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INSTRUCTIONS ON APPLICATION. Version 2022.
Ophthalmic kit for cataract surgery PVPLUS and PPLUS .

Production: With utting edge S.A.S., France .

Purpose : Ophthalmic kit for cataract surgery (hereinafter referred to as the kit, IOL, lenses, product); an
optical product intended to be surgically implanted in the human eye. The lens should be implanted in the
capsular bag after extracapsular cataract extraction or phacoemulsification operations to replace the natural
lens and its functions.

The acrylic intraocular lens is supplied with a delivery system for the possibility of its intended
use.

Scope of application: Designed for use in specialized ophthalmic medical institutions and departments of
eye microsurgery for implantation of intraocular lenses.

Contents of delivery:
Ophthalmic kit for cataract surgery PYPLUS and PPLUS :

PYPLUS ophthalmic kit for cataract surgery, consisting of:

- mtraocular lens PYPLUS YELLOW.

- Surgical ophthalmic instrument for implantation of ACC UJECT intraocular lenses (
AKKUJECT).

- instructions for use.

2. Ophthalmic kit for cataract surgery PPLUS , consisting of:

- intraocular lens PPLUS

- Surgical ophthalmic instrument for implantation of ACC UJECT intraocular lenses (
AKKUJECT).

- instructions for use.

Indications for use: Aphakia after cataract surgery

( Determination of the diopter for implantation should be determined by the methods described in the
specialized literature)

Contraindications for use:

Ilhere are currently no absolute contraindications for intraocular lens implantation.
Relative contraindications include some forms of disease such as: 1) Congenital bilateral cataract
2) Microphthalmos
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| 3) Chronic uveitis in the active phase
4) Active phase of eye diseases (active diabetic retinopathy), glaucoma
5) The patient is or has been treated with chloroquine ( Nivaguine ™)
6) Children under the age of 12 months
7) Epithelial-endothelial dystrophy of the cornea.

Possible Complications

Possible complications associated with implantation have been listed as described in the literature
(exhaustive list):

Complications before implantation:
1) Anterior vitrectomy
2) Vitreous prolapse
3) Expulsive hemorrhage
4) Rupture of the posterior lens capsule
5) Iris damage

Complications after implantation:
1) Increase in IOP
2) Cystic macular edema
3) Retinal disinsertion
4) Iris atrophy
5) Inflammatory phenomena in the anterior segment of the eye
6) Synechia
7) Collapse of the anterior chamber
8) Precipitates on the IOL
9) Endophthalmitis
10) clouding of the Al
11) Fibrosis of the posterior capsule
12) Hypopion
13) High order ametropia or aniseikonia
14) Comneal edema
15) Irido-lenticular (pupillary) block
) 16) IOL decentration or tilt
17) IOL dislocation or subluxation

18) Loss of corneal endothelial cells
19) Optical parasitic phenomena
20) Pigment dispersion
21) Optical deposits on the IOL
22) Development of subcapsular cataract
23) Adverse reaction to product materials
24) Inflammation/Infection
25) Destruction/breakage of the product
26) Inflammation (iridocyclitis, pupillary membrane, vitritis, CME, TASS )
27) Comeal endothelial injury
28) Iris prolapse
29) Glaucoma
30) Wound leakage
31)Hyphema
' 32) Vitreous prolapse
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33) Silicone Adhesion IOL
34) Secondary surgery (elimination of wound leakage, vitreous aspiration, iridectomy,
reposition or replacement of the IOL, repair of retinal detachment).

In some patients in the late postoperative period, clouding of hydrophilic acrylic intraocular lenses
implanted during cataract extraction is observed, which leads to the appearance of the glare effect
ofthe edge of the optical part and a significant decrease in visual functions.

OPERATING DETAILS

Scope of application: Designed for use in specialized ophthalmic medical institutions and
departments of eye microsurgery for implantation of intraocular lenses.

Warning: do not resterilize - single use only!

After opening the blister, the IOL should be implanted immediately. Check the expiration date on the
package before use.

Caution « do not use if outer packaging is damaged!
The surgeon is advised that because the IOL is hydrophilic, it may absorb substances with which it comes
into contact (eg, antibiotic, viscoelastic).

SUDDEN TEMPERATURE CHANGE (FROM LOW TO WHOH) MAY CAUSE IOL CLOUDS. DO NOT
OPEN IOL UNTIL ROOM TEMPERATURE IS RESTORED AND CLEAR. DO NOT USE THE IOL
AFTER THE EXPIRY DATE.

ATTENTION! Do not use a hydrophilic IOL if there was no liquid in the container containing the
IOL!

ATTENTION! Do not re-sterilize the IOL!
ATTENTION! Do not use the IOL ifthe sterile package is opened or damaged!

The carton box is opened by pulling on the lid. After opening the sterile package, carefully remove the
blister with the IOL. After opening the sterile blister, take out the IOL with tweezers (without teeth). All
manipulations necessary for IOL implantation should be carried out using tweezers without teeth and
instruments with polished surfaces.

These IOLs are designed to be surgically implanted to replace the human lens. The lens should be implanted
in the capsular bag after extracapsular cataract extraction operations, either mechanically or by
phacoemulsification.

Successftil IOL implantation requires a high level of surgeon skill. The surgeon must have
extensive experience in assisting or supervising such operations and have successfully completed
one or more appropriate training before performing implantation himself

ATTENTION! Proper calculation of the refractive power of the IOL is the key to successful
implantation!

Information for the patient: The operating surgeon must provide the patient with full information
about the implant and all known side effects and risks. The patient, in turn, must inform the surgeon
about any side effects that have arisen after the implantation.
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Patient Record: All relevant information about the patient and the implantable IOL should be
recorded on the attached patient chart. On the same card, one of the stickers with detailed
information about the IOL from the attached set must be pasted. This card is given to the patient,
who must keep it and present it to the attending physician / ophthalmologist upon request in the
future.

ATTENTION! Reporting Adverse Reactions Customer claims, including quality claims, as well
as reports of adverse reactions and potentially visually damaging complications that may have
been caused by IOL implantation, must be reported to the manufacturer promptly. The required
information should include information about the adverse reaction, the method of therapy used,
the model and serial number of the IOL used.

Specifications:

Posterior chamber aphakia IOL, soft IOL, acrylic IOL, positive [OL, monofocal IOL, monolithic
IOL, one-piece IOL .

The haptic element is the four-point haptic.

Overall diameter :

1. 0.0 Diopter to +15.0 - 9.786mm +/- 0.160mm dry, 11mm +/- 0.2mm hydrated
2. +15.5 Diopter to +22.0 - 9.520mm +/- 0.160mm dry, 10.7mm +/- 0.2mm hydrated
3. +22.5 Diopter to +30.0 - 9.342mm +/- 0.160mm dry, 10.5mm +/- 0.2mm hydrated

Optical diameter :
5.338 +/- 0.080mm dry, 6.0 +/- 0.1mm hydrated
Optical profile factor : a spherical, plano-convex

Biological compatibility : full biocompatibility

| Paraxial focal length 49.5
Reduced focal length 20
Optical decentration
+10 Diopter:
- average optical decentration (mm) 0.102;
- Standard deviation (mmy} 0.065;
- Average optical decentration + 2 Standard deviation (mm) 0.232;
- Average value of the optical part (zone) 5.36;
-10% of the average measured optical part (zone) 0.536;

+20 Diopter:

- average optical decentration (mm) 0.103;

- Standard deviation (mm) 0.063;

- Average optical decentration + 2 Standard deviation (mm) 0.229;
' - The average value of the optical part (zone) 5.09;
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-10% of the average measured optical part (zone) 0.509;

+30 Diopter:

- average optical decentration (mm) 0.105;

- Standard deviation (mm) 0.050,

- Average optical decentration + 2 Standard deviation (mm) 0.205;
- The average value of the optical part (zone) 4.88;

-10% of the average measured optical part (zone) 0.488;

Optical tilt < 5°

Sagittal
1. 0.00 diopter - 0.5 mm +/- 0.35 mm
2. 10.00 diopters - 0.67mm +/- 0.35mm
3. 20.00 diopters - 0.83mm +/- 0.35mm
4. 30.00 diopters - 0.96 mm +/- 0.35 mm
Vault height 0

TOL with closed loops .

Center lens thickness : 0.83mm (+20 diopter)

All hinges withstand without breakage 250,000 cycles of sinusoidal deformation with an amplitude of
40.25 mm from the compressed state.

The IOL manufacturer warrants that the I1OL loops are capable of withstanding surgical procedures
without degrading their function.

IOL components do not have the following defects: inclusions, scratches, gray areas or surface

irregularities visible to the eye in a stereo microscope with a magnification of at least 10 *
Defects are allowed outside the transparent optical zone of the IOL if they do not adversely affect the
mechanical or clinical properties of the IOL.

The edges of the IOL are without bulges and depressions, rounded and smooth when viewed through a

stereomicroscope with a magnification of at least 2%

All parts of the IOL are inert and retain their functional properties when the IOL is immersed in
distilled water for 14 days at a temperature of (35£2)°C.

The IOL has a diopter range from 10.00 to +30.00 (in 0.5 D steps from 10.00 to +30.00 D and in 1
D steps from (.00 to 10.00 D)

Permissible deviations of the posterior vertex refraction are given in Table 1, the values are given in
diopters.

Table |

Nominal back vertex power Permissible deviation of back vertex refraction

values
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From 10 to 15 incl. +0.3

15" 28" +0.4

25" 30" 0.5

* Nominal back vertex power is given for both positive and negative powers.

The resolution of the IOL is not less than 60% of the diffraction-limited spatial frequency. Aberration-
free IOLs.

MTF (modulation transfer function) at a spatial frequency of 100 mm "' should be: > 0.43

Tensile strength 3 MPa
Water content 26%
Haptics angulation 0 °

- Surgical ophthalmic instrument for implantation of ACC UJECT intraocular lenses (
AKKUJECT).
(Registration certificate RZN 2013/806 of 04/07/2017):

The yellow injector, which includes a cartridge with an outer diameter size of 2.2 mm at the end,
has the following parameters:

- Injector weight: 8.15 g

- Length: 134mm +/- 0.5mm

Filabot brand yellow dye
MODEL WEIGHT WITH INDIVIDUAL PACKAGING | WEIGHT WITHOUT
INDIVIDUAL
PACKAGING
PYPLUS 10.47 g +/- 0.04 g (with primary packaging) 0.0274 g +/- 0.002 g
12.15 g +/- 0.04 g (with secondary packaging)
PPLUS 10.47 g +/- 0.04 g (with primary packaging) 0.0274 g +/-0.002 g
12.15 g +/- 0.04 g (with secondary packaging)

Packing dimensions:

IOL: 13+/-0.3cm* 8.3+/-0.1cm*2.3+/-0.1cm.

- Surgical ophthalmic instrument for implantation of ACC UJECT intraocular lenses (
ACCUJECT) : 17.24/-0.1 cm*6+/-0.1 cm*2.7+/-0.1 cm.

The surface quality and diopter of the IOL are tested individually.

Composition and description of materials (grades are listed below): The IOL is made of a copolymer:
Surgical Grade Ethoxy Ethyl Methane Acrylate with a UV filter and a copolymer containing 3 monomeric
components: The first monomeric component contains aryl acrylate or aryl methacrylate. The second non-
acrylate monomer component contains a monomer having an aromatic ring with a substituent having at
least one ethylenically unsaturated moiety. The third monomeric component contains a monomer capable
of forming hydrogels with a high water content. The copolymer is obtained from the polymerization
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reaction of the first, second and third monomeric components and a cross-linking agent , surgical grade
with a UV filter. Material grades:

CI26YSTUVRD14.5X2.7 CONTAFLEX 26% UV-IOL (R) YELLOW ( for IOL PYPLUS
YELLOW)

CI26CLSTUVRDI14.5X2.7 CONTAFLEX 26% UV-IOL (R) ( for IOL PPLUS)

The IOL material is completely biocompatible, the wear of materials and its products does
not have any effect on the implant and on the human body. The biosafety assessment report
15P003-0016 according to the 10993 series of standards confirms the absence of risks to
humans (p. 23/25, Conclusion: “Based on the documentation provided and the results of the
relevant tests provided for in the test program, it can be concluded that the safety of the
product provided for its intended use).

ATTENTION!!! The ISO 22442 series of standards deals with products using animal tissues.
In the production of 10Ls, this kind of tissue is not used, the standards of the ISO 22442
series are not applicable to 10Ls !!!

IOLs are hydrophilic.

Sterility: The IOL is autoclaved before being placed in an individual sterile blister. The ID card and IOL
data labels allow you to track the patient in the postoperative period.

The blister is sterilized in an autoclave at 121°C to 124 °C.
Sterilization cycle time: 23 min.

Pressure: 1.24 kg/ °™2

IOLs are encrusted in buffered saline 0.9% solution.

The injector is sterilized with ethylene oxide.
Installation instructions

For IOL

FIG. 1 FiG. 2
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FIG. 5 FIG. 6

1 Before surgery, the doctor must determine the optical strength of the lens to be implanted by
calculation. The recommended values of constants A indicated on the cardboard box are only
indicative.

2. Before implantation, the IOL packaging should be examined and its model, optical strength
and proper configuration should be found out.

3. Open the cardboard box and remove the sterilized package containing the vial of IOL.
Gradually open the package so that the vial remains in a sterile environment. Inspect the vial.
Make sure that it is not damaged or opened. Hold the vial in one hand. Pinch the tab and pull
the foil lid away from you, holding the vial in a horizontal position to open the lens. The
location of the loading chamber in a compatible injector is shown in the attached figures.

4. Remove the loading chamber containing the lens from the vial by pulling the upper loop ofthe
lens holder. At the same time, do not remove the lens holder.

5. Before inserting the loading chamber into the injector, make sure that the plunger is in the
retracted position. Insert the loading chamber containing the lens into the opening of the
compatible injector housing until the connection is in position (Fig. 1).

6. Rinse the lens with a sterile balanced saline solution.

7. Carefully, without touching the IOL, insert the viscoelastic through the filling hole of the lens
holder in the direction of the cartridge tip (Fig. 2) and at the end of the loading chamber (Fig.
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3). Ensure that the viscoelastic fills the injector tip and moves halfthe distance under the lens.

8. Press down on the plunger until the silicone pad touches the lens holder.

9. Remove the lens holder from the loading chamber by grabbing the holder loop with two fingers
and flip the lower hinge of the lens holder with your thumb by simply turning it (Fig. 4).

10. Make sure that the lens is located in the center of the loading chamber and close its flaps (Fig.
5). When the locking mechanism with a latch is activated, the lens is securely fixed in place.
The system is ready for injection.

A detailed description is provided in the instructions for use supplied with a compatible injector.

11. Press the injector plunger against the lens to the end. Insert a lens with the tip of the injector
tilted towards the patients eye. The front side of the lens faces the cornea if the orientation
elements are located at the top right (A) and bottom left (B) (Fig. 6).

Use only viscoelastic and the supplied version of the system that have been tested and approved
for use with this lens. (NOTE: Additional information is contained in the viscoelastic operating
manual and the supplied version of the system).

Various surgical procedures can be used, and the surgeon must choose the procedure that is
suitable for the patient.

For PYPLUS and PPLUS IOLs

Information about how to properly remove the IOL from the package:

FIG. 1 FIG. 2
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1.  Before surgery, the doctor must deterrnine the optical
. strength of the lens to be implanted by calculation, The
recommended values of constants A indicated on the
cardboard box are only indicative,
2.  Before implantation, the IOL packaging should be
examined and its model, optical strength and proper
configuration should be found out.
3.  Open the cardboard box and remove the sterilized
package containing the vial of IOL. Gradually open the
package so that the vial remains in a sterile environment.
Inspect the vial. Make sure that it is not damaged or opened.
The extraction of the lens is demonstrated in the attached

figures.

Fig. 1: Hold the vial in your hand so that the foil tongue is facing you. The thumb should
be pressed against the side surface of the contour of the vial. Pinch the tab and pull the foil
lid away from you, holding the vial in a horizontal position to open the lens.

Fig. 2: Remove the lens from the vial by gently grabbing it by the edges along the axis of
6-12 hours with smooth tweezers and pulling up. The lens is facing the front side up.

4. Rinse the lens with a sterile balanced saline solution.

Carefully inspect the lens, making sure there are no defects and stuck particles.

6. The lens should be used as soon as possible after opening the vial. Before implantation, the
lens can be soaked in a balanced saline solution.

7. Thelens should be implanted so that its front side faces the front of the eye. The orientation
of the IOL can be checked by visual inspection. As shown in Figure 3, when the orientation
elements are located at the top right (A) and bottom left (B), the front side of the lens faces
the observer.

8. It is necessary to use only viscoelastic and the supplied version of the system that have
been tested and approved for use with this lens. (NOTE: Additional information is
contained in the viscoelastic operating manual and the supplied version of the system).

9. Various surgical procedures can be used, and the surgeon must choose the procedure that
is suitable for the patient.

ol

The surgical ophthalmic instrument for implantation of intraocular lenses ACC UJECT
(AKKUJECT) is intended for single use only !

Recommendations for correct removal of IOLs after implantation/replacement of implanted
| IOLs:

ATTENTION!!! PROCEDURES FOR IOL REMOVAL AFTER IMPLANTATION/IOL
REPLACEMENT AFTER IMPLANTATION ARE CARRIED OUT IN ACCORDANCE
WITH THE SURGICAL PROTOCOLS ACCEPTED IN MEDICAL PRACTICE, THE
DATA BELOW IS RECOMMENDATION!
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L Replacement of the IOL several years after the primary operation is difficult due
to the strong adhesion of the capsular bag to the lens and possible damage to the
zon ligaments, which, In turn, in some cases leads to vitreous prolapse. The
technique of isolated removal of the optical part is presented to exclude the
possibility of divergence of zinn ligaments:

1. At the beginning of the operation, a corneal incision is made, oriented perpendicular

to the plane of the junction of the optical and haptic parts of the lens.

2. A viscoelastic preparation was injected into the anterior chamber,

3. At a distance of 90° from the incision, the cornea is perforated with a blade,

4. The optical part of the lens is cut in half with scissors (Fig. 2A).

5. Hook check the degree of adhesion of the capsular bag to the haptic elements. In the
presence of unexpressed adhesion, the haptics are removed, and with a stroang fusion
of the supporting elements with the capsular bag, the zone of connection of the optics
with the haptics is crossed (Fig. 2B).

6. The optic part divided in half is removed with tweezers through the corneal incision.

7. In case of vitreous prolapse, vitrectomy is performed.

8. If opacification of the posterior lens capsule (PCCL) is detected, a posterior
capsulotomy is performed with a cystotome or vitreotome tip (Fig. 2B).

9. An elastic monolithic acrylic hydrophilic IOL is implanted into the ciliary sulcus so
that its supporting elements are oriented at an angle of 90° to the remnants of the
haptics of the removed lens, and its optical part is fixed in the capsulorhexis foramen
(Fig. 2D). After removal of the viscoelastic preparation from the anterior chamber,
the surgical incision is sutured.

{111t is recommended to use scissors to dissect the connection between the haptics and
the optics with extreme caution so as not to damage the intraocular structures!!!

Fig.1. Biomicroscopic examination of the patient's eye. A - the clouded optical part of
the IOL is clearly visible. B - IOL with a transparent (left) and cloudy (right) optical part
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Fig.2. Stages of operation;

A - fragmentation of the clouded optical part of the IOL with scissors and a
hook.

B “ Cutting off the zone of connection of the haptics and optics of the parts
with scissors after detecting the presence of fibrous tissue around the lens
arches.

C - The remains of haptic elements are visible after the removal of the optical

part. Implantation of a new IOL in the ciliary sulcus with fixation of the optical
part in the capsulorhexis foramen

. IOL removal includes:
- subconjunctival anesthesia
- formation ofthe comeal tunnel
-filling the anterior chamber with viscoelastic
- IOL mobilization
-removal of the lower haptic element into the anterior chamber
- removal of the upper haptic element into the anterior chamber
-10 L removal

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Figure 1. The technique of removing
the pupillary IOL (from leftto right,
from top to bottom): subconjunctival
anesthesia with 2% lidocaine solution,
corneal tunnel formation, filling the
anterior chamber with viscoelastic,
IOL mobilization, removal of the lower
haptic element into the anterior
chamber, removal of the upper haptic
element into the anterior chamber,
removal of IOL from the eyeball, the
view of eyeball after the operation.
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Figure 2 .1be stages of Ne nov” IOLard
detwmifi'ng thetouM ares of be*iso”es (horn
ton”t. ffom top to bottom}: tt« view of the eye
befofe X renoyai. the v*w erftfreye af»

W rpa the 3aneoar <"“bet witit vAsooetasbe. the
«emoved IOL tsiocated on the an(enorsurface of
deoorrea, thevewofHeeyeefter IGLremove,
deiermnng the boundanesofthebet”e,
P~fofmrg capsutorexis beyond bexindanes of
the bedsore, the vew oftheeye after swgery.

1 The operation is performed against the background of preliminary instillation anesthesia, drug-
linduced mydriasis 6-8mm.

1.

After preparatory measures (i.v. premedication, treatment of the surgical field,
installation of a blepharostat), prelimbally, in the direction from 11 to 19 hours and from
13 to 17 hours, subconjunctival injection of 2% lidocaine solution (Sol. Loidocaini 2%)
at a distance of 2 mm from limbo.

To form a tunnel self-sealing incision 3.2 mm, oriented along the horizontal axis and a
paracentesis 0.5 mm wide opposite the main incision.

Adhesive viscoelastic is injected into the anterior chamber above the IOL

Then a cohesive viscoelastic is introduced between the anterior lens capsule and the lens
body.

Under the cover of viscoelastic, the IOL is gently mobilized with a spatula and brought
into the anterior chamber of the eye, successively dislocating its haptic elements.

Next, the lens body is rotated until it coincides with the plane of the main cut.

Flat tweezers grab the IOL by its optical disk and take it out through the surgical incision
with light translational-swinging movements.

After removing the IOL, a circular continuous capsulorhexis with a diameter of 5.0-5.5
mm is performed, the lens Is hydroprepared.

Then phacoemulsification of the cataract is performed according to the phaco - chop
method . An IOL is implanted Into the capsular bag.

10. The operation is completed by washing out the viscoelastic from the anterior chamber

and hydrating the main incision.
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MAINTENANCE INFORMATION. GUARANTEE PERIOD.

The product is guaranteed for a lifetime from the date of purchase, the product is warranted to be free from
defects in manufacturing and the quality of manufacturing materials. Make sure that any failure in operation
does not occur due to non-compliance with the rules of application and installation. In the event of a
malfunction while observing the requirements for use and installation in accordance with the instructions
for use, the mannfacturer will replace the product. For all questions, please contact: IKey LLC: Jur.
address: 109147, Moscow, Marksistskaya street, 7, fl. 1, room III, room. 1-10, TIN 5027251378,
KPP 770901001, PSRN 1175027008750, tel/fax +7-495-620-57-10, info@eves-care.ru.

Expiry date from production date: 36 months
Guaranteed shelf life: 36 months

Return of Products: If possible, retumn the IOL and/or its original container and/or any packaging
fragments, as well as the delivery system used for implantation, to the manufacturer or distributor
in your area.

Liability : The manufacturer is not responsible for improper selection of IOLs by the attending
physician, for improper handling and use, as well as for the surgical technique used and other
medical errors.

Cleaning: IOLs are placed in an individual sterile blister.
Warning: do not resterilize - single use only!

MARKING

The following information is applied to the blister pack of an intraocular lens;
one. Set name

2. product name

3. Model

four. Diopter

5. Manufacturer

6. Serial number (SN)

7. Overall diameter in hydrated state (T)

eight, Diameter of the optical part in the hydrated state (B)
9. Symbol of conformity with European directives

ten. Steam sterilization symbol

The following information is printed on the blister pack of the delivery system for intraocular
lens implantation:

one. Set name

2. product name

3. Manufacturer

four. Lot code (LOT)

5 . Expiry date

6. Symbeols:

a. Compliance with EU directives

b. Keep away from moisture

in. Avoid exposure to sunlight

G. Do not re-sterilize

d. Do not use if packaging is damaged
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e. Reuse prohibition
and. Ethylene oxide sterilization
h. Refer to instructions for use

The following information is applied to the secondary packaging of the intraocular lens (carton
box):

one. Set name

2. product name

3. Model

four. Diopter

5. Manufacturer

6. Serial number (SN))

7. Overall diameter in hydrated state (T)

eight. Diameter of the optical part in the hydrated state (B)
9. Expiry date

ten. Authorized representative of the manufacturer
eleven. Symbols:

a. Compliance with EU directives

b. Steam sterilization

in. Use until...

G. Do not re-sterilize

d. Do not use if packaging is damaged

e. Reuse prohibition

and. Refer to instructions for use

h. Carefully! Refer to instructions for use

The following information is printed on the transport packaging:
one. Set name

2. Purpose

3. Delivery set (Composition)

four. Manufacturer

5. Place of production

6. Authorized representative of the manufacturer
7. Disposal Information

eight. Diopter

9. Serial number (SN)

ten. Lot code (LOT)

eleven. Date of manufacture

12. Use until...

13. Place for information on RC

fourteen. Temperature range of storage and operation
fifteen. Symbols:

a. Compliance with EU directives

b. Do not re-sterilize

in. Do not use if packaging is damaged

Mr. _ Reuse prohibition

d. Refer to instructions for use

e. Carefully! Refer to instructions for use

and. Do not dispose of with household waste

h. Keep away from moisture

and. Avoid exposure to sunlight
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Attention: The secondary packaging of the intraocular lens (medical package) is not
marked.

PACKAGE

A) Products are packed in a sterile blister that protects the IOL from any mechanical impact. The blister
pack is provided with square brackets to ensure ideal positioning and protection of the IOL. In addition,
the IOLs are encrusted in a buffered saline solution (BSS) to protect them from drying out. The blister
is sterilized using steam sterilization (autoclaving). Sterile guaranteed for a shelf life of 36 months.

symbols used on labels

symbols description

D Diopter

0B Optkal body diameter
0T Overall diameter

Designations that may be present on the package:

Do not le-sterilize

® For single use

Store ina dark place

Store ina dry place

2 Use up to
3 Read the instructions for use
SN Serial number
STEHLE 1 Steam sterikzed
(8) Do not use ifpackaging is broken

I J Manufacturer
@ Product certified
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The integrity of the package is ensured by a strong thermal seal. soldering seam thickness 0.12 mm to
0.14 mm.

The product must be placed in the appropriate nest of the package and fixed in it during
transportation: The product is packed in an individual blister pack made of PP 7540 L
polypropylene with an aluminum foil backing. The blister pack is sealed in secondary
packaging made of green medical grade paper GS and polyethylene grade FB .

Each package with the product, together with the operational documentation, must be placed in a box or
wrapped in paper. The box or package must be tied with twine or covered with paper tape, paper-based
adhesive or polyethylene tape with an adhesive layer so that the package cannot be opened without
breaking the integrity.

For transportation, the preserved products in packages with operational documentation must be placed
in boxes made of sheet wood materials or planks. Plank boxes should be lined inside with waterproof
material.

Transport marking depending on the types of vehicles used. Marking is applied directly to containers or
labels: plywood, metal, paper or fiberboard. At the same time, the handling signs applied on the
container must correspond to the values: "Fragile. Caution”, "Keep away from moisture.”

B) Requirements for the packaging of products subject to final sterilization:

1. Packaging (materials and methods)
Table 1.

no Package Material Method

01 blister Polypropylene grade The blister pack is sealed
BOREALIS - Bormed™ | with aluminum foil by
HDSSOMO thermal sealing at a

temperature of 215°C to
Density 910 kg/m3 220°C.

Thickness 1mm
Tensile strength 1800 MPa

Deviation in thickness 1-
2%

Tensile strength 1800 MPa
Breathability

Bursting strength 1850
MPa

Bonding strength of the
blister with the lid is not
less than 2 N/ ¢2

02 Lid *Aluminum foil Alloy (
PET23/AL20/CPP100/280)
(polyethylene grade 23 +
alominum _grade 20 +
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03 Medical package
(secondary packaging)
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polyethylene grade
100/280) laminated and
bonded with polyurethane
adhesive. Lid grade alloy
Stock 200 LM

Density:

Density of PET at 23 pm
thickness: 32.2 £ 3.2 g/m"

Adhesive between PET
and aluminum 5.5+ 0.5

g/m"

Density of aluminum at 20
pm thickness: 54.0 +4.3
g/m2

Adhesive between
aluminum and PP:
4.0+0.5g/sgm

Density of polypropylene
at 100 pm thickness: 91.0
+ 9.1 g/m2

Adhesive lamination:
4.0+0.5g/sgm

Tensile strength 3
N/15mm

Thickness deviation 1%
Tear resistance: 8 kN/m

Air permeability: 0.02
pm/Pa s

Bursting strength not less
than 240 MPa

Bonding strength of alloy
layers with glue not less
than 2 N/

The strength of the
adhesive layer of
lamination is not less than
2N/cm~n

Medical paper green in
composition with
polyethylene: general
material grade: Tyrneek

The medical bag is sealed
with a thermal seal from 185°
Cto 195° C.



1073B Raw/OCLAVE
grade

Density 43 g/m2
Thickness 178 u T

Tensile strength 0.012
MPa

Thickness deviation 1%
Tear resistance 1213 kPa

Air permeability 0.02
pm/Pa

Bursting strength not less
than 240 MPa

Bonding strength not less
than 2 N/

2. Closing Methods
Sealing, is a thermal sealing, on three sides of the package, before placing the product in the package, the
thickness of the seal seam is 0.12 mmto 0.14 mm, carried out at a controlled temperature, see Table 1. The
final Sealing is performed by a rotary thermal sealer also at a controlled temperature, see Table 1.

During sterilization, the indicator tape on the sterilization package is used.

3. Integrity closure
The integrity of the packaging is ensured by visual inspection. The integrity of the closure of the dye leak
package is checked, edge test: Dip test, ASTM F1929 requirements.

4. Packaging Conformity Attestation
Certificate of Analysis.

5. Final Packing Method

The package is packed in corrugated cardboard boxes along with PI card and information for use. Sealed
with marks to prevent accidental opening.

6. Microbial barrier

Microbial barrier properties ensure sterility - test according to USP .
The microbial barrier is provided for 3 years.

7. Packaging validation.

Material Test name Standard  Test criteria Observation Result
name

medical Edge Dip ASTM The paint must not penetrate Corresponds Pass
package Test F1929 through the edges of the

packaging material.
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medical Seal ASTM F88 | NLT 0.55 kg 0.60 kg Pass
package strength

test
medical Dye leak | ASTM Absorption should not appear | Corresponds Pass
package test F1929 after the dye breaks through all

sides for 5 seconds

Blister Tensile ASTM NLT 0.2 kg 032kg Pass
packaging | strength F1140

9. Solder strength

TRANSPORTATION

8. Connection integrity
See paragraph 2 about soldering features.

Thermal seal strength > 0.2kg
10. Sterilization Compatibility

11, Sterilization Validation

STORAGE AND SHELF LIFE

Humidity ~20-85% non-condensing

Guaranteed shelf life: 36 months

Transportation temperature from +5 to +435
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The packaging is suitable for sterilization by autoclaving.

Sterilization Validation Report Number: No. 15P001-0024

Storage and operation temperature from 5...+45 C

Shelf life from date of manufacture 36 months

The sealing integrity of the packaging material is currently tested and confirmed by performing a test
procedure for 3 different batches. Test links:

(i) the integrity of the closure of the primary packaging is confirmed by the test for breaking strength - Test.
[method: ASTM F1140]
(ii) the integrity of the closure of the secondary packaging is confirmed by the dye leak test: Edge Dip Test.
[method: ASTM F1929]
(iii) the integrity of the closure of the secondary packaging is confirmed by the seal strength test - Test.
[method: ASTM F88]

The product is transported by all types of covered vehicles in accordance with the requirements and
rules for the carriage of goods in force for each type of transport.

Transportation of cargo by sea should be carried out in accordance with the "Safety Rules for the
Maritime Transportation of General Cargoes". Type of shipment - containers and small shipment.




Humidity 20 to 95% non-condensing.
REPAIR DETAILS
It cannot be repaired, in the case ofa factory barque it must be replaced.

DISPOSAL INFORMATION.

When disposing of the device, comply with the requirements of SanPiN 2.1.7.2790-10, Class B.
Also, for disposal, contact the official representative ofthe manufacturer; 1Key LLC: Yur. address:
109147, Moscow, Marksistskaya street, 7, fl. 1, room Ill, room. 1-10, TIN 5027251378, KPP
770901001, PSRN 1175027008750, tel/fax +7-495-620-57-10, info @ eyes - care . ru .

DETAILS ABOUT CLAIMS .

Send complaints to: IKey LLC: Jur. address: 109147, Moscow, Marksistskaya street, 7, fl. 1,
room |11, room. 1-10, TIN 5027251378, KPP 770901001, PSRN 1175027008750, tel/fax +7-495-
620-57-10, info @ eves - care . ru .

THE PRODUCT IS DESIGNED, MANUFACTURED AND CONFORMING TO:

DIN EN ISO 13485:2012

Annex Il to the European Medical Products Directive 93/42/EEC

ISO 11607 Packaging for terminally sterilized medical devices

EN 556-1:2001 Sterilization of medical devices. Requirements for medical products of the
"sterile” category. Part 1. Requirements for medical devices subject to final sterilization

ISO 14630:2008 Non-active surgical implants. General requirements

ISO 11979-2 Ophthalmic implants, intraocular lenses. Part 2 (Optical properties and test
methods) by adding additional provisions

ISO 11979-3 Ophthalmic implants, intraocular lenses. Part 3 (Mechanical properties and test
methods) by adding additional provisions.

ISO 11979-6 Ophthalmic implants - Intraocular lenses. Part 6. Shelf life and stability during
transportation

EN 556-1:2001 Sterilization of medical devices, requirements for medical sterile products. Part
1. Requirements for medical devices subject to final sterilization.

EN ISO 17665-1:2006 Sterilization of medical products. Damp heat. Part 1. Requirements for
the development, validation and routine control of the sterilization process of medical devices
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WARRANTY CARD

SALE STATEMENT

Product model

Manufacturer

Stamp

Serial number / article _ of the seller
Date of sale

Organization of the seller

The product has been checked, the packaging has no damage.

ATTENTION! Make sure that the warranty card is filled out correctly. The serial number of the product / article
must exactly match the number in the coupon. All columns of the coupon (with the exception of the columns for
the guarantee center) must be filled in.

In case of inaccurate or incomplete filling of the coupon, the warranty for the product is considered lost.

The product must not bear traces of mechanical or thermal effects, as well as traces of exposure to various
chemical agents. The product may only be operated in accordance with the instruction manual for the product.

(column for seller's notes)
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MepeBof C aHrAMIACKOTo 1 (ppaT”y3CKOro si3bIKOB Ha PYCCKNiA A3bIK

«KatuHr 3gx CAC» (Cutting Edge SAS)
CaHgpuH BOHAUE (Sandrine BONACHE)
/Mognuce/

Wramn: KATUHT 34K (CUTTING EDGE)

fom Hobens

yn. Anbhpega Hobens, 770, 34000 ropog MoHnense

Ten.: (33) (0)5 62 24 64 64 - akc: (33) (0)5 62 24 64 66

Kanutan komnaHuu 286 309 eBpo PeecTp kommepunmn n obwects MoHnense 800 783 284
NpaeHTnnkaynoHHblii Homep HAC gna npegnpuatunii ctpad EC: FR 43 800 783 284

A, HMxenognucaswuiica beptpaH CAJIb (Bertrand SALES), HoTapuyc

r. KactaHe-Tono3saH ([enapTameHT - BepxHAsa FapoHHa), YA4OCTOBEpPALO

nognucb CaHapuH BOHAYE (Sandrine BONACHE),

MOCTaB/IEHHYIO Bbllle B MOEM NPUCYTCTBUM.

r. KactaHe-TonosaH,

20 mas 2022 roga

/Mopnucsk/

epboBas nevatb; beptpaH CAJIb (Bertrand SALES), HoTapnyc kKomMyHbl KactaHe-Tono3aH
(OenapTaMeHT - BepxHAasa apoHHa).

MHCTPYKUWNA no MPNMMEHEHWMIO, Bepcua 2022.

Habop othTanbMonormyeckuii AN KatapaktanbHon xupyprum PYPLUS n PPLUS

MpoussoacTea: «KatnHr 3mk CAC» (Cutting Edge SAS), ®paHuuna

Ha3HauyeHue: Habop ohTanbMONOrMYecknin 4Na KatapaktanbHOn xupyprum (ganee - Ha6op, NOJI, NNH3bI,
n3genune): ONTUYeCcKOe Wu3fenune, MpefHasHaYeHHOE ANS UMMAaHTaLUMM XUPYPruyeckum mnyTem B
yenoBevyeckuin rnas. JSIMH3a [oMXKHa 6bITb MMNNAHTMPOBAaHA B KaMNCy/ibHYKW CYMKy Mocjie onepawuii
3KCTPaKancynapHoW aKcTpakuun KaTapakTb[ unu GakosMynbcudukaLnmn, AN 3ameLlleHns eCTeCTBEHHOr0
XpycTannka n ero QyHKUMi.

NTnH3a MHTPaOKyNndpHaa aKpwuioBasa MNOCTaB/AETCA C CUCTEMOI MOCTaBKWU Ansa BO3MOXXHOCTU
NMPUMEHEHNA MO Ha3HAYEHUIO.

Cd)epa NMPUMEHEHUA: I'Ipep.HasHaqu ONA NCNONb30BaHNA B CNeUnain3npoBaHHbIX O('.pTa]'IbMOI'IOFI/ILIECKVIX
neyebHbIX yypexgeHnax n otaeneHmnax MUKpPpoXnpyprum rnasa gna nmnaaHtTaymum MHTPaoKynapHbIX NUH3.

KomnieKT nocTaBKu:

Ha6op othTanbMONOTMYECKMIA ANa KaTapakKTanbHON xupyprun PYPLUS n PPLUS:

1. Habop othTanbMONOrn4ecknin 4ns KatapaktanbHo xmpyprum PYPLUS, B cocTase:

-NInH3a nHTpaokynapHad PYPLUS YELLOW.

-IHCTpyMeHT XUPYPruvecKuil opTanbMoNOrnyecKnii ans nMmnaaHTaymm
MHTPaoKynApHbiX MMH3 ACCLUECT (AKKY O)KEKT).

-NHCTPYKUNA MO NPUMEHEHUIO.

2. Habop oTanbmMonornyeckuii 4ns KatapaktanbHol xupyprum PPLUS, B cocTage:

-NNH3a nHTpaokynapHaa PPLUS
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-I"HCTpyMeHT XUPYPruyeckunia 0(hTanbMONOTNYECKWNIA ana nmnnaHTayum
NHTPaoKynapHbiX NMH3 ACCLUECT (AKKYOXEKT).
-MHCTPYKLMSA NO NMPUMEHEHMIO.

[Moka3zaHua K npuMmeHeHnto: APAKWNA nocne onepaunn no noBoAY KaTtapakThbl

(OnpepeneHne AMONTPUIRHOCTM ANS UMMAAHTALWU AOMXKHO ONpeaensTbCcs MeTofamMu, ONWCAHHbIMU B
cneunanbHON nuTepaType)

[MpoTMBOMNOKAa3aHMA K MPUMEHEHNIO:

B HacToswee Bpema HeT abCOMOTHbLIX MPOTUBOMOKA3aHUW A8 WMNNAHTALUW WHTPAOKYNAPHbIX NIUH3.
OTHOCUTeNbHbIE MNPOTMBOMOKA3aHWs BKAKYAaT HeKoTopble GopMbl 3aboneBaHUil, TaKWX Kak:
1) BpoxpaeHHasa ABYCTOPOHHAA KaTapakTa

2) MukpoTansm

3) XpOHNYECKUIA yBEUT B aKTUBHOW (hase

4) AKTuMBHasA asa rnasHbix 3aboneBaHunin (gnabeTnyeckas peTMHONaTUA B akTUBHOM (ha3e), rnaykoma
5) MauneHTy NPOBOAMTCA UM NPOBOANIOCH NevyeHne xnopokBuHom (Nivaquine™)

6) OeTn B BO3pacTe go 12 mecsues

7) AnnuTennanbHO-3HAOTENMANbHAA AUCTPOG NS porosuLbl.

B0O3MOXHbIe OC/TOXHEHMUSA

BO3MOXHbIe OCNOXHEHUS, CBA3aHHbIE C WMNAaHTauuei, 6bIAU  MepevyncieHbl B COOTBETCTBUM C
OMMCaHHbIMK B IUTepaType (McuepnbiBatoLWUii CNUCOK):

OcCnoXHeHus nepes MMNAaHTaumen:
1) MMepefHAs BUTPEKTOMMA
2) BblnajeHne CTeKOBUMAHOrIO Tena
3) 3KcnynbcuBHasA remopparus
4) Pa3spblB 3afHel Kancynbl xpycranuka
5) ToBpexpaeHune pagyxku

OCnoXHeHUs Nocne MMNAaHTaLum:
1) MosbiweHne B
2) KWCTOBUAHbBIN MaKynspHbIA 0TEK
3) OTcnolika ceTyaTkm
4) ATpodusa pagyxku
5) BocnanutenbHble ABNEHUA B NepegHeM OTpe3Ke rnasa
6) CuHexum
7) CnajaHue nepefHeil kamepbl
8) MMpeunnutatbl Ha MO
9) OJHpopTanbMuT
10) MomyTHeHKe NO
11) ®unbpo3 3agHel Kancynbl
12) M'mnonuoH
13) AMeTponus BbICOKOTO NOPAAKA UMW aHN3ENKOHUS
14) OTek porosuubl
15) Npnpao-xpycTannmkKoBblil (3pavykoBblil) 610K
16) AeueHTpaumsa nnm HaknoH NOJ
17) Oucnokauns mnn noasbisux NOJ
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18) MoTeps aHAOTeNNANIbHBIX KNeTOK POroBuLbl

19) OnTunyeckne napasmTapHble HEHOMEHbI

20) Auncnepcus NurMmeHTa

21) OnTuyeckune oTnoXxeHusa Ha NOJ

22) Pa3BuTure cybKancynsapHoin KatapakTbl

23) Mobo4vHas peakuns Ha matepuasnbl U3genns

24) BocnaneHune/vHgpekymsa

25) PaspylweHune/nonomka nsgenns

26) BocnaneHne (MpuaoUNKNUT, MembpaHa 3payka, sutput, CME, TASS)

27) MoBpexaeHne aHA0TENNSA POrOBULbI

28) BoinageHuvie pagy>Kku

29) Maykoma

30) MopaTekaHMe paHbl

31) MNuhema

32) BbinageHne CTEKNOBUAHOIO Tena

33) CunukoHoBas agresunsd NOJ

34) BTopuyHOE XMpypruyeckoe BMeLLIaTe/IbCTBO (YCTpaHeHMe NOATEKAHUSA paHbl, acnupauns
CTEKNOBMAHOTO Tena, MpUA3KTOMUSA, peno3muns nnm sameHa NOJI1, BoccTaHOB/IEHME
OTC/IOMKWN CETYATKM).

Y HEKOTOpPbIX MaLMeHTOB B MO3[HEM MOC/eonepalyMoHHOM Mepuoje HabiohaeTcs NOMyTHEHUe
rMAPOMUIbHBIX aKPUIOBbIX MHTPAOKY/ISAPHBIX IMH3, UMMJIAHTUPOBAHHbBIX BO BPEMS 3KCTpaKLum
KaTapaKTbl, YTO MPUBOAMT K BOSHUKHOBEHWIO 3hdhekTa N06MECKMBaHUS Kpasi ONTUYECKO YacTy
 3HAUNTENIbHOMY CHUXXEHWIO 3pUTENbHBIX (YHKLWIA.

CBEAEHWA Ob SKCIIJTYATALUU

Ctepa npumeHeHus: [lpegHasHayeH AN WUCMOMb30BaHWMS B CMeLMaiM3MPOBaHHbIX
O(hTaNbMONOTMYECKMX NEUYEOHbIX YUPEXAEHUAX W OTAENEeHUSAX MUKPOXWPYPruu rnasa Aans
MUMNNAHTALUN UHTPAOKYNSPHBIX NAHS3.

MpepynpexaeHune: He pecTepmuan3oBaTth - TONILKO 04HOPA30B0Oe UCNOob30BaHue!
Mocne oTkpbiTua 6nncTepa NOJ gonxHa 6bITb UMNAAaHTUPOBAHA HEMeAIEHHO. poBepbTE CPOK FOAHOCTH
Ha yNakoBKe mnepej UCMNONb30BaAHUEM.

npe,ﬂ,OCTEPE)KeHVIe - He ncnonb3oBaTb, €C/IN BHELWLHAA YMaKOBKa nospe)K,qua!

Xupypr uHdopmupyetcs 0 TOM, 4TO, NOCKOAbky WOJ1 sBNseTcs TUAPOPUALHOW, OHA MOXeT
abcopbupoBaTh BELECTBA, C KOTOPbIMU OHA KOHTAaKTUpYyeT (Hanpumep, aHTUGUOTUK, BUCKOINACTUK).
PE3KOE MSMEHEHUNWN TEMMNEPATYPb! (N3 HVN3KOW B BbICOKYHO) MOXET NMPUBECTU K
MOMYTHEHWUIO WNOA. HE OTKPBIBAWTE WMONn A0 AOOCTUAXEHMA KOMHATHOW
TEMMNEPATYPblI N BOCCTAHOBNEHWA EE MNPO3PAYHOCTW. HE WCNOJIb3YWUTE WON
MOCNE NCTEUEHWA CPOKA TOAHOCTMN.

BHVMAHWME! He ncnonbsyiite rmgpoduneHyto MOJ1, ecnu B KOHTeHepe, cogepallem NOJ,
He 6bIN0 XKnaKocTm!

BHVMAHWME! He ctepunusyinte NOJT1 noBTOpHO!

BHUMAHWE! He ncnonb3yinte MOJ1, ecnun cTepunbHas ynakoBKa BCKpbITa UK noBpexjeHa!
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KapTOHHYI0 YNaKoBKY OTKPbIBAlOT, MOTSHYB 3a KPbilKY. OTKPbLIB CTEPU/bHYIO YNaKOBKY, aKKypaTHO
BbiHUMalOT 6aucTep ¢ VOJ. OTKPbIB CTEPUNbHbIN GnucTep, BoiHUMalT MOJ1 ¢ nomolbio nuHueTa (6e3
3y6uoB). Bce MaHunynsuuu, Heo6xogumble s wumnaaHTauuu WOJ1, AOMKHLI MPOBOAWUTLCS C
MCNOMb30BaHWEM MUHLETOB 6€3 3y6LO0B Y MHCTPYMEHTAMU C NOAUPOBAHHBIMU MOBEPXHOCTAMMU,

31K MO/ paspaboTaHbl AN UMNNAHTALUN XUPYPTUYECKUM NYTEM C LieNIbio 3aMeHbl XpyCcTanunka 4enoBeka.
NvH3a pomkHa 6bITb UMMMAHTUPOBAaHA B KamnCy/lbHYH CYMKY MOC/ie onepauuii 3KCTpakamncynasipHoOl
3KCTPaKLMKN KaTapaKTbl MeXaHUYeCKUM crnoco6omM nmbo MeToLoM akoamMynbCUupuKkaLnm.

YcnewHas umnnaHTtaums VOJT TpeGyeT BbICOKOT0 YPOBHS NPOeccMoHanama xumpypra. Xupypr
[0/KEeH UMETb OBLUUPHBIA OMbIT aCCUCTUPOBAHUA NN HABNOEHNUS 3a NMPOBEAEHNEM NOA0GHbIX
onepauuii 1 ycnewHo NpoiTK OAWH U 60/Mee COOTBETCTBYHOLMX TPEHUHTOB MpPEXAe, Yem
BbIMOMHATL UMMIAHTALMUIO CAMOCTOATENBHO.

BHUMAHWE! [MpaBunbHblli pacyeT pegpakymoHHOl cuibl MO - KAKOY K YCNewHOoM
nMmnnaHTaymmn!

NHpopmaumns ans nauyuveHTa: OMNepupyrowmnin  XMpypr A0/MKEH NpeaoCcTaBUTb NalUeHTy
MoNHY0 MHGOPMaLUI0 06 MMNAaHTaTe M BCEX M3BECTHbIX MOGOYHbIX 3HEKTax U puUcKax.
MaluneHT B CBOK OYepeb O/MKEH NPOMH(OPMUPOBATL XMPYpPra 0 Nt06bIX NO6OUYHBIX 3 heKTax,
BO3HUKLIMX MOC/e NMPOBEAEHNS UMNIaHTaLUN.

KapTa nayueHTa: Bcs 3Haunmas MHpopmaLmsa 0 nauneHTe v nmnnaHtupyemoin MOJT gomkHa
OblTb 3aHeceHa B MpuaraloLWyrca KapTy naumeHTa. Ha aTy e KapTy HE06X04MMO HaKNeuTb
OfHY M3 HaKneek c JeTanbHON MHpopMaunein 06 MO 13 npunaratouierocs Habopa. ITa KapTa
OTAAaeTCcAa NauueHTy, KOTOPbIA AO/KEH COXpaHUTb ee U B OyayweM NpeabaBaATb MO 3anpocy
Nnevaliemy Bpauy / othTansmMosory.

BHVMAHWE! T[MpepgoctaBneHne CBeAeHWMI A O HebnaronpuaTHbIX MOBOYHBLIX  peakuusax
MpeTeH3Mn KAMEHTOB, BK/tOYas MPETEH3MM OTHOCMTE/NIbHO KayecTBa, a TaKXe CBefeHUs O
MOGOYHbIX pPeakuMsax U NOTEHLMANbHO-0MACHbIX ANA 3PEHNSA OCNOXHEHMUAX, MPUUNHOKA KOTOPbIX
mMorna nocnyXuTb umnnaHTauus WOJI, [OMKHbI  ObiTb  COO6GLWEHbI  NPOW3BOAUTENIO
He3aMeANnMTenbHO. Tpebyemble CBeAEHNA LOMKHbI COAEPXKaTb MH(OPMaL M0 0 He61aronpuaTHO
peakuuu, NpMMeHseMOM MeToAe Tepanuu, MOAENN U CEPUIAHOM HOMepPe NCNoNb30BaHHON MO/,

TexXHNYeCcKne .XapaKTepuUCcTuKu:

3agHekamepHasa WNOJ gnsa adakHu, markasd MOJ, akpunosas WOJ, nonoxutenbHasa WO/,

mounodokansHas NOJI, moHonuTHaa NOJ1, ogHoKOMMOHeHTHasd LOJ.
FanTuyecknii anemeHT- YeTblpexToueyHas rantuka.
Oo6wuin gnameTp:

1. Ot1 0.0 AunonTpwuin go +15,0 - 9,786 mm +/- 0,160 MM B CyxOM COCTOAHMU, 11mm +/- 0,2
MM B rMapaTUPOBaHHOM COCTOAHUM

2. Ot +15,5 AnonTpuii go +22,0 - 9,520 mm +/- 0,160 MM B CyxoMm coCTOAHUKN, 10,7MM +/-
0,2 MM B rmapaTMpoBaHHOM COCTOAHUU
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3. Ot +22,5 AunonTtpuin go +30,0 - 9,342 mm +/- 0,160 MM B CyXOM COCTOAHMMK, 10,5MM +/-
0,2 MM B rmapaTMpoBaHHOM COCTOSIHUW

[nameTp oNTUYeCKOli YacTu:
5,338 +/- 0,080 MM B CyxOoM COCTOAHMU, 6,0 +/- 0,1MM B rmapaTUpOBaHHOM COCTOSHUM
daKTOop ONTMYECKOro NpothnnA: acepnyeckas, NaocKo-BbiNyKnas

Buonornyeckas cOBMeCTUMOCTb: MOSIHas 6BUOCOBMECTUMOCTb

MapakcuanbHoe POKYCHoe paccTosHue 49,5

MpuBefeHHOe HOKYCHOe paccTosAHNe 20

OnTuyeckas geLeHTpauns

+10 AvonTpwnii:

- cpefHAa onTuyeckas geueHtpaunsa (mm) 0,102;

-CTtaHpapTHoe oTK/IOHeHune (Mm) 0,065;

-CpefHaa onTuyeckan feueHTtpauma + 2 CtaHgapTHOe OTKAOHeHue (MMm) 0,232;
-CpefHee 3HayeHMEe ONTMUYECKOM YacTu (30HblI) 5,36;

-10% OT cpeaHein N3MePEHHOM ONTUYECKOM YacTh (30HbI)0,536;

+20 AvonTtpwnii:

- cpefHAa onTuyeckas feueHTpayums (mm) 0,103;

-CTaHgapTHOe OTKOHeHMe (Mm) 0,063;

-CpefHas onTuyeckas feueHTpauus + 2 CTaHfapTHOe OTK/IOHeHMe (Mm) 0,229;
- CpefHee 3HauYeHNe ONTMUYECKOM YacTu (30Hbl) 5,09;

-10% OT cpefHeli M3MepPeHHON ONTUYECKOM YacTu (30HbI) 0,509;

+30 AuonTpuii:

- cpefHAa onTuyeckaa feueHtpauunsa (mm) 0,105;

-CtaHpapTHOe OTK/IOHeHMe (Mm) 0,050;

-CpegHsa onTuyeckan geueHTpauma + 2 CtaHgapTHOe 0TKAOHeHue (mm) 0,205;
- CpegHee 3Ha4YeHNe ONTUYECKON YacTy (30HbI) 4,88;

-10% OT cpeaHeli 3MepPeHHOM oNTMYeCKOoM YacTu (30Hbl) 0,488;

ONTUYECKNIA HAKNOH < 5°

CarutTanb
1. 0,00 guontpwuit - 0,5 Mmm+/-0,35MMm
2. 10,00 gnonTtpuii - 0,67 Mmm +/- 0,35MM
3. 20,00 guontpwuin - 0,83 mm +/- 0,35MM
4. 30.00 guontpuii - 0,96 MM +/-0,35Mm
BbicoTa ceBoga 0

MNOIJ1 ¢ 3aKpbITbIMW NETNAMMU.

TonuwmHa nMH3bI Mo ueHTpy: 0,83mMm (guonTtpus +20)
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Bce netnum BbigepxusarT 6e3 nonoMok 250000 LMKAOB CUHYCOMAANbHOW fedopMauym ¢ aMnanMTyAoM
+0,25 MM OT C)KaToro coCcTofHuA.

M3rotoButens WOJT rapaHTupyet, uto netam WOJ1 cnoCcobHbl BbigepXaTb XUpypruyeckue
MaHUNynauuu 6e3 yxyALleHns BbIMONHEHUS CBOUX DYHKLUNA.

KomnoHeHTbl MOJT He umetloT cnegyowmnx geeKToB: BKpanneHuid, LapanuH, CepbiX Y4acTKOB WK

HEPOBHOCTEN MNOBEPXHOCTEW, suaumsex [NA30M B CTEPEOMMUKPOCKOMN C YBEUYEHUEM He MeHee \n
[edekTbl fonycKalTca BHE Mpo3pavyHOoli onTu4eckol 30HbI MOJ1, ecnm OHWM He OKasblBaldOT BPEAHOTO
BO3Je/CTBMA Ha MeXaHWYeCcKue Uam KamHuyeckue cesolictea NOJI.

Kpas WOJ1 6e3 BbiNykaocTeid W BNagwuH, 3aKPYrneHHbIMW W TAagKuMy npu  HabnwfjeHun B
CTEpPeoOMUKPOCKON C yBeIMYeHneMm He meHee 20°

Bce yactu MOJT MHEPTHbI M COXPaHAKT CBOM (DYHKLMOHaNIbHbIE CBOWCTBA Npy norpyxexHun MO B
ANCTUNNNPOBaHHYK BOAY Ha 14 aHeit npu TemnepaType (35+2)°C.

MO nmeeT gunanasoH gnontpuitHoctn ot 10,00 go +30,00 (c warom 0,5 gntp ot 10,00 go +30,00
antpun cuwarom 1gntp ot 0,00 go 10,00 gnTp)
LJonycTuMble OTKNOHEHMA 3afgHeil BepwMWHHOW pedpakuMm npueefeHbl B Tabnuue 1, 3HauyeHUs

npuBoaAaTcAa B guonTtpunax.

Tabnuuya

HomuHanbHoe 3HauYeHune 3afHel BEPLWINHHOW [onyckaeMoe OTK/OHeHWe 3Ha4yeHWin 3agHein
pethpakuun BEPLIMNHHON pedpakyuu

OT 10 go 15 BKAOU. +0,3

15" 25" +0,4

25" 30" +0,5

* HOMMWHanbHOe 3HauYeHMe 3afHell BepWMHHON pedpakyy NPUBEAEHO KaK ANS NOMOXMUTEeNbHOW, TaK 1 Ans

oTpuuaTenbHo pedpakLun.

Paspewatouias cnoco6HocTb MOJ1 - He MeHee 60% AMGPaKLMOHHO-0TPAHUYEHHOW NPOCTPAHCTBEHHOA

yactoTbl. besabeppaynoHHble MO,

®MM (pyHKLMA Nnepegayn Mogynsuum) Npu NPoCTPaHCTBEHHOM YacToTe, paBHOW 100 MM ' L0MKHA ObITh:
>0,43

MpoyHoOCTb Ha paspbiB 3 Mna
CogepxxaHue Bogbl 26 %

AHTYnauusa rantukun 0%

-NIHCTpyMeHT XUPYPTrUYecKuin ohTanbMONOrNYeCKMUin ans nMnaaHTaumm
MHTPaoKynapHbIX MMH3 ACCLUECT (AKKYAXXEKT).
(PernctpauunoHHoe ygoctosepeHue P3H 2013/806 ot 07.04.2017):
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YKenTblil MHXEKTOp, BKNOYaOLWMIA B ceba KapTPUAXK C pasMmepoM BHELLHErO AMamMeTpa Ha KoHLe
- 2,2MM, UMeeT cregytoL e napameTpbl:

- Bec uHxekTopa: 8.15 .

-AnnHa: 134 mm +/- 0,5 mm

Martepuan: nonumkap6oHat mapku MM, KpacuTens XenTbli Mmapkun Filabot

MOZENb BEC C UHAWBWUAYANbBHOM YNAKOBKOW BEC BE3
WHOAWBUAYANBHON
YMNAKOBKW

PYPLUS 10.47 r +/- 0,04 r (C NepPBUYHOI YNaKOBKON) 0.0274 r +/- 0,002 r

12.15 r+/- 0,04 r (C BTOPUYHOW YNaKOBKOW)
PPLUS 10.47 r +/- 0,04 r (C NepBMYHON YNaKOBKOIA) 0.0274 r +/- 0,002 r

12.15 1 +/- 0,04 r (C BTOPUYHOI yNaKOBKOIA)

abapuTHbIE pa3Mepbl YNaKoBKK:

non: 13+/-0,3 cv* 8,3+/-0,1 cm*2,3+/-0,1 cm.

-|/|HCprMeHT XVIpprVI‘-IGCKVII?] Od)T&l'IbMOfIOFVI‘-IGCKI/IVI ans nMmnnaHtaunm
MHTPAOKYNApHLIX NMH3 ACCUJECT (AKKYOXEKT);, 17,2+-0,1 cm*6+/-0,1
cm*2,7+/-0,1 cwm.

KauecTBO NOBEPXHOCTM W ANONTPUIAHOCTL MIOJ1 TECTUPYIOTCH MHAMBUAYATBHO.

CocTaB 1 onucaHve matepuasioB (Mapku ykasaHbl HWXe): OJ1 n3rotoeneHa us cononnmvepa: Akpunar
Ethoxy Ethyl Methane xupypruyeckoro kavectea ¢ Y®-(uibTpoM K cononvmMepa, cofepxaiiero 3
MOHOMEPHbIX ~ KOMMOHeHTa: [lepBbli  MOHOMEPHbIA  KOMMOHEHT  COAEPXMWT  apunakpunar  wm
apunMeTakpunaT. BTopoli MOHOMEPHBI KOMMOHEHT, He AB/AIOLLMIACA akpuiaToM, COAEPXXWUT MOHOMEP,
NMEIOLLMIA apoMaTUYeCKOe KO/bLO C 3aMECTUTENIEM, UMEIOLLMM MO KpaliHein Mepe, OAWMH HEHACbILLEHHbIN
3TUNEHOBLIV  (hparMeHT. TPeTWt MOHOMEPHBE KOMMOHEHT COAEPXWUT MOHOMEP, CMOCOBHbIA K
06pa30BaHuIO ruaporeneii ¢ BbICOKUM cofepxXaHvem Bofbl. CononmMep nony4atoT B pe3ynbTaTe peakuum
nonvMepu3auny  Nepeoro, BTOPOr0O W TPETLEr0 MOHOMEPHbLIX KOMMOHEHTOB M CLUMBANOLLETO
areHTa,X1pypruyeckoro Kayectsa c Y ®-omnbTpoM. Mapku MaTepuasnos:

CI26YSTUVRD14.5X2.7 CONTAFLEX 26% UV-IOL (R) YELLOW (gns MO PYPLUS
YELLOW)

CI26CLSTUVRD 14.5X2.7 CONTAFLEX 26% UV-IOL (R) (anss MO PPLUS )

Matepunan WMOJT nonHocTblo 6GMOCOBMECTMM, M3HOC MaTepuanoB W ero NPoOAYKTbl He
OKa3blBaeT HUKaKOro BO34eNCTBMA N BAUAHWUA HA UMMNNAHTAT U HA OpraHn3m yenoseka. B
oTyeTe 06 oueHke 6monornyeckoin 6esonacHocTn 15P003-0016 B COOTBETCTBUU C Cepuel
ctaHgapToB 10993 noaTBepXaeTca OTCYTCTBME PUCKOB ANs vyenoseka (cTp. 23/25, BuiBog:
«Ha oCHOBaHWM nNpeAcTaB/fieHHOW [AOKYMeHTauuu W pe3ynbTaToB COOTBETCTBYHLLUX
MCNbITAaHWA, NPeAyCMOTPEHHOW MPOrpaMmoin WCNbITAHWA, MOXHO cAenaTb BbIBOJ, UTO
6e3onacHOCTb NpoAyKTa o6ecrneynBaeTca A4 ero NpesnosaraemMoro Ucnosib3oBaHumA).
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BHUMAHHE!!! Cepas cranaapros ISO 22442 xacaercs NPOAYKTOS ¢ HCUOIb3oBAHHEM
Txanell wxneorabix. IIpu npounssoacTee HOJI ne HenmonbiyioTea TAKOro poas TKAHH,
cranaapthl cepun IS0 22442 x HOJI ne npumennmbil!!

UOJI- ruapodunsbhbie.

Crepunstiocts: HOJ asToKIaBHpYETCA NEpell NOMEUICHHEM B HHAHBHAYaNbHL cTepuibhbiil GaucTep.
Upentudmrkaunonnan xapra W Haknelikd ¢ aaHHeiMH HOJT no3sonsiorT OTCNEXMBATh NALMEHTA B

NOC/IEONEPALLUOHHOM IEPHOTE.

Banctep crepunusytor B asToxnase npu remneparype or 121 °C no 124 °C,
Bpema umkna crepuanaumu: 23 MuH.

Jlasnenne: 1,24 kr/cm®

HOJT unxpyctuposans: 8 Gydeprnsii conesoit 0,9% pactsop.

HixeKTop cTepunusyercs STUACHOKCHAOM.

HucTpyxkuns no ycranosxe
Aas HOJ
FIG. 1 FIG, 2
FIG. 3 FIG. 4
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FIG. 5 HG. 6

Mepen onepatuBHbIM BMeWaTeNbCTBOM Bpay  [OJDKEH
onpefenuTb  ONTUYECKYH  CWUAY  JINH3bI, NoAJiexallein
nMmnnaHtTaunum, MetoaomM BblUYUCNEHUA. PeKOMeHAOBaHHble
3HAYEeHNSA MOCTOSHHbIX A, yKa3aHHble Ha KapTOHHOW KOpPOoG6Ke
ABMAIOTCA TO/IbKO OPUEHTUPOBOYHBLIMU,

Mepeg nmnnaHTaumen crnegyeTr oCcMoTpeTb ynakoBky WOJI
MU BbIACHUTb €€ MOofesib, ONTUYECKYI CUY U Hagiexalyro
KOHhUurypauuio.

OTKpPbITb KAPTOHHYKO KOPOOGKY M M3BJ/1eYb CTEPUSIN3OBaHHbI
nakeTt, cogepxawmnin pnakoH ¢ NOJI. NocTeneHHO BCKPbITb
nakeT, 4To6bl )/1aKOH OcTasics B CTEPUNBbHOW cpeje.
OcmoTpeTb /1akoH. Y6eanTbCs B TOM, YTO OH He NMoBpexaéH
N He BCKPbIT. YaepxuBaTb dp/lakOH B O4HON pyke. 3axaTb
A3bIYOK N NOTAHYTb KPbIWKY N3 (PoNbrn oT cebs, yaepxusas
(b/1aKOH BIOPU30HTa/IbHOMMOJI0XXEHUWN,YHTOObIOTKPbITbINH3Y.
PacnonoxeHue 3arpy3oyHoli kamepbl B COBMECTUMOM
MHXXEKTOpe NoKa3aHO Ha npuiaraemMmbiX PUCYHKax.

M3Bneub 3arpys3oyHylo Kamepy, cofepxallyr JMH3Y, Wu3
bakoHa, MOTAHYB 3@ BEPXHIOK MNET/N0 AepXaTens JINH3bI.
Mpu 3TOM He yAanATb gepxartesb SINH3bI.

Mepen BBeAeHMEM 3arpy304HOll  Kamepbl B MHXEKTOP
y6eanTbCca B TOM, 4YTO MAYHXEP HaxoAuTCA B OTBEAEHHOM
NosIoXeHUn. BBecTn 3arpy3ouyHylo Kamepy, cofepxalyro
NNH3Yy, B OTBEPCTME KOoprnyca COBMECTMMOrO MHXeKTopa 40
coeiHeHNA B NoJsioxXeHun (puc. 1).

MpoMbITE NINH3Y CTEPU/IbHbIM CHanaHCUPOBAaHHbLIM COMEBbLIM
pacTBOpoOM.

OcCTOpoOXHO, He kKacadacb WOJI, BBeCTM BUCKO3JIACTUK
yepes Hano/HUTeNbHOE OTBepCcTUe gepxaTesns  JINH3bI
B HanpaB/leHUN HaKOHe4YHMKa naTpoHa (puc. 2) uU Ha
KOHLEe 3arpy3o4yHoilr kamepbl (puc. 3). Obecne4yunTb,
4TO6bI BMWCKO3/1aCTUK 3amnosIHUT HaKOHEYHWK WHXeKTopa
M NPOABUHYNCA Ha NOJSIOBUHY PacCcTOSAHUA Mo JTINH30MN.
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8- [aBuTb Ha NJIYHXep A0 Tex nop, Noka CUIMKOHOBAasA noAyLika
He KOCHETCA AepyaTens JIMH3bI.

9. U3BneubpepxatesbNNH3bIN33arpy304HOMKaMmephbl,3axXBaTuB
neTA0 gepXxaTtensa ABYMSA nasblaMu N NepeBepHYTb HMKHUI
wapHnp pgepxartensa NuMH3bl 60MbWWM Nasbuem, MNPOCTO
noBepHyB ero (puc. 4).

10.Y6egntbca B TOM, 4TO JIMH3a pacrojioXeHa Mo UeHTpY
3arpy3o4Hoii kamepbl U 3aKpbliTb e€e CTBOPKM (puc. 5). Mpwu
cpabaTtblBaHMM MexaHu3Ma (uKcaumn C 3alLesikor MH3a
HafoéxXHo dmkcmpyeTtca Ha MecTe. Cucrtema rortosa [Ans
NHXEKLUN.

Mogpo6bHoe onncaHme COAEPXUTCA B WHCTPYKUMM MO
NCMNOMb30BaHUIO, MNOCTaB/IEHHOW BMecTe C COBMECTUMbIM
NHXXEKTOPOM.

11.MpwmxaTb NAYyHXep WHXeKTopa K NnH3e A0 ynopa. Beectu
JINH3Y C HaK/IOHOM HaKOHEeYHWKa UHXeKTopa, obpalwéHHbIM
K rnasy nauuveHTa. lNepegHAs CTOpoOHa SiMH3bl obpauweHa K
poroBuue, ec/in OpUeHTaUNOHHbIE 3/IEMEHTbI Pacno/I0XeHbI
cnpaBa BBepxy (A) n cnesa BHU3y (B) (puc. 6).
Micnonb3oBaTb TO/ILKO  BWCKO3M1aCTUK W MOCTaBOYHbIN
BapuaHT CUCTEMBbI, KOTOPble ObI/IN UCMbITaHbl N YTBEPXAEHDI
ONs UCNOSMib30BaHMA C gaHHoW nuH3oh. (MPUMEYAHUE:
JononHntenbHas uHdMOpMaLUA COLEPXUTCA PYKOBOACTBE
Nno sKcnjyaTtaumMn BUCKO3MaCTUKa M NOCTABOYHOIO BapmaHTta
CUCTEMBbI).

MoryT 6bITb MCMO/Ib30BaHbl pas/inyHble XUpypruyeckue

npoueaypbl, W XUPYpPr [AOOJ/IXKEH BbiGpaTb npoueaypy,
noaxoasv™No ANsS nauueHTa.

Ona MO mopgeneit PYPLUS n PPLUS

CBefieHUs1 0 NPaBUNbHOM M3BneveHUn MOJT 13 yNnakoBKuU:

HG. 1 HG. 2
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FIG. 3
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Mepen onepaTVBHbIM BMeELIATE/IbCTBOM Bpay A0J/DKEH
onpeaennTb ONTUYECKYHD CWY JWH3bI, MoAfiexalein
nMmnnaHTaunuum, MeToLoM BblunceHnsa. PeKoMeH40BaHHble
3Ha4YeHUs MOCTOSHHbIX A, YKa3lWHble Ha KapTOHHOW
KOpOOGKe ABNAITCA TO/IbKO OPUEHTUPOBOYHBIMU.

Mepen wvMnaHTWMen crnegyet OCMOTPETb YMNaKOBKY
MOJZT ”n BbIACHUTL €€ MofAeslb, OMNTUYECKYID Cuiy U
HaA/1exallyto KoHurypauuio.

OTKpPbITb KAPTOHHYO KOPOOGKY U U3BNEYb CTEPUNN3OBAaH-
HbI NakeT, cogepxawuii dpnakoH ¢ MOJI. MNMocTteneHHO
BCKPbITb MakeT, 4YT<bl d)/lakOH OCTaJICA B CTEPWUJIbLHON
cpepne. OcmoTpeTb (b/lakoH. Y6eauTbca B TOM, 4TO
OH He MNoBpeXAéH U He BCKPbIT. /3BneyeHue JfiMH3bI
NMPOAEMOHCTPMPOBAHO Ha npuaaraemMbiX puc.Kax.

FIG, 1: YaepxuBaTb (h/lakoH B pyKe Tak, 4YTOObl A3bI4OK
n3 donbrm 6bIN obpawéH K cebe. bonbwoi nanewy
LO/MKEH ObITb MPWKaT K BOKOBOW MOBEPXHOCTU KOHTypa
hniakoHa. 3axaTb A3bIYOK U MOTAHYTb KPbIWKY U3
donbrmn ot cebs, yaepxmasa oJlakoH B FTOPN3OHTa/TbHOM
MO/IOXKEHUWN, YTOObI OTKPbITb JINH3Y.

FIG. 2: N3Bne4ub NNH3Y 13 (P1akoHa, OCTOPOXHO 3axBaTB
eé 3a Kpada BAosJib Oocu 6-12 yacoB rnagoviM rnUHLETOM U
noTsiHyB BBepX. JIMH3a obpauweHa nepegHen CTOPOHOI
BBEpPX.



4. TIpOMbITb  JINH3Y  CTEPWIbHbIM  COaNaHCUPOBaHHbLIM
COJIeBbIM PacTBOPOM.

5. BHUMaTesibHO OCMOTPETb JIMH3Y, yb6egMBlWUCL B
OTCYTCTBUU AedekT<” 1 NpUcTaBLLINX YacTul,

6. JInH3y Heob6xoAMMO WCMO/b30BaTb B Kpat4aiee
BO3MOXHOe BpeMs Mocsie BCKpbITUA hriakoHa. [lepepn
Ha4YasIOM UMMMNAaHTauuM JIMH3Y MOXHO 3amMOyuTb B
cbanaHcMpoBaHHOM CO/1IEBOM pacTB”>e.

7. NnH3y cnegyet WMNMIaHTUMPOBaTb Tak, 4ToObl ee
nepe/~as ctopoHa 6bl1aobpatlleHa Kk nepegHeli CTopoHe
rnasa. OpwuveHTauma WOJT MoxeT ObITb MNpoBepeHa
BM3yasibHbIM ocMOTpOM. Kak nokasaHo Ha FIG. 3, korga
OpPUEHTaUMOHHbIE 3/1IEMEHTbl  PacnosioXeHbl BBepXy
cnpasa <A) 1 BHU3Y cnesa (6), NnepefHAsA CTOPOHA /INH3bI
obpalleHa K Habntogartento.

8. HeobxogMmMo  UCMNOMb30BaTb  TOMIbKO  BUCKO3/1ACTUK
N MNOCTaBOYHbIV BapwaHT CUCTEMbl, KOTOpble Oblin
UCNbITaHbl U YTBEPXAEHbI NS UCTHOMB3MaHuUs C LaHHOWM
smnzon. (MPUMEYAHUE: [OcroonmTenbHas nHdopMaums
coa’™MKuTCA pykoBoACTBe no akcna~Ttaymm
LLICKO3/1aCTUKa MU NOCTaBOYHOIO BapmaHTa CUCTEMBbI).

9. MoryT 6bITb MCMOJ/Ib30BaHbl pPa3/INyHblie XNPATUYECKUNE

npoueaypbl, U XUPYpr OO0/XEH BbIGpaTb npoueaypy,
noaxoAdsuyo Ans nayueHTa.

VHCTPYMEHT XMPYPruyecknini ohTanbMosIorMyecKnii Ana MMNaaHTaLnum MHTPaoKyIapHbIX
nMH3  ACCUJECT (AKKYO)KEKT) npefHasHaueH TO/MbKO 418  O4HOKPaTHOro
npumeHeHnsA!

PekomeHpaumMnm o0 npaBunbHOM u3BMedeHun WOJT nocne wumMmnnaHTauun/ 3ameHe
MMnaaHTupoBaHHbIX NOJT:

BHUMAHME! MPOLEAYPbI N3BTEYEHWA Non MOCNE
MMNAAHTAUNNIBAMEHBI MOJT MOCNE MMMNAHTAUWMK TIPOBOAATCA B
COOTBETCTBUIN C MPUHATBIMU BO BPAUEBHOW MPAKTUKE
XNPYPITMHECUMW MPOTOKOJTAMW, MPUBEAEHHBIE HVN)XXE OJAHHBIE HOCAT
PEKOMEHOATE/IbHbIN XAPAKTEP!

I 3ameHa VOJ1 yepe3 HeCKOMIbKO NeT nocsie NepBMYHON onepauun npeactaBnseT
CMIOXXHOCTb M3-3a MPOYHOW afire3nn KarncysbHOro Mewka K JIMH3e 1 BO3MOXHOI0
MOBPEXAEHUSA LUWHHOBbLIX CBA30K, 4YTO, B CBOK O04epefib, B psAfe Cryyaes
NpMBOAMT K BbINAAEHUIO CTEKNOBUAHOro Tena. [lpeacTaBrieHa MeToAMKa
N30/INPOBAHHOIO yAaneHUsA ONTUYeCKOM YacTu A1 UCK/II0UYEHUS BEPOATHOCTU
PacxoXieHNA LMHHOBbIX CBA30OK:

1. B Hayane onepauuy BbINOMHAKT POroBUYHbIA pa3pe3, OPUEHTUPOBAHHbIN
NneprneHANKYNAPHO K TMJIOCKOCTU  PacnofioKeHUs COeAUHEeHUA ONTUYeCKON WU
ranTU4yecKom 4acTel NNH3bI.

2. B nepegHioO0 KaMmepy BBOAWM BMCKO3/1acTUYHbIN npenapar.

3. Ha paccTtofiHun 90° oT pa3spesa nNephopnpupyoT PoroBuLy fie3sBueM.
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OnNTMYECKYI0 YacTb JINH3bI paspe3arnT HOXHUUaMK rnonosiam (puc. 2A).

5. KplOYKOM MpOBepPAOT CTeMeHb afAresny Karmcy/bHOro MewKa K ranTuyeckKum
anemeHTaM. [Ipu HannMuMM HeBbIP&KEHHOW aaresun ranTuky ypanswT, Mpu
NMPOYHOM CpaLLeHMN OMOPHbIX 3/IEMEHTOB C Karncy/ibHbIM MELIKOM MepeceKakT 30HY
COeANHEHNSA ONTUKM C ranTukon (puc. 2B).

6. PasgeneHHylo rnononam onTUYeCKYt 4acTb YAaNnsalT NMUHLETOM Yepe3 POroBUYHbIN
paspes.

7. B cny4ae BbiNafieHUs CTEK/IOBUAHOIO Tefla NPOBOAAT BUTPIKTOMMUIO.

8. Ecnu BbIsiBNSAeTCA NOMYTHeHUe 3aAHel Kancynbl xpyctannka (M3KX), umcTtoTomom
NN HAKOHEYHVKOM BUTPEOTOMA BbIMO/HAIT 3aJHI0K0 Karncysnotomuto (puc. 2B).

9. 3NacTUUYHYO MOHOMUTHYK aKpuioByl ruapopunbHyto MOJT MMnnaHTUPYOT B

LnunnapHyto 60po3gy Takum o6pa3oM, 4TO6bl ee OMOPHble 3/1eMeHTbl Obln

OpUEHTMpPOBaHbl Nog yrnom 9O K octaTkam ranTUKW yAaneHHOW JNIMH3bl, a ee

ONTUYECKYIO 4acTb (PMKCUPYIOT B OTBEpPCTUM Kancynopekcuca (pwuc. 2I). lMocne

yAaneHUs BUCKO3/1aCTUYHOIo npenaparta 13 nepefHert Kamepbl Ha onepaluoHHbIN

pa3pe3 HakNafblBaKT LUBbI.

I1IPeKOMeH/yeTCcsl C 0C060ii OCTOPOXHOCTbIO BbINOMHATL paccevyeHne CoeUMHEHMS
ranTukMu u ONTUKU HOXHMULAMK, 4UYTO6bl He MNOBPeAUTb BHYTPUINasHble

CTPYKTYpPbI™?

Puc. 1. Bnommkpockonnyeckoe nccnejosaHune rnasa nayueHra;
A - Xopowo BnagHa nomyTHeBwWwasa ontnyeckasa yactb VOJ

B - MO/ c npo3payHoii (cnesa) n NOMyTHEBLUEN
(cnpaBa) oNTMYECKOI YacTbto

Puc. 1. MerrB4eBaHmMe rnasaranMeHTc: A - XOPOWO B W 1 NOMYTHEBWAH 0 \ n-

uyrcka? urab MO ACRL-C160. B - MO/ c npo3pauHO/i (cnesa) JlomyHsaEweun (cnpaga) WHUUYYCKOII
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Puc. 2. 3Ttanbl onepauun:
A — dparmeHTayus NnomMmyTHeBL e onTnyeckon yactn NOJT HOXHULAMU N KPHOUYKOM.

B — lMepeceyeHne 30HbI COeAUHEHUSA TanTUKN U ONTUKN YacTel
HOXHULUAMMN Nocsie BbIAB/EHUS HaMMuNs (UOBPO3HOM TKaHU BOKPYT AYXEK JINH3bI.

B — BuaHbI ocTaTkKM ranTMYeckux 3JIeMeHTOB Nocsie yganeHud ONTUYECKO yacTu.

MmMmnnaHTauusa HoBow MOJ1 B umnnapHyr 60opo3ny ¢ uk-caumein onTUYECKOW yacTu
B OTBEPCTMU Kancynopekcuca

. YpaneHue NOJ1 BKNOYaeT B cebs:
-CYOKOHbIOHKTUBAbHYO aHECTEe3nto
- (hOpMUPOBAHME POTOBUYHOIO TOHHENS
-3aMo0/IHeHNe NepeaHein KaMepbl BUCKO31aCTUKOM
-mo6unusauyuno NOJ
-BbIBEJeHNE HIDKHETO FranTUYecKOro 3fieMeHTa B NepeaHIo0 Kamepy
- BbIBeIeHNe BEPXHEro ranTM4yeckoro afieMeHTa B NepeAHIO0 Kamepy

- yaaneHune NOJI
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Piicyxx 1. M«Toamka ypaneHHa 3payvko-
Boil WO/ (cneBa HanpaBo, CBEPXY BHU3):
cyb6KoKbliiHKTMaasbkaa aHecresus 2% pac-
TBOPOM nmjokauHa, hopmupoBaHue poro-
BWYHOrO TOHHENs, 3anofiHeHue nepepHel
Kamepbl ~ BUCKOanacTWKOM, MOOWT 3amkna

NOJ, BbiBEfEHNE HUXHEro ranarmnyecxoro
3/IeMeHTa B NepejHIo0 Kamepy, BbiBegeHune
BEPXHEro raTtmyeckoro anemeHTa a nepeg*
Hl i kKamepy, yganeHne WOJ U3 rnasHoro
sA610Ka, BUJ rnasHoro s6noka nocse BbINOM*
HEHHO onepauyunu.
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PmcyHm 1. OcHOBHble 3Tanel ygaiemvs

MO n onpefeneHvns rpaHuy, Mponex-
HA (CneBa Hanpaso, CBEPXY BHW3): BUA rna-
3a fo ypanenua WO/, Bug rnasa nocne 3a-
NMoNHeTA nepefHeil kaMepbl amcKoasiacTu-
KaMm, yaaneHHaa WOJ1 pacrnonoxeHa Ha ne-
peaHeii MOBEPXHOCTU POroBuLbI, BUA rnasa
nocne ypganewus  WOJI1. onpegenexve rpa-
HUL, MPONieXHS, BbinofHeHne Kancyni"KKCH-
ca 3a rpaHuuamy nponexHs, Buf rnasa no-
crne onepauuu.

1. Onepauuns npoBoAMTCA Ha (POHe npefBapUTe/IbHOW WHCTUNNALUOHHON aHecTe3nu.
MeAWKaMeHTO3HOro Mmugpunasa 6-8mm.

1. Mocne NOAroTOBUTE/NIbHLIX  MeponpuATwuiA  (B/B  npemegukauus, obpaboTka
onepaLVoHHOro Nons, yctaHoBKK 6netapocTtarta), npenMmbanbHO, B Hanpas/eHUN OT
11 Kk 19 yacam u oT 13 K 17 yacam, CYy6KOHBIOHKTMBANbHO BBOAUNN 2% pacTBopa
nugokaunHa (Sol. Loidocaini 2%) Ha pacCcToAHUM 2 MM OT /InMba.

2. ChopmupoBaTb  TOHHE/bHbI camorepmeTmnanpyrLLniics paspes 3,2 MM,
OPUEHTUPOBAHHbIM MO rOPU3OHTA/ILHOM OCK U NapaleHTe3 WupuHoin 0,5 MM HanpoTuB
OCHOBHOTIO paspesa.

3. B nepegHtoo Kamepy Hag MOJ1 BBOAAT afre3vBHbIN BHCKO3NAaCTUK

4. 3aTeM BBOJAT KOre3vBHbI BHCKO3M1aCTUK MeXAy nepejHeil Kancynon xpycrtannmka u
TesI0M JINH3bI.

5. Mop npukKpbITUeM BUCKo3nacTuka MOJT akKypaTHO MOOGUIN3YIOT LINaTeeM U BbIBOAAT
B NepefHIO Kamepy rnasa, nocnefoBaTe/lbHO BbIBUXMBAs ee ranTuyeckune afieMeHTbl.

6. [anee, TeN0 INH3bl POTUPYIOT A0 COBMNaAeHUSA ee C NJIOCKOCTLIO OCHOBHOIO paspesa.

7. Mnockum nuHUeTOM 3axBaTbiBaldT WOJ1 3a ee ONTUYECKUI [UCK W NIETKUMMU
nocTynaTesibHO-pacKaymMBalWMMN  ABWKEHUAMU BbIBOAAT 4Yepe3 onepaluoHHbIN
paspes.

8. NMocne wu3BnevyeHns WOJ1 nNpou3BOAAT KPYroBOW HEMPEPbIBHbIA Kancy/0peKcuc
AnameTtopm 5,0-5,5 mm, rugponpenapoBKy XpycTainka.
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9. 3aTeM BbIMOAHAKT (PaKo3aMynbCUPUKALNIO KaTapaKTbl No MeToauke phaco-chop. B
Kancy/bHbIN MewWwoK nmnaaHTupyT NOJT.

10. 3akaHuMBalOT oOMnepaunio BbIMbIBaHWEM BWUCKO3NacTUKa W3 NepefHeln Kamepbl W
rmapartaumeil OCHOBHOrO paspesa.

CBEAEHWNA O TEXHUYECKOM OBCNTYXXWUBAHUWN. TAPAHTUNHBIA CPOK.

Ha n3genve gaetcs rapaHTUs CPOKOM Ha 6eCCpOYHO CO AHA NpuobpeTeHus, rapaHTUpyeTcsa, 4To usgenue
He uMeeT fe(eKTOB, CBf3aHHbEX C NpPOM3BOACTBOM U KavyeCcTBOM MPOM3BOACTBEHHbIX MaTepuanos.
Y pocToBepbTECh, UTO Nt060I cHoli B paboTe He MPOUCXOAUT U3-3a HECOONIO LEHUA MPaBUI NPUMEHEHNS W
yCTaHOBKMW. B cnyvyae BO3SHWKHOBEHUSA HEWCMPABHOCTW MpW COBGAOAEHNN TPe6OBaHMIA MO MPUMEHEHUIO U
YCTAHOBKE B COOTBETCTBUU C WHCTPYKLMERA N0 NPUMEHEHWUI0, MPOU3BOAUTENb MNPOU3BOAUT 3aMeHY
nsgenus. Mo scem Bonpocam obpawateca: OO0 «AnKes»: KOp. agpec: 109147, r. MockBa, ynuua
Mapkcuctckasa g. 7, at. I, nom. Ill, komun. 1-10, MHH 5027251378, KIMNM 770901001, OrPH
1175027008750, ten/pakc +7-495-620-57-10, info@ eves-care.ru.

Cpok rogHocTn ¢ faTbl Npon3BoAcTBa: 36 MecsLeB
apaHTUIHbIA CPOK XpaHeHUs: 36 mecsLeB

Bo3epaT npoaykuuu: Mo BO3MOXHOCTU, BepHUTE WOJT n/unn ee OpPUTUHaNbHbLIA KOHTEWHEP
nmnn nobble (parMeHTbl YNakOBKW, a TakKXe CUCTEMY MOCTaBKW, WCMOMAb30BaHHbIN [Ns
UMNaaHTauum, NPon3BOAMTENIO UK UCTPUOLIOTOPY B Ballem pernoHe.

OTBETCTBEHHOCTb: KOMMaHWUs-nNpon3BoANTENb He HECeT OTBETCTBEHHOCTM 3a HeHaanexaliuit
BbI6op MOJ1 nevawium BpauyoM, 3a HeHaf/exallee o6palleHue U MUCMONb30BaHWE, a TaKXe 3a
CMONb30BaHHYIO XMPYPIUYECKYO TEXHUKY U pyrue BpadebHbIe OLLINGKN,

Ynctka: MOJ1 nomewarTcs B MHAWBUAYaNbHbI CTEPUNBHBIA 6AUCTep.

MpeaynpexaeHune: He pecTepuan3oBaTb —T0NbKO 0HOPa30BOE UCMOMb30BaHMe!

MAPKNPOBKA

Ha 611cTepHyto ynakoBKY JIMH3bl MHTPAOKY/IAPHON HAHOCATCA C/efyHoLLMe CBELeHUS:
1. HaunmeHoBaHMe Habopa

2. HanmeHoBaHue nsgenus

. Mogenb

. AVMONTPUNRHOCTb

. \3rotoBuTenb

. CepuitHblii Homep (SN)

. O6wmnii gna.mMeTp B rmagpatupoBaHHOM cocToAHUN (T)

. AnameTp ONTMYECKON YacTu B rugpaTupoBaHHOM cocTosiHum (B)
. CMBON COOTBETCTBUA €BPONencKnmM gupektmeam EC

10. CnmBoN cTepunsaLum napom

© o N Ol bW

Ha 611cTepHy0 ynakoBKY CUCTEMbl MOCTaBKM A5 MMMNAAHTaAUUN UHTPAOKYNSPHBIX INH3
HaHOCATCA CneayloLne cBefeHuns:

1. HaumeHoBaHwMe Habopa

2. HanmeHoBaHue n3genus

3. NisroToBuTesb

4. Kog naptun (LOT)
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5. [JaTa ucrteyeHusa cpoka rogHocTu

6. CnumBONbI:

a. CooTBeTCTBME eBPONENCKUM anpekTmBam EC

6. Bepeub OT Bnaru

B. He fonyckaTb B0O34eliCTBNA CO/THEYHOIO CBeTa
r. He ctepunmnsoBaTb NOBTOPHO

4. He ncnonb3oBatb Npyv NOBPeXaeHNN YNaKoBKU
e. 3anpeTt Ha NOBTOPHOE NMPUMEHEHNE

X. CTepununsaunsa oKCULoM aTuneHa

3. ObpaTnTecb K MHCTPYKLUN MO NPUMEHEHUIO

Ha BTOpMYHYI0 YNaKOBKY NMH3bl MHTPAOKYNAPHON (KapTOHHas KOpobKa) HaHOCATCS cneaytolime
CBeAEeHUS:

1. HanmeHoBaHMe Habopa

2. HanmeHoBaHue nsgenuvs

3. Mogenb

4. AMONTPUAHOCTb

5. NI3roToBuTeNb

6. CepuiiHblii Homep (SN)

7. O6WwmMin gnameTp B rnapaTupoBaHHOM cocTossHuM (T)

8. lnameTp ONTUYECKOM YacTu B rmapaTMpoBaHHOM COCTOAHMN (B)
9. [laTa UCTeyeHNsa CpoKa roLHOCTH

10. ¥ NONHOMOYEHHbIN NpeacTaBUTeNb NPON3BOANTENS

11. CumBoONbI:

a. CooTBeTCTBME eBpONeickum gupektnsam EC

6. CTepunumsaumsa napom

B. Micnonb3oBaTthb f0...

r. He ctepnnunsoBaTtb NOBTOPHO

4. He ncnonb3oBaTb NPV NOBPEXAEHUN YNAKOBKU

e. 3anpeTt Ha NOBTOPHOE NMPUMEHEHNE

X. ObpaTnTecb K MHCTPYKLUMKX MO MPUMEHEHMIO

3. OcTopoXHO! O6paTnUTECh K MHCTPYKLUM MO NPUMEHEHUIO

Ha TpaHCNOPTHY YyNakKoBKY HaHOCATCHA Cneaylolline cBefeHNs:
. HanmeHoBaHue Habopa

. HasHaueHue

KomnnekT noctaBkn (CocTtas)

MN3rotoBuTesnb

MecTo nponssoacTea

YMOMHOMOYEHHbIN NpeLCcTaBUTeNlb NPOMU3BOANTENS

. CBefileHns 06 yTunmsaynm

. ANONTPURHOCTb

. CepuiiHbliii Homep (SN)

10. Kog naptum (LOT)

11. flaTa VU3roToBJ/IeHUA

12. cnonb3oBaTtb f0...

13. MecTo0 gnn nHhopmaumn no PY

14. TemnepaTypHbI AnanasoH XpaHeHUA 1 aKcnayaTtaymum
15. CumMBO/bI:

a. CooTBeTCTBME eBpONeckum gupekTusam EC

6. He cTepnnnsoBaTb NOBTOPHO

B. He ncnonb3oBatb Npu NoOBpeXAeHUN YNaKOBKN

©ENOO P, WM R
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r. 3anpeT Ha NOBTOPHOE NMPUMEHEHNE

4. O6patnTecb K MHCTPYKLUM NO NPUMEHEHUIO

e. OcTtopoxHo! ObpaTuUTeCb K UHCTPYKLUM MO MPUMEHEHNIO
X. He Bbl6pacbiBaTb BMeCTe C 6bITOBbIMU 0TX04aMu

3. bepeub o1 Bnaru

n. He gonyckaTb BO34eliCTBMA COMIHEYHOIO CBeTa

BHMMaHMe: Ha BTOPUYHYIO YNAKOBKY NIMH3bl UHTPAOKYNSAPHON (MEAULMHCKINIA NaKeT)
MapKUPOBKA He HAHOCUTCS.

YMNAKOBKA

A) N3penns ynakoBaHbl B CTEPUNIbHBIA 6aMCcTep, KOTopbIl 3awuuiaet NOJT 0T N106bIX MEXAHNYECKNX
BO3JelCTBUiA. B 6nncTepe npefyCMOTPeHbl KBagpaTHble CKOGKWU, KOTOpble o6ecneunBatoT nieanbHoe
pacnonoxeHune n 3awnTbE NOJ. Kpome T0oro, MOJ1 MHKpPYCTMpPOBaHbl B 6y epHbIil CONMeBOl pacTBop
(BSS) gna 3awutbl 0T BbECbIXaHWsi. BaucTep cTepuan3oBaH C MOMOLLbH MapoOBOWA CTepunmsauunmu
(aBTOKNaBupoBaHue). CTepuIbHO rapaHTUpyeTCs B TeYeHMe CpoKa rogHocTu - 36 Mec.

CUMBOJbI, NCMOJIb3YEMbIE HA 3TUKETKAX:

Cumson OnucaHwne

D AvonTpusa

0B OvameTp onTuyeck”o Ttena
oT O6wwit gnameTp

O603HaueHUs, KOTopbEe MOTYT NpUCYTCTBOBAaTb Ha YNaKOBKE:
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[TOBTOPHO He cTepunnsosaTtb

® Ana ogHopa3oBOro UCMNO/Ib30BaHUA

XpaHWTb BTEMHOM MecTe

o

XpaHnTb B CYyXOM MecTe

Mcnonb3oBatb A0

I MpouTnTe MHaAPYKLMUIO MO NPUMEHEHWNIO

1SN 1 CepuiiHblii HOMep

STERLE 1 CTepnnn3oBaHo napom
( § ) He ncnonb3oBaTth, €C/v ynakoBKa HapyleHa
M MpounssBoauTens
C € MpoaykT cepTucuLmMposaH

LLlenocTHOCTb yNMaKoBKW 06ecneymBaeTcs NPOYHOW TepmMoCnainKoli.- TonuwmnHa Wwaea cnaiky 0.12 MM 40
0,14 mm.

N3penne fo/MKHO ObITb YI0)KEHO B COOTBETCTBYHOLLEe THE3L0 YNaKOBKU, U (DUKCUPOBATLCA B
HeM Mpu nepeso3Ke: V3f4enne ynakoBbIBaeTCA B UHANBUAYANIbHYIO 6/IMCTEPHYIO YMaKOBKY 13
nonunponuneHa mapku PP7540L ¢ NOANOXKON W3 antOMUHMEBOW (onbrn. BnuctepHas
ynakoBKa 3amneyaTbiBaeTCS BO BTOPWYHYK YNaKOBKY, W3rOTOB/IEHHYID W3  3€/1eHON
MeAMLMHCKON Bymarn mapku GS 1 nonmatuneHa mapku FB.

Kaxpas ynakoBKa ¢ U3fefiMeM BMeCTe C 3KCNAyaTalMoHHON AOKYMeHTaL e, 4OMKHa ObITb Y0XeHa
B KOPOOKY unun 3aBepHyTa B 6ymary. Kopobka unm naket fO/MKHbI 6bITb NMepeBAsaHbl Wnaratom uan
OKJieeHbl 6BYMaXKHO NIEHTOI, KNeeBON Ha BYMaXKHO OCHOBE MO UM MOANITUNEHOBO IEHTOW C TNNKUM
CnoeM Tak, 4Tobbl ynakoBKa He MOr/fia 6biTh BCKPbITa 6€3 HapyLIeHUs LenoCTHOCTH.

[ns TpaHCNOpTMPOBaHWS 3aKOHCEPBMPOBaHHble W3f4eNNs B YNakKoBKax C 9KCNayaTalMOHHOM
OOKYMeHTauueld A0MKHbI 6biTh YI0XEHbl B ALWMKW U3 JINCTOBLIX [APEBECHbIX MaTepuanoB Mo WUAu
aouiatble. JouiaTblie AWMKN OMKHbI 6bITh BbC/OXKEHbI BHYTPU BOAOHENPOHMULAEMbIM MaTepuanom.

TpaHCcnopTHass MapKMpoBKa B 3aBUCMMOCTU OT BWUAOB WCNOMb3YeMbIX TPAHCMOPTHbIX CPEACTB.
MapKupoBKka HaHOCUTCA HENOCPeACTBEHHO Ha Tapy WAM Ha ApPAbIKW: (haHepHble, MeTannnyeckue,
6yMaXKHble UM 13 [PEBECHOBONOKHUCTOW NAUTbI. MpyM 3TOM MaHUNYNALUOHHbIE 3HAKU, HAaHECEHHbIe
Ha Tape, 4O/IKHbI COOTBETCTBOBATL 3HaveHUaAM: "Xpynkoe. OCTOpoXHO", "bepeub oT Bnarn”.

| B) Tpe6oBaHus K ynakoBKe W3fenuii, nognexaiiux GUHULLHON CTepunmnsaLum:
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1 ¥YnakoBKa (Matepuasibl U MeTOAbI)

Tabnunua
No

01

02

MakeT

bnucTep

KpbiLwka
*ANOMUHNEBAS
(honbra

MaTtepuan

MonunnponwuneH mapkn BOREALIS -
Bormed™” HD850MO

MnoTHocTb 910 Kr/13

TonwmnHa 1 mm

MpoyHOCTb Ha pacTaxeHne 1800 MTla
OTK/IOHEHME NO ToNWMHe 1-2%
ConpoTusieHne paspbiBy 1800 Mlla
Bo3gyxonpoHuLaeMocTb

MNMpoyHoCTL Ha npogasnueaHue 1850
MmMa

MpoYyHOCTb CKNemBaHua 6nmcTepa
KpbILW KO He MeHee 2 Hicm~

CnnaB

(PET23/Ab20/CPP100/280)(nonnaTnneH
MapKm 23 +anloMUHKI Mapkm 20 +
NosIN3TUNEH MapKu 100/280)
NaMUHUPOBAHHbLIA U CKPenJeHHbIN
nosinypeTaHoBbIM KsieeM. CnjiaB MapKu

Lid Stock 200LM

MnoTHOCTL:

MnotHocTb M3T npu TONWWHE 23 MKM

:322+x32r/m

Knein mexagy M3T n antoMuHuem 5,5 +
05r/ v

MAOTHOCTb aNlOMUHUSA NPU ToNLUHE 20

MKM: 540+ 4,31/ M2

Knei mexagy antoMUHUEM 1”1
nonunnponuneHom: 4,0+ 0,5 r/ KB.m

MAoTHOCTbL NoAMNponuaeHa npu
TonwwnHe 100 mkm: 91,0 £ 9,1 r/ m2

Kneii nammHaumnsa: 4,0+ 0,5 r/ KB.m

MpoyHOCTb Ha pacTaXeHne 3 H/15mMm

OTKNOoHeHWe no TonuwmnHe 1%

ConpoTuBneHune paspbiBy: 8 KH/mM
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MeTop

bnnctepHas
ynakoBKa
3aneyvaTbiBaeTcs C
atoOMUHNEBOWA
thonbrou
TepMocnankon npu
Temnepatype 215 °C
fo 220 °C.



Bosayxonpounusemocts: 0,02 mxm/Tla ¢

TIpounocTs HA MPOAABAUBAHNE HE
menee 240 mila

TlpouHocTs CKICHBAHNS CJ/10¢B CTLIABA ¢
noMombIo Kien se menee 2 Hiem?

TIpouHOCTD KICeBOro ¢/108 NAMHHATHNA
ne menee 2 H/em?

03 | Meauuunckui Meauunucikan 6ymara zenenan s MenmnuuHckHil naketr
naxet (BTopuyHas | cocTaBe ¢ noAMITAIEHOM: 06Itan MAPKa | 3ancuaTBIBACTCS
ynakoBKa) matepuana: mapka Tyvek 1073B Raw/ | Tepmocnaiiko#t ot

OCLAVE 185°Cno195°C.

Maotaocts 43 r/im2

Toamuna 178 mxm

Hpoanocts Ha pacTwxenne 0,012 Mfla
Otkaonenne no ronmuue 1%
Conpotupaenue pazpnisy1213 Kila
Bozayxenpouunaemocts 0,02 mum/Tla

[powaocTh HA NPOAABIAHBAaHNE He
menee 240 mIla

IIpouHOCTb CKIEHBAHUN He MeHee 2
H/em?

2. Mevoant 32KpHITHN
Cnaiika, SBASETCR TepMOCHaliko#, ¢ TpeX CTOPOH YNAKOBKW, A0 TOMCIICHHRA B YNAKOBKY H3ACAHA,
tomunKa wea cnaek — 0.12 mm 10 0,14 MM , OCYIIECTBISETCA NPH KOHTPOANPYEMOIl TeMnepatype CM,
Tabnuua 1. Koneunan Cnalixa BbINONHAETCA POTAUHOHHLIM TEPMOYNAKOBLIHKOM Takke NpH
KOHTpONHMpyeMo# Temnepatype cM. Tabnnua 1.

Bo Bpema CTEPHANIALHM HCIONE3YETCS MRAMKATOPHAA JICHTA HA YNAKOBKE IS CTEPHIH3AUHM.

3. ILenocTHOCTE 3IAKPLITHS
LlenocTHOCTL ynakoBkM ofecnewMsacTcs nyTeM BH3yaibHONO ocmoTpa. IlpoBepseTca uenocTHoCTs
3KPLITUR YTIAKOBKH KPACHTENS YTEUKH, HenbiTawus kpas: Dip Tect, tpeGosanns ASTM F1929.

4, ATTecTANHA COOTBETCTBHNA YNAKOBKN
Ceprudnkar aHanu3a.

5. Mevoa xoueunoil yRaKoBKR

Maker ynakosas B KopoGku M3 rodpHposannoro kaprona smecte ¢ Pl kaprofi 1 nndopmauneil anx
ucnoab3osanna. Jlna npeaorspaliieus Cay4aHHOro OTKPHITHA MrePMETHIHPOBAHO C METKAMHK.

6. Mnkpobnuiii Gapsep

MukpoGHbie GapbepHbie CBOAICTBA 05GECHIEUHBAIOT CTEPHIBHOCT - TeCT B cooTBeTCTBHH ¢ USP.

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

L



Muxpoburiii Gapuep ofecneannaercs B Tewenne 3 ger.

7. Bainaanng ynaxkosxs,

Tabanua 2
Hazpanue Hms Tecra Cranpapr | Kpurepnu ncunransii | HaGnogenne | Pesyastar
MATepRAIR

Menvumnckuii | Kpait Dip rect | ASTM Kpacka ne nonxwa | Cootsercrnyer | [lacc

naxer F1929 NPOHHKHYTH BHYTPb
yepes Kpas
YTIaKOBOYHOTO
MaTrepHana.
Meanumnackuii | Uenwranve wa | ASTM F88 | NLT 0,55 xr 0,60 xr IMace
naxer NPO4HOCTD
YIIOTHEHHA
Menpuunnckuii | Ucnutasne Ha | ASTM BnuToiBaeMocTs He | Cooteercreyer | IMacc
naxer repMeTHuHOCTD | F1929 AOCNKHA NOABNATHCA
Kpacurens nocne paspbiea

KpacuTens 4epes Bee
CTOpOHL! B TeueHne 5
cexyHa

Bancrepras PaspsiBHas ASTM NLT 0,2 kr 0,32 kr Macc
ynaxkoBka NPOUHOCTH F1140

8. leaocTHOCTD COLANHENMS
Cm.nyuxrt 2 of ocobernocrax cnaiiks.

L{en0CTHOCTS 3aKPLITHE YN2KOBOYHOIO MAaTEPHAIa B HACTOALIES BPEMA NPOBEPACTCA H NMOATREPKAIETCA
BLINOTHEHHEM MPOUEAYPh! NPOBEPKH ANA 3 paznHHHBIX CEpHH. CobuIKK TeCThI:

(i) UENOCTHOCTD 3aKPHTHA MIEPBHYHON YNAKOBKH NOATBEPIKNAETCA TECTOM HA Pa3pHIBHYIO NPOHHOCTD -
Test. [meTon: ASTM F1140]
(ii) UenOCTHOCTL 3aKPLITHA BTOPHUHON YMAKOBKM NOATBEPKIAETCA MCNBITAHHEM IepPMETHYHOCTH
kpacutens: Edge Dip Test. [meron: ASTM F1929]
(jii) LENOCTHOCTh 3aKPHITHA BTOPHYHOM YNAKOBKH NOATBEPKAAETCA TECTOM NPOYHOCTH YIIOTHEHHS - Test.
[mMeron: ASTM F88)

9. TIpounocts cualikn
MpounocTs TepMocnaiixw> 0,2 kr

10. CoBMecTHMOCTE €O CTEpMIHIANHET
YnakoBKa NOAXOANT ANA CTEPHAK3ALUHN METOAOM ABTOKNIABHPOBAHNA.

11. Banuaauns crepaasiann-

Homep otyeta sanuaamnn crepuaniaunn: Ne 15P001-0024
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XPAHEHHME H CPOK rOJHOCTH

Temneparypa XpaHEHHA ¥ SKCAAyaTalu ot 5...+45 C
Baaxuocts 20 ~ 85% , Ges xonaeHcara

CpoK rogHOCTH ¢ JaThl NPOM3BOACTBA 36 mecaues
[apanTuitnsii cpok xpanenns: 36 MecAues
TPAHCIIOPTHPOBKA

Uznenne TPaHCHOPTHPYIOT BCEMH BHAAMH KPHITHIX TPAHCMOPTHBIX CPEACTB B COOTBETCTBHH C
TpefoBAHMAMM K NPABIIAMH NIEPEBOZKH TPY30B, ACHCTBYIOMMHI 1A KKZOM BHAC TPAHCTIOpTa.

TpaHcnOpTHpOBaHKE IPY3a MOPCKHM TPaHCIIOPTOM AOMDKHO NPOM3BOOMTLCA B COOTBETCTBUH C
"TMpapunaMn  Ge30NacCHOCTH MOPCKOW NEPEBO3KA FeHepanbHeIX rpy3o8". Bua oTnpaskn -
KOHTeliHepaMH H MeJiKas OTNPaBsKa.

TemnepaTypa TPaHCNIOPTHPOBAHHA OT +5 K0 +45

Bnaxnocts or 20 10 95%, Ge3 kouaencara,

CBEJEHMA O PEMOHTE

He noanexut peMoHTy, 8 cay4ae 3asoackoro Gapka noanexutr 3aMeHe,
CBEJEHHSA OB YTWIM3AIIUH.

Mpu yrunusauun npubopa cobmonaiite tpeGopanna CanlluH 2.1.7.2790-10, Knacc b. Tatoke, no
BOTPOCAM YTHIH3aRH K ouunarsHoMy npeacTasaTesto npoussoautens: OO0 «AtiKea»: 10p.
anpec: 109147, r. Mockea, yaunta Mapkcucrckaa a. 7, 5. 1, nom. III, komn. 1-10, UHH
5027251378, KIII 770901001, OI'PH 1175027008750, rten/pakc +7-495-620-57-10,

info(deyes-care.ru.

CBEJEHUA O PEKJIAMAIIUAX.

Pexnamaumun HanpaBasTe: 000 «AiiKea»: 10p. aapec: 109147, r. Mocksa, ynuna
Mapkeucrekas 1. 7, ot 1, mom. 111, xomn. 1-10, HHH 5027251378, KIIIT 770901001, OI'PH
1175027008750, Ten/dpakc +7-495-620-57-10, info{@eyes-care.nu.

MU3JAEJHE PAJPABOTAHO, IIPOU3BEAEHO U COOTBETCTBYET:

DIN EN ISO 13485:2012

Mpunoxenne II k EBponeiickoit [upexTune no Meauuuncko# nponyxkuuu 93/42/EEC

ISO 11607 YnaxoBKa It MCAHUMHCKAX H3ETHH, MOANEKAWNX GUARIEHON CTEPHAH3AlME

EN 556-1:2001 Crepunusanus MeJUIMHCKHX A3aeani. TpeGopaHHa K MONIHHCKUM W3ZCHHAM
kareropun “"crepunsHeie”. Yacts 1. TpeOoBaHMA K MEARHHACKHM H3ACTHAM, MOAIEXKALIUM
(QHUHWIIHOH CTEPHIN3AUNH

1SO 14630:2008 MMnnaRTaTH XHpyprudeckue HeakTHBHble. OOmue TpeGosaHuA

ISO 11979-2 Umnnaurarsl odraneMonoruveckue. HHTpaokynapueie amH3b. Yacts 2.
(OnTryeckue CBONCTBA M METOAB HCTIBITAHUIN) MyTEM BHECEHHA NONOMHUTENLHBIX TONOKCHAH
ISO 11979-3 Hmnnautatei ogransmonorudeckne. Hutpaokynaprsie nuazel. Yacts 3.
(Mexanugeckne¢ cpodicTBa H METOAB HCNLITAHMNA) NYTEM BHECEHHS [OMOAHHTENBHLIX
MONOXEHHIH,
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Wmnnanrarsl odptansmonorndeckue - Hurpaokynapueie muusnt. Yacts 6. Cpok romHocTh M
cTabHIBHOCTL IPH TPAHCTIOPTHPOBAHHH

CrepunmuiauHa MeRMUMHCKUX u3aenuii. TpeGoBaHMA X MEAHUMHCKUM H3RCIMSM KATErOpUH
"crepuneHbie”. Yacts 1. TpeGoBaHWs K MEAMIMHCKMM H3CTHAM, NOAAEKANHM (QUHKIIHON
CTEPUIIH3aLIMM.

Crepunusauns MeUUHHCKOH npoayKunu. Baaxuoe tenno. Yacts 1. Tpebosanus k paspaborke.
BaNMJALUMH H TCKYIIEMY KOHTPOIIO fpoliecca CTEPUAN3alHN MEHIHHCKUX H3ACTHH
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CAPAHTHHHBIA TAJIOH
OTMETKA O TPOJIAXE

Moaens H3aenus

Ilponseoanrens

Cepuiinbiii HOMep/apTHKYN npolaBua

Jlara npopaxc

Opranmsaums npozaasely

Wanenve nposepeHo, ynakoBka NOBPEKACHHH HE UMEET.

BHHMAHHME! Cneaure 3a npaswibHuM 3amonHenues rapanTuiinoro tanona. Cepuiiibiif Homep
H3ACNHA/APTUKYN I0JDKEH B TOYHOCTH COOTBETCTROBATE HOMEPY B Tanone. Bee rpadnt Tanora (3a uciumoueHuem
rpa¢ A rapaHTHHHOTO LEHTPAa) AOMAKHN GbITh SAIIOIHEHB.

Tp#t HETOUHOM MNH HETIITHOM 38TIOJIHEHHH TAJIOHA FAPAHTHA HA HIAEHE CUNTAETCS YTPauCHHOIA.

Hanenue He N0DKHO HOCHTE CIIEZI0B MEXAHHUECKOTO HWIH TEPMHUYECKOro Bo3aelicTaIl, a TaoKe cnenos
BO3JACACTBHA PA3THYHLIX XHMHYECKAX ANCHTOB. JKCILTYATAUMA HIICHS JOITYCKAETCH TOJILKO B COOTBETCTBHH C
PYXOBOJCTBOM MO 3KCIUTYATALMY K HIASIHIO,

(rpatha Ang 3aMETOK MPOARBIA)
Ilepesod yxasannozo OOKyMERMA C QHERULICKO20 ¥ DPANYYICKO20 [ILIKOE HA PYCCKUL RIVK  ERNOAHEH
nepesoovuxom Yuzpunoeoii IOsueii Arexcandpoenoii. fTepeeod AGAREMCR NPABUNLHBIM, MOYHWM U
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Poccutickan ®enepauns
Caunxr-Ilerepbypr
CeabMOro HIOHA ABE THICAYH ABAALUATH BTOPOT0 roas

S, Kameesa AnHa IOpbeBHa, BPEMEHHO HCHOJNHAIOMAR 0023aHHOCTE HOTap
Cankr-Tlerep6ypra Tapuna Hrops BraauMnpoBHYa, CBUACTCIBCTRYIO NOIIMHHOCTD RO
nepesofunKa UnrpuHosoi 0nun AnekcasApOBHEI.

IMoanucs caenaHa B MOEM NPUCYTCTBHH.

JIMYHOCTH NOANUCABIIErO IOKYMEHT YCTAHOBJICHA.

3aperucTpuposato B peectpe: Ne 78/63-1/78-2022-17-793.
Ynnaueno 3a COBEPIICHHE HOTAPHAN " pus: 500 py6. 00 xom.

A.JO .Kameepa

¢
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Poccuiickaa degepauuns
CaHkT-leTepbypr
CefibMOro MOHA ABe ThbiCAYN ABajLaTb BTOPOro roga

A, Kaweesa AHHa HKOpbeBHa, BpPeMEHHO MWCMNOMHALOLWAA 0643aHHOCTM HOTapuyca
CaHkTt-leTepbypra [apuHa Wropa BnagummpoBuya, CBUAETENbCTBYK BEPHOCTb KOMUM C
npeAcTaB/eHHOro MHe [OKYMeHTa.

NucTbl 1-23 NpefoCcTaBNEHHOT0 JOKYMeHTa ABNATCA KCEPOKOMNMeNn.

3apernctpuposaHo B peectpe: Ne 78/63-H/78-2022-17-796.

YnnayeHo 3a cOBeplUeHMe HOoTapuanbHoro gencteus: 4000 py6. 00 kon.

A.HO.KauleeBa

AHHa HOpbeBHa
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