may influence results.
The size and location of the surgical incision may affect the amount and
axis of corneal astigmatism. In order to optimize IOL selection and axis
placement, AMO provides a web-based tool (www.TecnisToricCalc.
com) for the surgeon. Preoperative keratometry and biometry data,
incision location, and estimated surgically induced corneal astigma-
tism are used to determine the appropriate TECNIS® Toric intraocular
1-piece acrylic lens model, spherical equivalent lens power, and axis of
placement in the eye.

For optimal results, the surgeon must ensure the correct placement
and orientation of the lens within the capsular bag. The anterior surface
of the 10L is marked with indentations (four at opposite sides) at the
haptic/optic junction that identify the flat meridian of the TECNIS® Toric
intraocular 1-piece acrylic lens optic. These indentations form an imag-
inary line representing the plus cylinder axis (note: IOL cylinder steep
meridian is 90° away). The TECNIS® Toric intraocular 1-piece acrylic
lens cylinder axis marks should be aligned with the post-incision steep
corneal meridian (intended axis of placement).

Prior to surgery the operative eye should be marked in the following
manner: With the patient sitting upright, precisely mark the twelve
o'clock and/or the six o’clock position with a T marker, a surgical skin
marker, or a marking pencil indicated for ophthalmic use. Using these
marks as reference points, an axis marker can be used immediately
prior to or during surgery to mark the axis of lens placement following
the use of the web-based www.TecnisToricCalc.com to determine the
optimal axis of placement.

After the lens is inserted, precisely align the axis marking indentations
on the TECNIS® Toric intraocular 1-piece acrylic lens with the marked
axis of lens placement. Carefully remove all viscoelastic from the cap-
sular bag. This may be accomplished by manipulating the IOL optic
with the I/A tip and using standard irrigation/aspiration techniques to
remove all viscoelastic from the eye. Bimanual technique may be used,
if preferred, to ensure removal of viscoelastic from behind the IOL. Spe-
cial care should be taken to ensure proper positioning of the TECNIS®
Toric intraocular 1-piece acrylic lens at the intended axis following vis-
coelastic removal. Residual viscoelastic may allow the lens to rotate,
causing misalignment of the TECNIS® Toric intraocular 1-piece acrylic
lens with the intended axis of placement.

Misalignment of the axis of the lens with the intended axis of placement
may compromise its astigmatic correction. Such misalignment can re-
sult from inaccurate keratometry or marking of the cornea, inaccurate
placement of the TECNIS® Toric intraocular 1-piece acrylic lens during
surgery, an unanticipated surgically induced change in the cornea, or
physical rotation of the TECNIS® Toric intraocular 1-piece acrylic lens
after implantation. In order to minimize this effect, the surgeon should
be careful to ensure that preoperative keratometry and biometry is ac-
curate and that the 0L is properly oriented prior to the end or surgery.
CAUTION: Do not use the lens if the package has been damaged.
The sterility of the lens may have been compromised.

PATIENT CARD:

An implant identification card, to be supplied to the patient, is included
in the package. The patient should be instructed to keep the card as a
permanent record of his/her implant and to show the card to any eye
care practitioner he/she may see in the future.

REPORTING:

Adverse events and/or potentially sight-threatening complications that
may reasonably be regarded as I0L-related and that were not previ-
ously expected in terms of their nature, severity or rate of occurrence
must be reported to AMO.

This information is being requested from all surgeons in order to docu-
ment potential long-term effects of intraocular 0L implantation, espe-
cially in younger patients.

Physicians are required to report these events in order to aid in identify-

ing emerging or potential problems with posterior chamber IOLs. These
problems may be related to a specific lot of IOLs or may be indicative
of long-term problems associated with these IOLs or with intraocular
lenses in general.

HOW SUPPLIED:

The TECNIS® Toric intraocular 1-piece acrylic lens lenses are supplied
sterile within a double aseptic transfer peel pouch. The double asep-
tic 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:

Contact the local AMO representative for the return policy. Return the
I0L with proper identification and the reason for the return. Label the
return as a biohazard. Do not attempt to resterilize the IOL.
PATIENT INFORMATION:

Each patient should receive information regarding intraocular lenses
prior to the decision to implant an intraocular lens.
Symbol/Explanation:
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Legend:

Curve 1: Spectral Transmittance curve of a typical 5 diopter IOL (thin-
nest), UV cut-off at 10% T is 375 nm

Curve 2: Spectral Transmittance curve of a typical 34 diopter IOL (thick-
est), UV cut-off at 10% T is 380 nm

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 of IOLs (5-34
diopter) made with this material. Spectral transmission measure-
ments were taken in water (aqueous) at room temperature.
*Boettner, E.A., and Wolter J.R. Transmission of the Ocular Media. In-
vestigative Ophthalmology. 1962; 1:776-783.

Addition to Directions for
Use of Medical Device (MD) @

TECNIS® Toric intraocular 1-piece acrylic lens, models:
ZCT375, ZCT450, ZCT525, ZCT600, ZCT700, ZCT800

1. Purpose of the medical device

1.1 Name of the medical device

TECNIS® Toric intraocular 1-piece acrylic lens, models: ZCT375,
ZCT450, ZCT525, ZCT600, ZCT700, ZCT8OO (here and after referred
to as lens, IOL, device, product).

1.2 Purpose of the medical device

Lens is indicated for the visual correction of aphakia in adult patients
in whom a cataractous lens has been removed by extracapsular cataract
extraction. This device is intended to be placed in the capsular bag.

1.3 Indications

Lens is indicated for the visual correction of aphakia and pre-existing
corneal astigmatism in adult patients with or without presbyopia, in
whom a cataractous lens has been removed by extracapsular cata-
ract extraction and who desire improved uncorrected distance vision,
reduction of residual refractive cylinder and increased spectacle inde-
pendence for distance vision.

This device is intended to be placed in the capsular bag.

1.4 Contraindications

There are no known contraindications.

1.5 Possible side effects associated with this medical device

Potential adverse events during or following surgery of the Toric
1-Piece lens may include but are not limited to:

1. Endophthalmitis

2. Hypopyon

3. Pupillary block

4. Retinal detachment

5. Acute corneal decompensation

Secondary surgical intervention (including implant repositioning, re-
moval, AC tap or other surgical procedure).

1.6 Indication of possibility and peculiarities of using the medical device
by people with implanted medical device, pregnant women, breastfeed-
ing women, children, adults with chronic diseases People with other
medical devices implanted into their body, pregnant women, breast-
feeding women, and adults with chronic diseases should consult their
physician prior to the implantation of this lens.

Children under the age of 2 years are not suitable candidates for in-
traocular lenses.

1.7 Information about the potential effects of this device on the ability to
drive and operate machinery

Not applicable.

1.8 Conditions of using the medical device

This device is intended for use by an ophthalmologist experienced in
the use of such products in specialized areas of medical and health
care institutions in aseptic conditions.

2. Information about the manufacturer of the medical
device:

2.1 Name and address of the manufacturer

Name Johnson & Johnson Surgical Vision, Inc.

Address 31 Technology Drive, Suite 200, Irvine, CA 92618, USA

2.2 Information about the manufacturer and production sites

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

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

2.3 Information about authorized representative of the manufacturer in
Russia

Name Johnson & Johnson Russia LLC

Address 17, Krylatskaya str., bld. 2, Moscow, 121614
Telephone  +7 (495) 580-77-77

Fax +7 (495) 580-78-78

3. Description of the principles underlying the work of
the medical devices and their features

The TECNIS® Toric 1-Piece lens is an ultraviolet-light absorbing pos-
terior chamber intraocular lens (IOL) which compensates for corneal
spherical aberrations and corneal astigmatism. It is designed to be
positioned in the ens capsule where the lens should replace the optical
function of the natural crystalline lens. The TECNIS® Toric 1-Piece 0L
incorporates a proprietary wavefront-designed toric aspheric optic with
a squared posterior optic edge designed to provide a 360 degree bar-
rier to epithelial cells. The edge of the IOL optic has a frosted design to
reduce potential edge glare effects. The anteriorly located cylinder axis
marks denote the meridian with the lowest power.

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 and cylinder 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 until ready for implantation

5. AMO recommends using the DK7786 injector and an implantation sys-
tem with a One Series Ultra cartridge or a similar insertion instrument or
system for implanting TECNIS® Toric intraocular 1-piece acrylic lenses.
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.
LENS OPTICAL POWER CALCULATION:

Accurate keratometry and biometry is essential to successful visual
outcomes. Preoperative calculation of the required spherical equivalent
lens power for these posterior chamber intraocular lenses should be
determined by the surgeon’s experience, preference, and intended use
of the camera lens assembly. The A-constant listed on the outer label
is presented as a guideline and is a starting point for implant power cal-
culations. The physician should determine preoperatively the spherical
equivalent and cylindrical power of the lens to be implanted.

TECNIS Toric Intraocular 1-piece acrylic lenses are labeled with the
IOL spherical equivalent power. 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,
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, ker-
atometry 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 re-
ply 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 pseu-
dophakic anterior chamber depth with the newer IOL calculation for-
mulas. 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.

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

10) Canovas C., Artal P. “Customized eye models for determining opti-
mized intraocular lenses power”. Biomed. Opt. Express 2011; 2:1649-1662
SELECTION AND IMPLANTATION OF THE TECNIS®
TORIC MULTIFOCAL 1-PIECE IOL

The astigmatism to be corrected should be determined from keratom-
etry and biometry data rather than refractive data since the presence
of astigmatism in the crystalline lens to be removed may affect the
results. The size and location of the surgical incision may affect the
amount and axis of corneal astigmatism. To optimize the selection of
IOL and its axis of implantation, Johnson & Johnson Surgical Vision,
Inc. offers surgeons a web-based application (www.TecnisToricCalc.
com). Preoperative keratometry and biometry data, incision location,
and the surgeon’s estimated surgically induced corneal astigmatism
are used to determine the appropriate TECNIS® Toric multifocal 1-piece
I0L model, the spherical equivalent lens power, and the axis of implan-
tation in the eye.

For optimal results, the surgeon must ensure the correct placement
and orientation of the lens in the capsular bag. The posterior surface
of the IOL is marked with grooves (four at opposite sides) at the haptic/
optic junction that identify the flat meridian of the TECNIS® multifocal
toric multifocal IOL optical part. These grooves form an imaginary line
that represents the plus cylinder axis (note: IOL cylinder steep meridian
is 90° away). The TECNIS® multifocal toric multifocal IOL cylinder axis
marks should be aligned with the post-incision steep corneal meridian
(intended axis of implantation).

Prior to surgery, the operative eye should be marked in the following
manner: With the patient sitting upright, precisely mark the 12 o’clock
and/or 6 o'clock position with a T-marker, a surgical skin marker, or
a marking pencil for ophthalmic use. Use these marks as reference
points. Use the axis mark immediately prior to or during surgery to mark
the lens implantation axis.

After the lens is inserted, precisely align the axis marking grooves on
the TECNIS® multifocal toric multifocal IOL with the marked axis of lens
placement. Carefully remove all viscoelastic from the capsular bag. To
that end, manipulate the IOL optic with the I/A tip or use a standard
irrigation/aspiration method to remove all viscoelastic from the eye.
Bimanual technique may be used, if preferred, to remove viscoelastic
from behind the implanted lens. After the removal of viscoelastic, make
sure to ensure the proper positioning of the TECNIS® multifocal toric
multifocal IOL at the intended axis. Residual viscoelastic may allow the
lens to rotate, causing misalignment of the TECNIS® multifocal toric
1-piece IOL from its intended axis of placement.

Misalignment of the axis of the lens with the intended axis of implanta-
tion degrades the quality of astigmatism correction. Such misalignment
can result from inaccurate keratometry or marking of the cornea, inac-
curate marking of the axis of the TECNIS® multifocal toric IOL during
surgery, an unanticipated surgically induced change in the cornea, or
rotation of the TECNIS® multifocal toric IOL. To prevent this, the sur-
geon must ensure the accuracy of preoperative keratometry and biom-
etry, as well as the correct orientation of the IOL before the completion
of surgery.

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

5. Technical description of the medical device.

5.1 The basic composition and a list of accessories of the medical device
TECNIS® Toric intraocular 1-piece acrylic lens, models: ZCT375,
ZCT450, ZCT525, ZCT600, ZCT700, ZCT800 is supplied with the fol-
lowing components (see photo in section 6.1):

Contents of the consumers packaging (carton pack-
aging):

- Device in a two-layer aseptic pouch;

- Operational documentation:

1. Directions for Use*;

2. Patient Card;

3. Implant Identification Card;

4. Patient Label.

Sterile packaging (pouches) for lenses in a round dai-
sy package

- Intraocular acrylic lens;

- Round daisy 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

ZCT375, ZCT450, ZCT525, ZCT600, ZCT700, ZCT800: Hydrophobic
acrylic with covalently bound UV absorber.

6. Information about packaging

Each lens is supplied sterile in a round daisy package for lens storage
inside a double sterile transfer pouch. The sterile double transfer pouch
has been sterilized by ethylene oxide and must be opened only in ster-
ile conditions. The round daisy package is labeled with the serial num-
ber, catalog number, diopter power, and optic and overall dimensions.
External surfaces of the package are not sterile.

The packaged IOL is placed along with Directions For Use (DFU), a
patient identification card (this is a certificate of the implant), extra iden-
tification labels, and a card for business meetings in a folding carton.
The patient should be instructed to keep the patient identification
card (it is certificate of the implant) and to provide this card to their

ophthalmologist.

7. Transportation and storage conditions

This device can be carried by any mode of transport.

Lenses are supplied sterile and preloaded into an aseptic
double transfer pouch. The aseptic double transfer pouch has
been sterilized by ethylene oxide and must be opened only in
sterile conditions. The external surfaces of the package are not
sterile. The recommended storage temperature is 25 °C (77 °F).
Keep away from sunlight.

8. Service life and expiration date

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

Implantation of the lens is forbidden after expiration date.

The sterility expiration date for each model is 5 years.

9. Safety and precautions

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 that may
increase the potential for complications (e.g., persistent bleed-
ing, significant iris damage, uncontrolled positive pressure, or
significant vitreous prolapse or loss).

4. Acompromised eye due to previous trauma or developmental
defects in which appropriate support of the IOL is not possible.
5. Circumstances that would result in damage to the endotheli-
um 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. The TORIC 1-Piece lenses should be placed entirely in the
capsular bag and should not be placed in the ciliary sulcus.

10. Rotation of TORIC 1-Piece lenses away from their intended
axis can reduce their astigmatic correction. Overdefinition by
more than 30° may increase the postoperative refractive cyl-
inder. If necessary, lens repositioning should occur as early as
possible prior to lens encapsulation. Carefully remove all visco-
elastic from the capsular bag. A residual viscoelastic technique
may allow the camera lens assembly to rotate, causing mis-
alignment of the IOL with the intended axis of placement

11. Johnson & Johnson Surgical Vision, Inc. |OLs are single-use
medical devices and are labeled with instructions for use and
handling to minimize exposure to conditions which may compro-
mise the product, patient, or the user. The reuse/resterilization/
reprocessing of Johnson & Johnson Surgical Vision, Inc. sin-
gle-use medical devices may result in physical damage to the
medical device and/or failure of the medical device to perform
as intended, and patient illness or injury due to infection, inflam-
mation, and/or illness due to product contamination, transmis-
sion of infection, and lack of product sterility.

Precautions:

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

2. Do not freeze, alternatively soak 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 intraocular lens.
4. Please refer to specific instructions for use supplied with the
insertion nstrument or system during the time over which the
IOL can remain folded before the IOL must be ejected.

5. When the insertion system is used improperly, the galaxies
of the TECNIS® Toric camera lens assembly with one part may
become broken. Please refer to the specific instructions for use
provided with the insertion instrument or system.

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 ap-
plicable government regulations 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.

11. Methods and means of cleaning and disinfection
Not applicable: the device is supplied sterile. For single use only.
The device is not to be disinfected or re-sterilized.

12. Methods and conditions of sterilization, ste-
rility expiration date Method: sterilized by EO
(Ethylene Oxide).

The sterilization procedure corresponds to the minimum ste-
rility assurance level SAL 106. Sterilization complies with ISO
10993-7 “Medical Devices. Biological evaluation of medical de-
vices. Part 7 Ethylene oxide sterilization residuals”, ISO 11979-8
“Ophthalmic implants - intraocular lenses - Part 8: Basic require-
ments”.

Sterility expiration date for each model: 5 years.

13. Information about installation

Not applicable for this medical device.

14. Information about repair and maintenance
Not applicable. This device is not subject to repair.

15. Warranty

Johnson & Johnson Surgical Vision, Inc. guarantees the quality
of the medical device on the condition of compliance with the
transportation, storage and use requirements for the device for
the entire term of the device’s sterility life and shelf life.

The guaranteed shelf life and sterility life of the device are indi-
cated on the package with the mark USE BY.

16. Claims

Address for claims

Johnson & Johnson LLC,17

Krylatskaya St. Building 2, Moscow, 121614, Russia

Tel. +7 (495) 580-77-77

Fax +7 (495) 580-78-78



IluHza uHTpaokynapHas @
aKpunoBas Topuyeckas

oAHokomnoHeHTHas TECNISS,
cnepylowWwmx mogenen:

ZCT 375, ZCT 450, ZCT 525,
ZCT 600, ZCT 700, ZCT 800

OMUCAHUE YCTPONCTBA

JInH3a MHTpaokynsipHast akpuroBas Topuyeckasi OAHOKOMMO-
HeHTHast TECNIS® npeacTaBnset coboit uMnnaHTMpyemyo B
3a7HI0K Kamepy rnasa MHTpaokynsipHyto nunay (MOM), norno-
LatoLLyto ynbTpacuoneToBoe M3nyyeHre 1 KOMNEHCUPYIOLLYI0
POTOBUYHYH Cdhepuyeckylo abeppaupio U poroBUYHbIA acTur-
MaTMaM. Ty NUH3Y yCTaHaBNMBAIOT B Kamncyne Xpyctanuka,
[e OHa 3ameLyaeT ONTUYECKYl (YHKLMIO ECTECTBEHHOrO
XpycTanuka rnasa. OnTuyeckast 4acTb MiH3bI MHTPAOKyNSPHO
aKpWrioBoOi TOpPUYECKoi ofiHOKOMMNOHeHTHON TECNIS® nmeet
3anaTeHTOBaHHYI0 KOMMaHWe TOPUYECKYK acdepuyeckyto
NOBEPXHOCTb, Pa3paboTaHHylo C WCMOMb30BAHWUEM TEXHOMO-
N BOMHOBOrO (PpOHTA, KBAAPATHbI 3adHWIA Kpali KOTOPOW
obecneunBaeT No BCEN OKPYXHOCTM Bapbep Ans KNeTok anuTe-
nmsi. Kpait ontudeckoit yactin MON maTpoBaH ANsi CHIKEHNS
BO3MOXHOro achchekta opeona no ee kpaio. Ha nepeaHeir no-
BEPXHOCTW pacnonaratTcs MeTku ocv LunuHApa, 0bosHavato-
LuMe MepuanaH ¢ MUHUMAanNbHOM ONTUYECKON CUION.
MOKA3AHUA K TIPUMEHEHUIO

JIMH3a MHTpaoKynsipHasi akpuroBasi TOpU4Yeckas OfHOKOM-
noHeHTHast TECNIS® nokasaHa Ans Koppekuuv 3peHus npu
aakui ¥ MMeloLLerocs POroBUYHONO acTrMaTiama y Bapoc-
nbix ¢ npecbuonmeit nn 6e3 Hee, y KOTOPbIX kaTapaKTasbHbI
XpycTanuk bbin yaaneH nocpeacTBOM 3KCTpakancynspHol akc-
TPaKLMK KaTapaKTbl U KOTOPbIE XEeNatoT YyyLiTb Hekoppert-
poBaHHOE 3peHue BAasb, YMEHbLIMTL OCTaTOMHbIN pedpakLm-
OHHbIA LMMMHAP W CHU3UTb 3aBUCMMOCTb OT O4KOB A5l 3pEHNS
Bfanb. 310 YCTPOICTBO NOMELLAETCS B KancynspHblil MELLOK.
NPO®UNAKTUKA

1. He cTepunuayiite nnH3y NOBTOPHO. BOMbLUMHCTBO CTepunn-
3aTOPOB He MPUCNOCoBeHo ANs CTePUNM3ALMIA MATKOTO akpy-
noBoro Matepuana 6e3 HexenatenbHbiX MOB0YHbIX AdeEKTOB.
2. He 3amauuBaiiTe u He npononackusanTe WHTPaoKynapHY
NMH3Y B KakuX-nubo pacTopax, Kpome CTepurbHOro cbanak-
CMPOBAHHOrO COMEBOTO UMK CTEPUMBHOTO (DU3MOMNOTNYECKOro
pactBopa.

3. He ponyckaiite nonagaHns Ha NWH3y NPAMbIX COMHEYHbIX
nyyer.TemnepaTtypa Bo3fyxa B MeCTe XpaHeHWs He [OMKHa
npesbiwarts 45 °C.

He aBTOKNaBMpYiTE NHTPAOKYNAPHYHO NINH3Y.

4. TpoMexyToK BpemeHn, B TeyeHue kotoporo WON moxet
0CTaBaTbCs B CHIOKEHHOM COCTOSHUM, MO UCTEYEHUN KOTOPO-
ro ee HeobXoAUMOo YTUNM3NPOBATb, YkadaH B MHCTPYKLMSX MO
1CMONb30BAHNIO MHCTPYMEHTA MMM CUCTEMbl [N BBEAEHUS
NNH3bI.

5. Tlpn HeHaanexalyem NPUMEHEHNM CUCTEMbI NSl BBEAEHUS
ranTiyeckne anemeHTbl NH3bI UHTPAOKyNsPHON akKpUMoBOiA
TOpUYECKOi! 0fHOKOMMOHEHTHOI TECNIS® MoryT 6bITb NoBpeX-
AeHbl. CM. OTAMbHbIE MHCTPYKLUMW MO MPUMEHEHUIO UHCTPY-
MEHTa Ui CUCTEMbI ANt BBEAEHUS NNH3bI.
NPEAYNPEXOEHUA

Bpauu, paccmaTpuBaloLLe BOIMOXHOCTb MMMAAHTALIM NIH3bI
B M0BOM 13 NepeyncrerHbIX HKe Cry4aes, JOMKHbI OLEHUTb
COOTHOLLIEHE NOTEHLMAMNbHBIX PUCKa U MOMb3bl.

1. MauyeHTbl ¢ peLuaMBUPYIOLMM TSXENbIM BOCTIANEHNeM ne-
peaHero UM 3afHero cerMeHTa uni yBeuToM.

2. TlaumeHTbI, y KOTOPbIX WHTPAOKYNSpHas NMH3a MOXET Mo-
BMWATb HA BO3MOXHOCTb OCMOTpA, AVArHOCTUKA UMK NeYeHus
3abonesaHuil 3ajHEro cermeHTa.

3. Xupyprudeckne CnoXHOCTW Npu  yAaneHun katapakTbl,
KOTOpblE MOrYT MOBbICUTb BEPOSITHOCTb OCTIOXHEHMI (Hanpu-
Mep, Herpekpallaiolieecs KpoBOTeYeHWe, 3HauUTemNbHOe
noBpexzaeHue pazyxHol 060NoYKM, HEKOHTPONMPYEMOe NOBbI-
LUEHHOe AaBreHue, 3HauMTeNbHbIA NPONanc Ui BbinadeHue
CTEKIOBMAHOTO TeNa).

4. MopaxeHwe rnasa B pesynbTaTe NepeHeceHHol paHee Tpas-
Mbl W MIOPOK Pa3BUTHS, NPY KOTOPOM NPaBUIbHOE yAepxaHue
MOJ1 HeBO3MOXHO.

5. O6cTONTENbCTBA, KOTOPbIE MPUBEAYT K MOBPEXOEHMNIO SHAO0-
TeNns BO BpEMs UMMaHTaLM.

6. Mono3peHue Ha MUKPOBHYtO MHCEKLMIO.

7. TlaumeHTbI, y KOTOPbIX M 3a[HSA Kancyna, v CBSA3KW NOBPEX-
[EHbl HACTONbBKO, 4TO He MoryT yaepxkatb VOJI.

8. VHTpaokynspHble N1H3bl He MOAXOAAT ANs AeTel A0 2 neT.
9. JIMH3y MHTPaAOKYNAPHYIO aKpUMOBYKD TOPUYECKYIO OAHOKOM-
noHeHTHyto TECNIS® Lienvkom nomeLLarT B KancynsipHbii Me-
LLOK; NoMeLLaTh ee B LiunuapHyto 60po3zy He criedyer.

10. Potauums nuH3bl MHTPAOKyNAPHOI akpWUnoBOi TOpUYeckon
oHokoMMoHeHTHoit TECNIS® ¢ OTKMOHeHWeM OT 3aaaHHoi
0CY MOXET YMEHbLUMTb CTeNneHb KOPPeKLMn acturmatnama. He-
npaBunbHOE BbIpaBHUBaHME C OTKNOHeHMeM Gonee 30° MoxeT
YBENUYUTL MOCNEONEePaLMOHHbIA PedpaKLMOHHbIA LMAVHAD.
Mpn HeobXoAMMOCTM CrefyeT BbINOMHUTL kak MOXHO Gonee
PaHHI0I0 PENO3NLMI0 NIMH3bI 0 €€ MHKANCYNALN.

11. TwaTensHO yaanuTe BECh BIUCKONACTIK W3 KarncynsipHOro MeLuka.
OcraTkin BIUCKO3MAcTMKa CriocoGCTBYIOT BPALLEHNIO MH3bI, MPUBOAS
K OTKIIOHEHMIO JIMH3bI MHTPAOKYNSPHON aKpUIOBOM TOPUYECKON OfHO-
KkomnoHeHTHoit TECNIS® 0T BbIGpaHHO! ANt UMNAAHTaLMK OCH.

12. O ABNSOTCA MEAULMHCKUMW W3LenusiMi OAHOKPATHOrO Npu-
MEHEHWS1 W KOMMEKTYIOTCS MHCTPYKLUMSIMA MO MCTIOMb30BaHMI0 1
obpaLLeHnio AN CHXEHUS BO3LEICTBUS YCNOBWI, KOTOpble MOTyT
HeraTMBHO MOBNUSATL Ha W3AenVe, nauveHTa U nonbosatens. Mo-
BTOPHOE WCnonb3oBaHue/cTepunmuaaums/obpabotka uagenuin, npeg-
Ha3Ha4YeHHbIX AN OHOKPATHOrO MCMONb30BaHWs, MOXET MpUBECTU
K UX MexaHu4eckoMy MOBPEXOEHMI0 W HeHaarexallemy yHKumo-
HUPOBaHUIO, a Takke K 3aboreBaHuio UMM TpaBMe nauveHTa Benes-
CTBUE MHCEKLMM, BOCNaneHus niunn 3abonesanusi, 06yCrnoBneHHbIX
KOHTaMUHaLyel W3aenusi, MepeHoCcoM MHGEKUMN U HE[OCTaTO4HO
CTEPUIBHOCTBIO M3LENKS.

HEBINATONPUATHBIE ABNIEHUA

Hwxe npuBeséH HemcyepnbiBatoLLMi NepeyeHb BO3MOXHbIX Hebnaro-
NPUSITHBIX SIBNEHMIA, KOTOPbIE MOTYT MPOW30IATI BO BpeMst UM nocne
XMPYPrU4ECKOii OnepaLym Mo UMMNaHTaLuu iH3sl MHTPaoKyNsipHOM
aKpUIoBOIA TOPUYECKO OHOKOMMOHEHTHON TECNIS®:

* OHgodTanbMuT.

* FUnonuoH.

+ 3paykoBbiit 6rok.

+ OTCroiika ceTyaTku.

+ OCTpbIil OTEK POrOBULbI.

+ BTOpUYHOE XMpYypruyeckoe BMeLLATeNbCTBO (BKIOYAs M3MEHEHe
NOMOXEHUs UMM YAaneHne MMnnaHTara, ApeHUpoBaHue nepenHei
Kamepbl MK MHYIO XMPYPrAYECKYIO ONepaLinio).

NOAPOBHOE ONMUCAHUE YCTPONCTBA

OnTHKa NUH3bI

+ MaTepuan onTu4ecKoii YacTu: ONTUYECKI NPO3PaYHbIA, MArKUA Tb-
KWl aKpuUroBbIii MaTepuan C KOBAneHTHOCBA3aHHbIM MOrNoTUTEnem
YbTPathoneToBoro 3nyyeHus.

+ OnTiyeckas cuna: ot +5,0 go +34,0 amontpum ¢ warom 0,5 anon-
UK.

+ OnTiyeckas cvuna yunuHgpa: 1,00 guontpus, 1,50 auonTpum,

2,25 guonTpuu, 3,00 guontpun, 3,75 aronTpum, 4,00 guonTpun,

4,50 gyontpuu, 5,25 guontpuu, 6,00 AronTtpuia, 7,00 guonTpuii n

8,00 guonTpwmit (v3mepero B nnockocTu OM).

Tabnuya npeobpasogaHus 0115 onmuyeckoll curbl yunuHopa:

Mnockoctb UOJ (nomeyera) MnockocTb poroBuLibI

s 1,00 0,69
[=N
E 1,50 1,03
=
© 2,25 1,54
Q.
g 3,00 2,06
g 3,75 2,57
s 4,00 2,74
3 4,50 3,08
g 525 3,60
=3
2 6,00 4.1
=
E 7,00 4,80
(<]

8,00 5,48

+ TonwyHa LieHTpa onTuyeckoit Yactu: 0,7 mm (+20,0 AnTp).

* KoHCTpyKUMS kpast ONTWUYECcKOM YacTu: KBajpaTHbI 3adHUA kpai
PROTEC no Bceit OKpyxHOCTU.

+ KoacpchmumeHT npenomnenns: 1,47 npn Temnepatype 35 °C.

+ CBeTonponyckaHue: KpuBble rpaHuL, MpomyckaHus ynbTpaduone-
TOBOrO M3nyyeHnst npu koahuumente T = 10 % Ans nuH3bl B +5,0
OVONTPUiA (MUHUMAnbHas TONLLUMHA) 1 NKH3bI B +34,0 AnonTpum (Mak-
cvManbHas TONLLMHA) nokadaHbl Ha puc. 1 (Figure 1).
FanTuyeckune anemeHTbI

+ Matepuan: Markui Tubkuii akpunoBbiii MaTepuan ¢ KoBaneHTHOCBS-
3aHHbIM NOTMIOTUTENEM YTbTPathMONETOBOrO M3My4eHMs.

+ OAHOKOMMOHEHTHas NH3a.

+ KoHdpurypauws: ansaitt TRI-FIX, moandmkauns S, coctasnsieT ean-
HOE L{enoe ¢ ONTUYECKOM YacTbio.

+ TonuwwHa ranTudeckont yactu: 0,46 MM.

PACYET ONMTUYECKOU CUIbI NTINH3bI

ToyHas kepaToMeTpust 1 GUOMETPUS Ype3BbIvaiiHO BaxHa ANs ycreLw-
HOW KOppeKLun 3penus. [lpenonepayoHHbIi pacyeT OnTYeckon
cunbl chepuyeckoro akeuBaneHTa ans AanHsix WNOJ1, umnnaHTupye-
MbIX B 337HIOI0 Kamepy, BbIMOMHSETCA C y4eTOM OMbiTa Xupypra, ero
NpeanoyTeHunit U BbIbpaHHOrO MecTa MMNNaHTauuM. YkasaHHas Ha
BHELUHe! 3TUKeTke A-KOHCTaHTa CRYXUT OPUEHTUPOM W HayanbHoi
TOYKOWM [N1S pacyeTa ONTMYECKOI CuMbl uMnnaHTaTa. [lo onepauuu
Bpay [OIMKEH OMPeaenuTb ONTUYECKY0 CUMY CEpUIeckoro 3KBMBa-
NeHTa U LunnuHApa MNNaHTAPYeMOiA IMH3bI.

Ha 3TuKeTKe NMH3 MHTPAOKYNAPHbIX aKPUOBbIX TOPUYECKIX OAHOKOM-
noHeHTHbIX TECNIS® ykasaHa onTuueckasi cuna cepuyeckoro skeu-
BaneHTa MOJI. Cnocobbl pacyeTa ONTUYECKOHA CUMbl IMH3bI OMUCaHbI
B CrieqyloLLeil nuTepaType.

+ Hoffer, K.J. The Hoffer Q formula: a comparison of theoretic and re-
gression formulas. Journal of Cataract and Refractive Surgery. 1993;
19:700-712; ERRATA; 1994; 20:677.

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

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

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

+Olsen, T., Olesen, H., Thim, K., and Corydon, L. Prediction of pseu-
dophakic anterior chamber depth with the newer I0L calculation for-
mulas. Journal of Cataract and Refractive Surgery. 1992; 18: 280-285.
* 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.

WHCTPYKLUA NO UCMONb3OBAHUIO

1. NMepep umnnaHTaumein ocmotpute ynakosky MOJ, ytoBbl npose-
pUTb €€ T!N, ONTAYECKYIO CUMY, MPaBUNBHOCTL KOHMTypaLyi i CPOK
TOAHOCTH.

2. BekpoiiTe ynakoBky M U3BMEKUTE NUH3Y B CTEpUnbHOIA cpege. Mpo-
BEpbTE ONTUYECKYID CUMy CepUyeckoro aKBMBaneHTa W LnnHapa
TIMH3bI.

3. TwartenbHO OCMOTPUTE NUH3Y, Y6EaUTECH B TOM, YTO K HEl HUYEro
He MpuUnnnno, 1 ybeauTech B OTCYTCTBUM APYTUX AE(EKTOB Ha OMTH-
YeCKX NOBEPXHOCTSIX.

4.Tlpn HeobXxoAuUMOCTM [0 MOMEHTa WUMMNaHTaLuu NUH3Y MOXHO
CMOYUTb UMW OMONOCHYTh CTEPUIbHBIM CHanaHCMPOBaHHbIM CONEBbIM
pacTBOpOM.

5. N5 BBEAEHUS NNH3bI MHTPAOKYNSPHONA aKpUIMOBOI TOPUYECKO
opHokommoHeHTHo TECNIS® komnanusi pekomeHayeT Wcnonb3o-
BaTb umnnaHTauuonHyto cuctemy UNFOLDER Platinum 1-Series ¢
kaptpumkem 1MTEC30, umnnanTaumornyto cuctemy ONE SERIES
Ultra ¢ kaptpumkem 1VIPR30, nmnnaxtamorHyto cuctemy UNFOLD-
ER Emerald AR Series ¢ kaptpumkem 1CART30 unu aHanornyHble
VHCTpYMeHT/cuCTeMY ANs BBeeHWs. CrieflyeT ucnonb3oBaTh TOMbKO
VHCTPYMEHTbI [N BBEAEHWS, UCTIbITAHHbIE U YTBEPXKAEHHbIE K Mpu-
MEHEHMIO C 3TUM TUNOM NIMH3bI. [IONONHUTENbHYIO MHAOPMALMIO CM.
B MHCTPYKLMW MO WCMOMb30BAHMIO UHCTPYMEHTa UMK cUCTeMbl ANst
BBEJEHNS.

BbIBOP N UMMNAHTALIUA nuH3bl MHTPAOKYNAPHOW
aKpUIOBOW TOpU4ecKo ogHoKoMNoHeHTHon TECNIS®
[inst onpefienenst KOPPEKTUPYEMOro acTUrMaTinama creayeT Ucnonb-
30BaTb flaHHble kepaToMeTpun 1 61UOMeTPUM, a He U3MepeHms ped-
paKLyK, MOCKONbKy Hannu1e acturMaTiama B yAansemMom Xpycranuke
MOXeT MOBMMSATb Ha pesynbTaTbl. PasMep 1 MeCTo Xupyprideckoro
pa3pe3a MOXeT NOBMNATL Ha CTeNeHb M 0Cb POTOBUYHOMO aCTUrMaTH3-
ma. Ans ontmm3auum BbiGopa OJT v ocv ee MMnnaHTaLum KoMnanms
npeanaraeT xupypram uHTepHeT-npunoxetne (www.TecnisToricCalc.
com). ins onpeAeneHnst MOJEN N1H3bI MHTPAOKYNSPHON akpUioBoit
TOPUYECKOI 0AHOKOMMNOHeHTHo TECNIS®, ontudeckoit cunbl cdhepm-
4ecKoro 3KBMBANEHTA NMH3bI 1 OCY UMMMAHTALWN B rM1a3 UCMONb3yHoT-
Csi Nory4eHHble 0 onepauun AaHHble kepaToMeTpum i GromeTpum,
MeCTO pa3pesa W Bbl3BaHHbIV ONepaTMBHbIM BMELIATENbCTBOM Poro-
BUYHbIA aCTUrMaTM3M N0 OLIEHKe Xupypra.

[Insi nony4eHns ONTUMAarbHbIX PE3yNbTaToB XMPYPr AOMKEH NPaBuIib-
HO YCTaHOBUTb 1 COPUEHTUPOBATb MMH3Y B KamncynsipHOM Meluke. B
MecTe COBANHEHNS ranTUYecknX aNeMeHTOB 1 ONTUYECKOI YacTh Ha
nepeaHelt noBepxHocTvt VIOMN nmetotcst 6oposakn (C YeTbIpex CTOPOH
HanpoTUB fpyr Aipyra), KOTOpble YKa3blBAOT Ha «MIOCKUA» MepuanaH
ONTUYECKOI YaCTW NUH3bl WHTPAOKYNAPHOI aKPUMOBOW TOPUYECKOI
opHokomnoxeHTHon TECNIS®. 3v Gopoaakyu dhopmupyioT BooGpaxa-
eMy}0 NIMHVIO, NPe/CTaBNSIOLLYI0 OCh NNKCOBOTO LMAMHAPA (MpUMeYa-
HWE: MepuamaH ¢ camoil 6onbLLON onTuyeckon cunoit uununapa VON
HaxozuTcs nog yrnom 90°) MeTki 0cv LunuHAPa NNH3bI UHTPaoKYNsip-
HOW aKpUMoBOil Topuyeckoil ogHokomnoHeHTHo TECNIS® cnepyet
COBMECTUTb C MEpUANAHOM POTOBHLIbI, UMEIOLMM Camyio 6ombLLyio
OMTUYECKyto CUmy nocrie paspesa (BbibpaHHas o0cb MMNAaHTaLM).
Mepen BMeLaTenLCTBOM ONepupyeMmblli rmas criesyet pasmeTuTb
cneaylowym obpasom. YcaanTe naupeHTa npsiMo v TOYHO OTMETbTE
nonoxenne 12 umnn 6 Yacos ¢ nomolupio T-06pasHoro mMapkepa,
XMPYPrYECKOro Mapkepa Ans KOXW Ui odTanbMonoruyeckoro
MapkepHOro kapagalua. Vcnonb3yiiTe 3T MeTkW B kayecTse
OMOPHbIX TOYek. Mcnonbayitte MeTKy OCU HEmocpeACTBEHHO
nepes onepauuen W BO Bpemst Hee Ans 0603Ha4eHns ocu
MMNNaHTaLUN NH3b! (NPeLBapUTENBHO BOCMONb30BABLUMCH MHTEP-
HeT-npunoxeHnem no cceinke www.TecnisToricCalc.com ans onpe-
[ieNeHns oNTUManbHOM 0CK MMNNaHTauum). Mocne yCTaHOBKM NUH3bI
TOYHO coBmecTUTe 6opoaaky, 0603HaYalolMe OCb Ha NUH3e WHTpa-
OKYMNSIPHOW aKpUIOBOW TOpUYECKOM OfHOKOMMOHeHTHO TECNIS®, ¢
OTMeYeHHOI OCblo UMMNaHTaLMM NnH3bl. TlaTenbHo yaanuTe Bech
BMCKO3MaCTVK U3 KancynspHOro Meluka. [ins aToro noguraite ontu-
yeckyto yactb NOJ HakoHeuHrkom MPP/ACTIP unu Bocnonb3ayiitech
CTaHAapTHbIM METOAOM UppUraL/acipaLmy Ans yaaneHns BUckos-
nacTuka u3 rnasa. [lns yaanenus Buckoanactuka nosaav VIO npu xe-
NaHUM MOXHO 1Cnonb3oBaTh GMaHyanbHyto TexHuky. Mocne yaane-
HMS BICKO3NACTMKA HEOBXOAMMO 0653aTeNbHO NPOBEPUTL MONOKEHNE
TMH3bI UHTPAOKYNSAPHOI aKpUMIOBONA TOPUYECKON OLHOKOMMOHEHTHO
TECNIS® oTHOCUTENBHO 3a4aHHOM OCU.

OcraTkn BICKO3NACTMKA CMOCOOCTBYIOT BpALUEHMIO MUH3bI, NPUBOAS
K OTKMOHEHWIO NMH3bl WMHTPAOKYNSPHOM aKpWUnoBOM TOpUECcKoit
opHokommoHeHTHol TECNIS® oT BbIGpaHHOi Anst UMMNaHTaLWM OCH.
HenpaBurbHoe COBMELLEHME OCM NUH3bI 1 BbiGpaHHOW ANs
VMNNAHTaLMM OCK YXyALIAeT KOpPeKunio acturmMatuama. MpuimHoi
HernpaBUbHOro COBMELLIEHMS MOTYT CIYXMUTb HETOUHbIE KepaTOMETPUS,
MapkvpoBKa POTOBWLbI WM YCTAHOBKA IMH3bl MHTPAOKyNspHOI
aKpunoBoOii TopUyeckolt opHokoMnoHeHTHoit TECNIS® Bo Bpewmst
onepauuu, HenpeABMAEHHOE BbI3BaHHOE OMnepaLyeil M3MeHeHue
POrOBULbI MMM  BpalleHMe MNH3bI WHTPAOKYNAPHOA  aKpUnosoit
TOpUYeckoii ogHokomnoHeHTHo TECNIS® nocre onepauyu. YroBbi
He [ONYCTUTb 3TOTO, XWPYPry credyeT yBeauTbcsi B TOYHOCTU
[NlaHHbIX NpeaonepaLyoHHol kepaToMeTpun 1 61OMETpUK, a Takke B
npaBuibHOCTI opureHTaLn VIOJT fo 3aBepluenms onepaLim.
BHUMAHME! He vcnonbayitte nuH3y, eCnv ynakoBka NoBpexaeHa.
CTepurbHOCTb MNH3bI MOrMa BbiTb HapyLUEHa.

KAPTA MALUMUEHTA

B ynakoBky BnoXeHa WOEHTU(DMKALMOHHAA KapTa wWMnNnaHTaTa,
noanexallas nepefade naumenty. Heobxoanmo coobLuTh naLueHTy,
4TO OH [JONDKEH XpaHUTb 3Ty KapTy Kak MOCTOSHHOE CBUAETEMbCTBO
VMNnaHTaTa v npeabsensTb ee oranbMonoram, y Kotopbix Byaet
HabnoaaThes B AarnbHeMLeM.

OTYEThHI

Komnanun AMO Heobxoanmo coobLyath 0 HexenaTenbHbIX SBNEHUsIX
nMnM NOTeHLManbHO OMAcHbIX ANS 3PEHIUS OCTOXHEHUSX, KOTOpble
MOXHO 0BOCHOBaHHO cBSi3aTb C wmnnaxtauuveit MOJ, a Takxe

XapakTep, TSKEeCTb 1 4acToTa BO3HMKHOBEHMSI KOTOPbIX SBASOTCS
HenpedBuaeHHbIMA. Mbl npocM BCEX XMpYproB MpeAocTaBnsTh
Takyl MHbopMaLmio, YTOBbl 3a[OKyMEHTUPOBATh MOTEHLMANbHbIE
[onrocpoyHble aaekTsl umnnanTayuu MOJ, ocobeHHo y Monoabix
naLyMeHToB.

MbI npocum Bpaveit coobLuath 0 Takux ABREHUsX, 4ToBbI Ham Bbino
npoLle BbISBUTb BO3HMKAIOWME W MOTEHLUMamnbHble npobrembl,
cBssaHHble ¢ MOJI, uMnnaHTpyeMbiM1 B 3afHIOI Kamepy rrnasa.
Takue npobnembl MOryT 6bITb CBSA3aHbI C OTAENbHOI napTuel MOJI,
MW OHW MOTYT YKa3blBaTb Ha JONTOCPOYHbIE NPOBNEeMbl, CBA3aHHbIE C
370l pa3HoBuaHocTbro OJT unm ¢ MOI BoobLye.

®OPMA MNOCTABKU

JInH3a MHTPaoKynsipHas akpunoeas Topuyeckast OBHOKOMMOHEHTHas
TECNIS® noctaBnsieTcss B CTepunbHOM BUAE B ABYXCTIOMHOM
acenTU4eckoM TPaHCMOPTHOM nakeTe. [IByXCMOWMHbIA acenTnyeckui
TPAHCTIOPTHBII NaKeT CTEPUNM30BAH STUMEHOKCUAOM, W €ro criedyeT
OTKPbIBATb TOMBKO B CTEPUMBHBIX YCMOBHSX. YNaKoBOYHas 1 ToBapHas
STUKETKN BMOXEHbI B YNakoBKy. HapyxHble NOBEPXHOCTU BHELLHEro
nakeTa HeCTepUrbHbI.

CPOK rOQHOCTHU

CpoKk rofHOCTM, yKa3aHHbIA Ha ynakoBke C NIMH30W, — 3TO CPOK,
B TEYEHWe KOTOpOro rapaHTMpoBaHa CTepunbHoCTb. [locne ero
WCTEYEHNS UMNMAHTUPOBATb NIMH3Y HEMb3s.

NOPAOOK BO3BPATA U 3AMEHbI

Ytobbl y3HaTb MOpsSAOK BO3BpaTa, 0bpaTUTECH K MECTHOMY
npeactasutento komnakmn AMO. Mpu Bosspate WOJ Heobxoaumo
YeTko MapkupoBaTb W ykasaTb NpudMHy Bo3pata. CHabpute
BO3BpaLLaeMblii MPOAYKT 3HaKkoM Guonoriyeckoi omacHoctu. He
MbiTalTeCh NOBTOPHO CTepunmuaosath NOJT.

WH®OPMALMUA ANA NAUMEHTA

Kaxporo nauveHta nepes npuHSTMEM pelleHust 06 MMnnaHTauun
VHTPAOKYMSIPHOI NMH3bI HEOBXOAUMO MPOMH(OpPMMPOBaTL O ee
CBOWCTBAX.

OGo3HauyeHUe U NosiCHeHne

OBO3HAYEHUE

NOACHEHUE

CTepI/U'II/ISOBaHO 9TUNEHOKCNAOM

He noanexut noBTOPHOMY MCMONb30BaHNIO

Cpok rogHocTu [[TTT-MM] roa-mecsiyy

BHumaHme!
CM. MHCTPYKLM MO NPUMEHEHMIO

[MpoussoanTens

YNONHOMOYEHHbIA NpeAcTaBUTENb B
Esponeiickom Cotoze

9 He nognexut noBTOpHOI CTEpUnM3aLm

3°F) | BepxHuit npesen Temnepatypbi

/\/\TQ He nogsepratb BoseicTanio
1\\ CONHEYHOrO CBeTa
He 1cnonb3osath, ecnm
ynakoBKka nospexaeHa

TECNIS n UNFOLDER sBnsitoTcst ToBapHbIMI 3Hakamt KOMMaHUm
Johnson & Johnson Surgical Vision, Inc.

[lononHeHue K @
MHCTPYKUKK NO NPUMEHEHUIO
Meauuumnckoro U3penus (MU)

JIH3a MHTpaokynsipHasi akpunoBas Topuyeckasa opf-
HokomnoHeHTHass TECNIS®, cnegylowux mopeneii:
ZCT375, ZCT450, ZCT525, ZCT600, ZCT700, ZCT800.
1. HasHavyeHne MegULMHCKOro nsgenusi

1.1. HanmeHoBaH1e MeaNLMHCKOro ngenus

JInH3a MHTPaoKynsipHas akpurnoBas TOpUYeckask OBHOKOMMOHEHTHas
TECNIS®, cnepytowmx mogeneit: ZCT375, ZCT450, ZCT525, ZCT600,
ZCT700, ZCT800 (nanee — nuH3a, OJT, yctpoitcTeo, U3gnenme).

1.2. HasHauyeH1e MeauLMHCKOro unenus

TNnH3a npeaHasHadeHa Ans ONTUYECKOI KOPPEKLMI 3perns Npu ada-
KW y B3POCTbIX NALMEHTOB, Y KOTOPbIX MOPaXEHHbIA KaTapakToil
XpyCTanuK yaneH nocpeacTBOM AKCTPaKancynsipHoil 3KCTpaKLmK Ka-
TapakTbl. 3TO YCTPOICTBO NOMELLAETCS B KANCyNSAPHbIA MELLOK.

1.3. MNokasaHns

TH3a npeaHasHayeHa Ans KOPPEKLMK 3peHns npu adakui 1 umeto-
LLierocst POroBUYHOTO acTMrMaTuama y B3pochbix ¢ npecouonueit unm
6e3 Hee, y KOTOPbIX KaTapaKTanbHbIiA XpycTanuk Obin yaaneH nocpea-
CTBOM 3KCTpaKanCynsapHON KCTPaKLMN KaTapaKTbl M KOTOPbIE XenatT
YNyYLLNTb HEKOPPErMpOBaHHOE 3peHNe BAamb, YMEHbLLNTL OCTaTou-
HbIA pedpakLMOHHbIA LNAVHAP 1 CHU3WUTL 3aBUCMMOCTb OT O4KOB A1
3peHns Baanb. IO YCTPONCTBO NOMELLAETCS B KanCynsipHbIil MELLOK.
1.4. MpoTnBONOKasaHns

HeT n3BecTHbIX NpOTUBONOKa3aHNIA.

1.5. BoaMoxHble No6oYHble JEACTBIS MPY UCMONb30BaHNM MEAULIMH-
cKoro uspenust

Hwxe npuBeaéH HencyepnbIBatOLLMA NepeyeHb BO3MOXHbIX Hebnaro-
MPUATHBIX SBMIEHNIA, KOTOPbIE MOTYT NPOU30TY BO BPEMS UMW nocne
XMPYPriAveCcKolt onepauyin no MMANaHTaLuy OAHOKOMMOHEHTHOI TopH-
yeckoit IO TECNIS®:

1. OHpodTanbmMuT.

2. T¥nonuoH.

3. 3paykoBblit 6riok.

4. Otcrolika ceTyaTku.

5. OCTpbIii OTEK POrOBHULIbI.

6. BTOpU4YHOE XUpypriyeckoe BMELLATENbCTBO (BKMIoYas N3MEHeHe
NONMOXEHNS UMM y[janeHne MMNNaHTara, ApeHUpoBaHue nepenHeit
Kamepb! UMK VHYH0 XMPYPrAYecKyto onepaLinio).

1.6. YkasaHue BO3MOXHOCTU 1 0COBEHHOCTEN NPUMEHEHIS MELNLIH-
CKOTO M3AEenus Ans niofei ¢ MMNMaHTUPYeMbIMU B OpraHuam 4emno-
Beka MeAULMHCKAMM M3Aenuamu, GepeMeHHbIX KEHLUWH, KEHLUH B
nepuoz rPYAHOro BCKapMIMBAHWS, A€Tel, B3POCTbIX, MMEIOLMX Xpo-
Hu4eckmne 3abonesanms

Heobxoanma KoHCynbTaLms C nevaluM BpayoM nepeq yCTaHOBKOW
AaHHOM MNH3bI MIOAAM C UMMNaHTUPYEMbIMA B OPraHiaM Yeroseka
MeAULIMHCKMI M3aenmsiMm, GepeMeRHbIX XEHLLIH, XEHLLH B Nepuop,
TPYAHOTO BCKapMIMBaHHNS, B3POCTbIX, MMEIOLLIAX XPOHUYeckue 3abo-
TNeBaHus.

VIHTpaokynsipHble MNH3bl He NOAXOAAT ANs AeTel [0 2 neT.

1.7. CBeneHst 0 BO3MOXHOM BNSHUN UCTIONb30BaHMS MEAULIMHCKOTO
M3enust Ha CnocoBHOCTb YNpaBnsiTb TPAHCMOPTHBIMU CPEACTBaMM,
MexaH1a3mMammu

He npumenumo.

1.8. YcnoBus npuMeHeHns MeanLMHCKOro uagenus

Vanenve npepHasHayeHo Anst IPUMEHeHIst BpauoM-0dTanbMomnorom
B CrieLyaniavupoBaHHbIX MOMeLLEHNsX neyebHbix unu nevebHo-npo-
(bunakTYeCKIX YUPEXOEHNI B aCenTUYECKUX YCIOBUAX.

2. CBefieHMA O npousBoAuTENe MeAULIMHCKOro usfe-
nus

2.1. CBefieHvst 0 npousBoguTene

HanmeHosaHve Johnson & Johnson Surgical Vision, Inc. («[oHcoH &
[IkoHcoH Cepmxukan BuxH, VHK.»)

Anpec mecta Haxoxaerus 31 Technology Drive, Suite 200, Irvine, CA
92618, USA

2.2. Vinchopmaums o npoussoauTene, aapec Mecta NpoussoAcTBa

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

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

2.3. MHdbopmavus 06 ynonHomouyeHHoM npeactasutene B PO
HaunmeHnosanme OO0 «[KOHCOH & [KOHCOH»

Anpec mecTa Haxoxaerus 121614, Poccus, 1. Mockea,

yn. Kpbinatckas, a. 17, k. 2

TenedoH +7 (495) 580-77-77

akc +7 (495) 580-78-78

3. OnucaHne NpUMHLMNOB, HA KOTOPbIX OCHOBaHa pa-
60Ta MeaAULIMHCKOrO U3aenus, n UX oco6eHHOCTN
OpHokoMroHeHTHast  Topudeckast nuHsa TECNIS® npepncTasnset
cobol MMMNaHTVpyeMylo B 3aAHIO0 kamepy [rasa MHTPaoKyNsipHYio
nnnay (MOJT), nornovlatoLLyto ynbTpacmoneToBoe U3nyveHue u Kom-
NEHCUPYIOLLYIO POTrOBUYHYI0 Cchepuyeckyto abeppaLiyio 1 POroBUYHbI
acTMrMaTuam. 9Ty NUH3y YCTaHaBNMBAIOT B Kancyne xpycTanuka, rae
OHa 3aMeLLaeT ONTUYECKYI0 (YHKLMIO €CTECTBEHHOIO XpycTanuka rna-
3a. OnTuyeckas 4acTb TOPUIECKOH 0fHOKOMNOHeHTHoit OJT TECNIS®
VMIMEeT 3anaTeHTOBaHHY!0 KOMMaHuel Topu4eckyto acdepuyeckyto no-
BEPXHOCTb, Pa3paboTaHHyto C UCMIONb30BaHNEM TEXHOMOTMN BOMHOBO-
ro ()poHTa, KBaZpaTHbI 3a[HKiA Kpali koTopoi obecneunBaeT no Bcei
OKpYXHOCTV 6apbep Ans kneTok anuTenns. Kpait ontdeckoin Yacti
MO matnpoBaH Ans CHXKEHUs BO3MOXHOrO achdekta opeona no ee
Kpato. Ha nepegHeit NOBEPXHOCTM pacnonaraioTcsi MeTki OCH LIMMNH-
[npa, 0603HavatoLme MepuanaH ¢ MUHUMarbHOM OMTUYECKON CUION.
4. Cnoco6 npumeHeHus

VHCTPYKLMA MO MCMONb3OBAHNIO:

1. NMepen umnnaxTauueit ocmotpute ynakosky MO, ytoBbl npose-
PUTb €€ TUM, ONTYECKYIO CUMY, MPABUIBHOCTL KOHMTypaLyn i CPOK
TOAHOCTH.

2. BckpoitTe ynakoBKy W U3BMEKUTE NIUH3Y B CTEpUmbHOI cpefe. Mpo-
BEpbTE ONTUYECKYK CUNY Cepuyeckoro SKBUBaneHTa U LUMMHApa
TIH3bI.

3. TwartenbHO OCMOTPUTE NUH3Y, Y6eanTECh B TOM, YTO K Helt H14ero
He NpunuNno, 1 ybeauTech B OTCYTCTBUM APYTUX AE(EKTOB Ha OnTy-
YecKiX NOBEPXHOCTSIX.

4.Tlpn HeoBXoAMMOCT [0 MOMEHTA WMMMAHTALUUN NINH3Y MOXHO
CMOYUTb MM OMONOCHYTb CTEPUIbHBIM CHanaHCMPOBaHHbIM CONEBBIM
pacTBOpOM.

5. [Inst BBEAIEHUS IMH3 MHTPAOKYNSAPHBIX aKPUMOBbIX TOPUYECKNX Of-
HokoMroHeHTHbIX TECNIS® komnaHusi pekomeHmyeT WCcrmonb3oBaTh
nHxektop DK7786 1 MMnnaHTaLmoHHyto cucTemy ¢ kapTpumkem One
Series Ultra, nnn aHanoruyHblii MHCTPYMEHT WNK CUCTEMY ANS BBe-
AeHns. CrieayeT UCMomb3oBaTh TOMbKO MHCTPYMEHTbI s BBEAEHMS,
VCrbITaHHbIE W YTBEPXKAEHHbIE K MPUMEHEHMIO C STUM TUMOM JIH3bI.
[JlononHuTenbHyto MHOpMaLI0 CM. B MHCTPYKLUM MO UCMONb30BaHMIO
VHCTPYMEHTa UM CUCTEMbI [iN51 BBEJEHNS.

PacueT onTU4eckoi cunbl NIMH3bI:

TouHas kepaTomeTpusi 1 GrOMETPUS HeobXoaUMbl ANs ONTUYECKUX
pe3ynbTaToB. lpeaonepaLyoHHbIi pacieT OMTUYECKOR CUMbl cepu-
YecKoro akBMBaneHTa Ans AaqHbix O, nMnnaHTupyemblX B 3aAHI00
Kamepy, BbINOSHAETCS C Y4ETOM ONbITa XUpYypra, ero NpeAnouTeHni 1
BbIGPaHHOrO MeCTa UMMNaHTaLUM. YkasaHHas Ha BHELLHell 3TUKeTke
A-KOHCTaHTa CIY)WUT OPUEHTMPOM W HaYasbHOI TOYKON Ans pacyeTa
ONTUYECKO CMbI MMNNaHTaTa. [Jo onepawum Bpay [AOMKeH onpese-
TNTb ONTUYECKYIO CUMY CHepUYEcKoro 3KBUBANEHTa W LMMKAPa UM-
NAaHTAPYEeMON NIUH3bI.

Ha 3TuKeTKe NIMH3 MHTPAOKYNSIPHbIX aKPUMOBbIX TOPUYECKUX OFHOKOM-
noHeHTHbIX TECNIS® ykasaHa ontiyeckasi cuna chepuieckoro akeu-
BaneHTa MOJN. Cnocobbl pacyeTa OnTUYECKOM CUMbl MMH3bI 0N CaHbI
B CrieyloLLen nuteparype.

1) Hoffer Q formula: a comparison of theoretic and regression formu-
las. 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, ker-
atometry 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 re-
ply 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 pseu-
dophakic anterior chamber depth with the newer IOL calculation for-
mulas. Journal of Cataract and Refractive Surgery. 1992; 18: 280-285.
6) Retzlaff, J.A., Sanders, D.R. and Kraff, M.C. Development of the
RK/T 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.

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

BHumaHme: He vcnonbayiite niH3y, ecnn ynakoBka noBpexaeHa.
CTepurbHOCTb NH3bI Morna BbiTb HapyLueHa.

5. TexHuuyeckoe onvucaHve MeAULMHCKOro u3aenus
5.1. Ba3oBbli COCTaB W NepeyeHb KOMMEKTYIOLMX M MPUHAANEXHOCTEN
JIMH3a WHTPaoKynspHas akpunosas Topu4eckasi OfHOKOMMOHEHTHas
TECNIS®, mopenu: ZCT375, ZCT450, ZCT525, ZCT600, ZCT700,
ZCT800 nocTaBnseTcs co CneayoLLMIN KOMMOHEHTaMM:
NoTpebutennckas ynakoBka (KapToHHasi KOpo6ka):

- U3[jenve B ABYCMOHOM acenT4YeckoM TPaHCMOPTHOM nakeTe;

- 3KCNMyaTaLMoHHas AOKyMeHTaLus:

1. MHCTPYKLWMS MO NPUMEHEHNIO®;

2. KapTa nauuenTa;

3. OeHTUGMKALMOHHAs KapTa UMNNaHTaTa;

4. 3TukeTka nauueHTa.

CTepunbHas ynakoBKa (nakeTbl) ANs NIMH3 B KPYrnown
nenecTKOBOW ynakoBKe:

- NMH3a MHTPaoKynsApHas akpunoBas;

- Kpyrnas nenectkoas ynakoBka s XpaHeH!s MiH3bl.

5.2. Bo3MOXHOCTb 1 COCOObI MHTETPUPOBAHUS C APYIUMU MEAULIMH-
ckvmu uagenusmu MpedctasneHo B 1.5 «Cnoco6 npumMeHeHns».

5.3. MaTepuanbl, 13 KOTOPbIX W3rOTOBMEHO MeAULMHCKOe U3fe-
nne unu ero ocHoBHble Yactn ZCT375, ZCT450, ZCT525, ZCT600,
ZCT700, ZCT800: MmapodobHbIA akpun C KOBANEHTHO CBA3AHHbIM
YO-chunbTpom.

6. CBepgeHus 06 ynakoBke

®dopma nocTaBKu

Kaxpast nH3a nocTaBnsieTcs B CTpUnbHOM BUAE B KPYITOiA nenect-
KOBOW ynaKoBKe A5 XpaHEHWs! M1H3b! BHYTPY ABOIMHOTO CTEPUIBHOMO
TPaHCMOPTHOrO nakeTa. [JBONHON CTEPUMbHBIA TPAHCMOPTHbINA NakeT
CTEPUNN3YeTCS ITUNEHOKCUAOM U AOMKEH BCKPbIBATHCH TOMbKO B
acenTuyeckux ycrnosusx. Kpyrnas nenectkosas ynakoska s xpaHe-
HUS! MH3bI MAPKVIPYETCS CepUIHBIM HOMEPOM, HOMEPOM Mo KaTanory,
ONTUYECKOM CUMOi, 1 ONTUYeckMMI 1 rabapuTHbIMK pasmepamu. Ha-
PYXHble MOBEPXHOCTI BHELUHEI YNakoBKI HE CTEPUITbHBI.
YnakosanHast IOl nomelLaetcs BMecTe ¢ «MHCTpykumei no npume-
HeHuto» (DFU), naeHTMdMKaLMOHHON kapToi UMnnaHTaTa, [ONoNHK-
TenbHbIM1 MAEHTU(UKALMOHHbBIMI SPTbIKaMI 1 KapTOuKoil Ans 0bpaT-
HOI KOPPECTIOHAEHLINM B CKIafiHON KopobKe.

HeobxoanMo  MpOMHCTPYKTMPOBATL naupeHTa o HeobXoauMocT
XpaHeHUs WAEHTU(MKALMOHHON KapTbl NauueHTa (310 cepTudmkat
YCTaHOBINEHHOrO MMNMaHTara), a Takke 0 He06X0AUMOCTH NpeaocTas-
NEHNs faHHON KapToyku odTanbmornory.

7. YcnoBus TpaHCNOPTUPOBaHUSI U XPaHEHUSA
TpaHcnopTMpoBaTh MtoBbIM BUAOM TpaHCNopTa.

JINH3bI NOCTABASIOTCS CTEPUNbHBIMIM W NPEABAPUTENBHO 3arpyXeHb
B ABYCMOWHbIA acenTUyeckuit TPAHCMOPTHBIA NakeT. [1ByXCNOWHbIA
acenTU4Yeckuil TPAHCMOPTHBIA MakeT CTEPUNM30BaH STUMEHOKCH-
JOM, W €ero criedyeT OTKpbiBaTb TOMbKO B YCMOBMSIX CTEPUIbHO-
CTW. BHeluHWe MOBEPXHOCTM HAPYXHOrO MakeTa HEeCTepuIbHbI.
PekomeHpgoBaHHas TemnepaTypa xpaHewus coctasnsetr 25 °C
(77 °F). Mpwn xpaHeHuu n TpaHCnopTUPOBKE Gepeyb OT BO3encTBIs
COMHEYHbIX Myyeil.

8. Cpok cnyx6bl, CPOK FOAHOCTH

CpOK rofiHOCTM Ha ynaKoBKe C N K30 COOTBETCTBYET AaTe UCTEYEHNs!
CTEPUMBHOCTU.

3anpellaeTcs UMNNaHTaLUMs NiH3bl MOCNe OKOHYaHWS yKasaHHOro
CPOKa UCTEYEHIsH CTEPUIBHOCTH.

Cpok CoxpaHeHns CTEpUNbHOCTM ANs Kaxaon Moaenu — 5 ner.

9. TpeboBaHus1 6e30MacCHOCTN U Mepbl NPeAOCTOPOXK-
HOCTM

Mpeaynpexaenus:

Bpauu, koTopble cobupatoTcsi NPOBOAMTL UMMMAHTALMIO M H3, [OIK-
Hbl B3BECUTb MOTEHLMANBHOE COOTHOLLEHME PUCK / NOMb3a Npy NtoGoM
13 credyloLmx 06CTOATENbCTB:

1. MayveHTbI C peLuavBUPYIOLMM TSHKEMbIM BOCNAneHnem nepeaHero
MW 33[JHETO CErMEHTa N YBEUTOM.

2. TaumeHTbl, y KOTOPbIX WHTPAOKYNspHas NMH3a MOXET MOBMMSITH
Ha BO3MOXHOCTb OCMOTPA, ANArHOCTUKA UnK NeyeHnst 3abonesaHui
3a[Hero cermeHTa.

3. Xupypruyeckue CrOXHOCTM NpW yAaneHnu KkatapakTbl, KOTopble
MOTYT NMOBBICUTL BEPOSITHOCTL OCTIOKHEHWI (HanpuMep, Hempekpalya-
foLieecst KpOBOTEUEHME, 3HAUNTENBHOE NOBPEXAEHe papyxXHoil 060-
04K, HEKOHTPONMPYEMOE MOBbILIEHHOE AABEHWe, 3HAYUTENbHbINA
nponanc unu noTepsi CTEKNOBUAHOTO Tena).

4. TlopaxeHue rnasa B pesynbTaTe NepeHeceHHoii paHee TpaBMbl UK
MopoK Pa3BuUTIS, MPW KOTOPOM npasunbHoe yaepxaHie MOJT HeBos-
MOXHO.

5. OBcTosTENbCTBA, KOTOPbIE MPUBEOYT K MOBPEXAEHWIO SHAOTENNS
BO BpeMs MMMnaHTaLum.

6. Mopo3peHue Ha MUKPOBHYHO MHAEKLMIO.

7. MauueHTbl, y KOTOPbIX U 3a[HAS Kancyna, v CBA3KM NOBPEeXAEHb!
HaCTOMbKO, 4TO He MoryT yaepxatb MOJI.

8. VHTpaokynsipHble NH3bI He NOAXOAAT ANs AeTel 10 2 neT.

9. [IuH3bI criedyeT MOMHOCTbIO NOMeLLATh B KancynspHbiil MeLok. He
pasmeLLaliTe K3y B LUnMapHoi bopoaae.

10. BpalLeHne nuH3bl OT ee npeanonaraemoit 0ci MOXeT YMEHbLUUTL
UX acTurMaTyeckyio koppekumto. OTKIOHEHME NMH3bI OT HaMeueH-
Hoit oci 6onee yem Ha 30° MOXeT YBENUYMTb NOCeonepaLoHHbIA
pedpakLMoHHbIA LnuHAP. Mpu HeobXxoAUMOCTU NepenosnLMoHINpo-

BaHWe MNH3 [JOMKHO NPOUCXOANTL Kak MOXHO paHblUe [0 WH-
kancynswuum nuH3. OCTOPOXHO yAanuTe BeCb BUCKOINACTUK 13
KancynbHoro Meluka. OcTaTkv BUCKO3NACTUKa MOTYT MPUBECTH
K BpaLLEHMI0 OHOKOMMOHEHTHO TOPUYECKON MH3bI, 4TO Mpy-
BeZeT K ee OTKIOHEHMIO OT HaMeyeHHoI ocu.

11. MON Johnson & Johnson Surgical Vision, Inc. («dxoHcoH &
[hxoHcoH Cepmkukan BukH, VHK.») SBNSOTCS O[HOPA30BbIMU
MEeAMLMHCKAMI NPBOpaM1 C HaHECEHHBIMU Ha HX MHCTPYK-
LMsIMM N0 NpUMEHeHNIo 11 06paboTke, YTOBbI CBECTI K MUHUMY-
My YCrioBWsi, CMOCOBHbIE MOCTaBUTb MO Yrpo3y COXPaHHOCTb
n3penvsi, a Tawke 6e30macHocTb nauueHTa 1 nonb3oBarens.
[MoBTOpHOE Mcnonb3oBaHue/cTepunn3aums/obpaboTka Npons-
BOAMMBIX komnaHmelt Johnson & Johnson Surgical Vision, Inc.
(«[xoHcoH & [xoHcoH Cepmkmkan BuxkH, VIHK.») MeauumMHCKuX
130N OJHOPA30BOr0 MCMONb30BAHNS MOXET NPUBECTY K Me-
XaHU4eCKOMY NOBPEXAEHMIO MMM ANCHYHKLM MEAULIMHCKOTO
13[enns, a TaKke CTaTb NPUYMHOI 6ONEe3HI UM TPaBMbI naL-
€HTa BCreACTBYe HAeKLK, BocnianeHust u/unn 3abonesanms,
BbI3BAHHOTO 3apaXeHWeM U3fenus, nepefavelt MHA ek u
He[0CTaTOYHOI CTEPUNBHOCTbIO U3AENNS.

MepbI NpeAoCTOPOXHOCTH:

1. He pectepunuayiite nuH3y. BomnbLUMHCTBO CTepUnM3aTopoB
He 060opyAoBaHb! ANsl CTEPUNM3ALIM MSTKOrO akpUoBOrO Ma-
Tepuana 6e3 HexenaTenbHbIX NOBOYHbIX APDEKTOB.

2. He 3amaumBaiiTe 1 He NPOMbIBAITE MHTPAOKYNAPHYIO NNH3Y
nioBbiM PacTBOPOM, KPOME CTEPUNBHOMO cHanaHcUpoBaHHOTO
COMEBOro PacTBOPA Wk CTEPUITBHOTO HOPMANbHOTO (U3MONo-
TM4ECKOro pacTeopa.

3. He xpaHuTe nH3y MoA MPSIMbIM COMHEYHbIM CBETOM WM
npu Temneparype Bbiwe 113 ° F (45 ° C). He aBToknasupyiite
VHTPAOKYMSPHYHO NMH3Y.

4. TpomexyToK BpemeHn, B TeyeHue kotoporo MO moxer
0CTaBaTbCS B CTIOKEHHOM COCTOSIHUM, MO UCTEYEHUN KOTOPOrO
MO HeobxoaMMO yTURM3MPOBATh, YKa3aH B MHCTPYKLMSX MO
1CMONb30BAHNI0 WHCTPYMEHTA MMM CUCTEMbI [si BBEEHMS
NNH3bI.

5.Tpn HeHaanexalyem NpUMEHeHNA CUCTEMbl Ans BBede-
HUSl TanTA4eckne OneMeHTbl TOPUYECKON WHTPAOKYNSPHON
OLHOKOMMOHEHTHOI akpuroBoii niHabl TECNIS® moryT Gbith
nospexaeHbl. CM. OTAembHble MHCTPYKLUMK MO NMPUMEHEHMIO
MHCTPYMEHTa Ui CUCTEMbI Anst BBEAEHNS MNH3bI.

10. OxpaHa okpyxatroLien cpeabl

10.1. TpeboBaHus Kk OXpaHe OKpyXaloLen cpeabl Npu NpuMe-
HEHUN MeANLIMHCKOrO n3aenus

MeauLpHckoe M3aenie He okasblBaeT BMMSHME Ha OKpYyXato-
Lyto cpeny.

10.2. Mopsinok oCyLLeCTBREHNS YTUNN3ALMN W YHUYTOXEHNS!
locne NPUMEHEHNst NNH3bI YHUYTOXAKTCSH B COOTBETCTBUN C
MECTHbIMM HOPMATUBHBIMI JOKYMEHTaMIA, UMEIOLLMMI CUny B OT-
HOLLEHIW NOTEHLManbHO MHGULMPOBaHHbIX 0TX0A0B (knacc b).
Hewcnonb3oBaHHble NIMH3bI 1 yNakoBKka yTUMM3MPYHOTCS, B CO-
OTBETCTBUM C MECTHbIMM HOPMATUBHBIMM AOKyMEHTaMW, Kak
anuaemuonornyeckn 6esonackble 0TXoAbl, NPUBNKEHHbIE N0
COCTaBY K TBEPAbIM BbITOBbIM OTXOAAM Kace «Ax.

11. MeToabl n cpeacTBa Ae3vHdeKUuUn U npea-
CTepUNM3aLMoOHHON OYUCTKUN

He npumeHnmo: u3nenve noctaBnsaeTcs crepunbHbIM. [ns oa-
HOPa30BOro WCMOMb30BaHNS.

[TleauHdheKLns 1 NOBTOPHAs CTEPUNN3ALYS HE NPEAYCMOTPEHa.
12. MeToAbl M ycnoBusi cTepunusauum, CPOKn
COXPaHEHUA CTePUITbHOCTHN

Mertog: crepunuaaums 30 (aTuneHokeua).

Mpouenypa CTepuUnM3aLui COOTBETCTBYET MUHUMATNbHOMY
rapaHTMpOBaHHOMY YpoBHi0 cTepunbHocT SAL 10-6. Crepu-
NM3aLyN COOTBETCTBYET CTaHaapTam:

ISO 10993-7 «OueHka Guonoruyeckoro AeiCTBUS MeAULMH-
CKWX U3OENNIA.

YacTb 7. OcTaTouHOE copepkaHue aTUMEHOKCHAA nocne cTe-
punmsauumny, 1SO 11979-8 «MmnnaxTathl odranbmonoruye-
ckue. VIHTpaoKynsipHble NMH3bI.

Yactb 8. OcHoBHbIE TpeboBaHs»

Cpok CoXpaHeHWst CTEPUNBHOCTY NS Kaxaoii Moaenu — 5 ner.
13. MoHTax n yctaHoBka MU

He npumeHnMo ans gaHHoro uapenus.

14. TexHu4eckoe ob6cnyxuBaHue u pemoHT MU
He npumeHumo. A3nenne peMoHTy He noanexur.

15. FapaHTUiiHble 06s3aTenbCcTBa

Johnson & Johnson Surgical Vision, Inc. («IXOHCOH

& [xoHcoH Cepmkman BukH, VHK.») rapaHTupyet
COOTBETCTBE Ka4ecTBa MeANLMHCKOTO U3fenus npu
cobntofieHnn TpeboBaHwit k TPAHCNOPTUPOBAHMIO, XPAHEHMIO

11 aKCTNyaTaLumM U3aennst Ha NPOTSIKEHNe BCero cpoka
COXPaHEHHs CTEPUNBHOCTY U3[ENNS 11 CPOKa FOHOCTY.
["apaHTUpyeMbiii CPOK FO[HOCTI W CPOK COXPaHEHMs
CTEPUINbHOCTY M3AENNS YKasaH Ha ynakoBke C NOMETKONA
MCMONBb30BATH [10.

16. Peknamauums

Anpec ans npeTeHaunit

000 «[XOHCOH & [IKOHCOH»

121614, Poccus, r. Mocksa,

yn. Kpbinatckas, g. 17 k. 2

TenedoH: +7(495)580-7777,

dakc: +7(495)580-7878



