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Instructions for use

is the information contained in the addition to the instructions for w.

(When delivering the product to the Russian Federation, the priori§

LUXGOOD™ Preloaded Toric

ASPHERIC TORIC LENS

Model YGOODT (LuxGood™ TORIC preloaded hydrophobic lens)

&
i
O

O

DESCRIPTION: The LuxGood™ TO%}& intraocular lenses (IOLs) ngle-piece ultraviolet

(UV) absorbing posterior chamber

developed to replace the @ral crystalline lens in

pseudophakic adult patients with pre-@sting corneal astigmatism. L @?oodm TORIC IOLs have
aspheric and toric optics. Preloadeg;iuxGoodTM TORIC 10Ls qupplied with a preloaded

Delivery System to provide

label on the cardboard box for t@of the lens

PHYSICAL CHARACTE@TICS:

a tou@ee method of delivery of

ns into the capsular bag. See
O
2

0

Lens / Haptic Material :@ldable hydrophobic acry]ic@ﬂolymer containing a UV absorber and

S

Tblue light filtering chromczz@re.

Material Characteristi%z

O

Index of Refraction: wet a@ﬁ@c: 1.544 ;
At 35°C: 1.540 Na S

/-
Spectral Transmittarice

¥

For +20.0 diopter 10L . 38% transmittance at 396,7 m&iee FIG.6 with
chart’s X-value = Wavelength (nm) and Y-value = ‘@rmsmittancc
A

ti Aspheric Tori ~N "

Optic tg@ p oric @ {%

Pow +6.00 to +34.00 ters

) i~ Y,
CylindricallRowers +0.75 to +6.00 Diepters

e o __y

Dlm@mns Body Dlame)teH.O mm; Overall Diameter: m
Haptic Angl§° é%

€nS entation
{
S

The anterie@ide of the lens is facing up ds the anterior side of the

eye. Asi ;’*@ trated in FIG.5, when the ovﬁ*gtation features are top right

(A) anhd(@'ttom left (B), you are facingtlie anterior side of the lens.
(4

O
o°

CATIONS:

xGood™ TORIC posteriomber lenses are indicated fi

o> S
g

imary implantation for the visual

correction of aphakia and pre-existing corneal astigmatism secondary to removal of a cataractous

lens in adult patients. The lens is designed for implantation in the capsular bag.




MODE OF ACTION: @

LuxGood™ TORIC IOLs positioned in the capsular bag act as a refractive mediuth to correct
aphakia and pre-existing astigmatism. LuxGood™ TORIC IOLs have a posteri@ toric optical
surface with axis marks that identify the flat meridian of the cylinder (plus cyli axis) (FIG.S).

Alignment of the axis marks with postoperative steep corneal meﬁdian'@jtended axis of

O
CONTRA-INDICATIONS AND WARNINGS: (]

Physicians considering lens implantati?@ any of the following circ@mces (but not limited
to) must weigh the potential risk/be%%i ratio: recurrent severe anféfior or posterior segment

placement) ensures correct placement and optimal results.

inflammation or uveitis; patients in m the IOL may affect the al@‘ry to observe, diagnose, or
treat posterior segment diseases; sirgical difficulties increasing @ tential for complications
(such as but not limited to: per@em bleeding, significant ix@mage, uncontrolled positive
pressure, or significant vitreou?prolapse or loss); distorted@%’e due to previous trauma or
developmental defect in whic@ppropriate support of the IO not possible; circumstances that
would result in damage to endothelium during impla‘@'t n; patients in whom neither the
posterior capsule nor zom@afe intact enough to provide@pport; suspected microbial infection.
Toric 10Ls are not re ended with pre-existing i@ular astigmatism, radial tears on the
capsulotomy, zonular age or when the need for a ldrge capsulotomy is anticipateb

As with any surgical @cedure, there is risk involv@l’otemial complications of caﬁvact surgery
may include, but ar@ot limited to the following: @ndary cataract, inﬂammati© iridocyclitis,
pupillary/cyclitic mer brane, vitreous inﬂammati@ CME, TASS ...), corneal en@elial damage,

endophthalmitis,jretinal detachment, comealga, pupillary block, iris p@‘apse, hypopyon,
glaucoma, w leak, hyphema, iris atroplg% itreous prolapse, IOL de :Au»' ation or tilt, IOL
optic deposit§ Or opacities, glistenings and s¢eondary surgical intervention @cb as but not limited
to wound leak repair, vitreous aspiration.J&ectomy, IOL repositioning of replacement and retinal
&

detachm 'Ak epair). @) (U

The lO@ﬁ‘lst be implanted in accordag to the following instmctior@)r use. Improper use may
imposesgisk to the patient’s health. @ %)

Do Quse if product sterility or q@ is thought to be comprom@ due to damaged packaging.
@)

p-iot attempt to modify or alter the device or any of its compopierits.

Do not use after expiration date@

5
@ not use without viscoelas@olution.

Do not reuse. Reuse may impose serious risk to the patient’s health.

Do not resterilize as this can produce undesirable side effects.




Do not implant the lens in the anterior chamber or in the ciliary sulcus. @
Rotation of LuxGood™ TORIC lens away from its intended axis can reduce astigmatic
correction. @
Misalignment greater than 30° may increase postoperative refractive cylm@g If necessary,
repositioning should occur as early as possible prior to lens encapsulation.
Disposal of the injection system should be done in compliance with the loc é\i lation of waste
from health-care activities characterized by risk of infection.
After use, the injector for IOL implantation is classified as waste class B@d must be disposed of
in accordance with SanPin 2.1.3684-21 ;@ Q
Do not use refractive data for calculat{%%ince the presence of lenticulafastigmatism in the natural
lens to be removed may influence r 8 Q@,)

O @
PRECAUTIONS: o
» Store at room temperature. D@ot freeze. Recommendation@Avoid temperatures below 5°C
and above 45°C. @
* LuxGood™ TORIC IOL @lanced salt solution and t %coe]astic solution used should be
stored for at least 30 min @ﬁnimum 20°C before surge
* A high level of surgicalskill is required to implant il@hcular lenses. Surgeon should be fully
trained before attemptiag’'to implant intraocular lense { S
* The IOL model, It@)wer and expiration date sh@d be verified before openmiiﬁe protective
packaging and befc@@.opemng the individual stenl@)uch/bhster O

device is guaranteed only if @ individual sterile pouch/bh@ has not been
N

opened or damaged. @)
* Handle the | %:arefully to avoid surface 0§;th5 damages. /\/

» The IOL nfust be carefully rinsed prior t@plamatlon. Do not soak or @se the IOL with any
solution oth@than sterile balanced salt tion. §

* Care sh \@\ be taken to verify that the {ehs is fully implanted into the(@apsular bag.

«Ifa Y@aser posterior capsulotomy i performed, assure that the 1@' beam is focused slightly

« Sterility of the

behind:the posterior capsule. @' &
- C@mization of surgically indn@ astigmatism (SIA) is reco@nded based upon individual

ical incision my affect amount

d for optimal results.
+ Care should be taken to remove all viscoelastic from the anterior and posterior surfaces of the

lens after implantation in the capsular bag, not to overinflate the capsular bag and to ensure that



the wound is watertight at the end of the case. Residual viscoelastic / overinflation @ound leak
may allow the lens to rotate away from the intended axis of placement.
« Special care should be taken to ensure proper orientation of the toric lens at the {fended axis of
placement at the end of the surgical case. )
Q

PACKAGING / STERILIZATION: C§
LuxGood™ TORIC IOLs are individually packaged preloaded in an Accu Pro delivery system
in a blister. All models are supplied dry and should be opened under stefilg conditions. A patient
card and self-adhesive labels are sug@d in the carton to provid ceability of the IOL.
LuxGood™ TORIC IOLs are labeledg) L\E'h spherical equivalent and y/findrical powers. Spherical
equivalent corresponds to the powenbtained with most calculatiolg@rmulas.
All models are sterilized by Ethylefig Oxide. @

o
DIRECTIONS FOR USE: L O
1. The physician should dete@ne preoperatively the powf the lens to be implanted, using

ding on the surgeon’s experience,

calculation methods and aceurate biometry measurements @'

preferences and/or with th@%lstance of a Toric C alcula@l' he recommended A-constants listed

on the lens carton are g lines only. Qb
2. Prior to surgery, us'e physician’s preferred m@d the operated eye should Seferenced
to provide a clear m@tton of the intended axis of@cemem D

3. Prior to lmplanw examine the lens packag@r model, powers (sphenca@quwalem and
cylinder), expiratii o date and proper conﬁguratl.@ @

4. Open the carfon and inspect the sterilized er containing the lens and t@injectlon system.
Make sure it '%t damaged. Verify that the rmation on the blister label ~/ onsistent with the
information @n the outer box and the self@esive labels. Peel open the r and transfer the

device onto@e sterile field. ) AN
5. Inspe & e device and make sure it iintact. The lens should be ringéd thoroughly by flushing

balancemlt solution through the tip of' the cartridge (FIG. 1) and@’m the end of the loading
chamb A F (FIG. 2). Full hydration of @ cartridge and the loading chamber is mandatory. Wait for
30 @nds Please refer to the en ed figures to fully prepare @ device before implantation,
g care not to touch the IOL: 3: Close the wings of the 10ading chamber. When the “click-
" mechanism is engaged, t@%ﬁm is securely in place. FIG»4: Apply a viscoelastic solution
@mugh the tip of the cartrid nsure that the viscoelastic fiilly fills the injector tip. The lens is
ready for implantation.

6. Inject the lens in the shortest possible time after fully preparing the lens.



7. Insert the cartridge tip in the incision with the bevel of the injector tip facing @wn to the
patient’s eye. Proceed by pushing the plunger forward smoothly but continuously | the lens is
delivered into the capsular bag. @

8. Discard the injection device. (g

9. The lens is to be implanted with the anterior side of the lens facing up tow the anterior side
of the eye. The orientation of the IOL can be verified by visual inspmtié@ the haptics. As
illustrated in FIG. 5, when the haptic insertions are top right (A) and bm left (B), you are

looking at the anterior side of the lens. (]
10. Align LuxGood™ TORIC IOL’s a@arks with the referenced i d axis of placement.

p)
>

& N
%cosity should be used. Onl§ the injection system
provided with-the preloaded LuxGood™ TORIC lens should be used. are various surgical
procedur@hat can be utilized, and the)eon should select a procedure that is appropriate for

the pati§Any serious incident invol@g the device should be not to the manufacturer and

the coffipetent authority of the Mem tate where the user is estabjished.
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@ DO NOT USE IF PACKAGE IS DAMAGED q~
Ay
@ DO NOT RESTERILIZE d)t
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NAME:

Intraocular lens in version LUXGOOD™
LUXGOOD™, consisting of:

1. Intraocular lens LUXGOOD™ TORIC YELLOW preloaded in a disposable injector for
implantation (Accuject Pro disposable), spherical equivalent power from +6, to +9,00D and
+31,00D to +34,00D with 1D increment; +10,00D to +30,00D with 0.5D inc% t — 1 blister;

s
@

2. Instructions for use - 1 pc.; @)
3. Patient card - 1 pc.; O
4. Self-adhesive labels - 8 pes.

DESCRIPTION: The LuxGood™ 0/{!@ intraocular lenses (IOLs) ingle-piece ultraviolet
(UV) absorbing posterior chamber ?&s developed to replace the(fiatural crystalline lens in
ting corneal astigmatism. L@&Good™ TORIC IOLs have
aspheric and toric optics. Preloaded LuxGood™ TORIC IOLs @supplied with a preloaded
Delivery System to provide a tou ee method of delivery of {Aéns into the capsular bag. See
label on the cardboard box for tygejof the lens S

PHYSICAL CHARACTER@ICS:

pseudophakic adult patients with pre

A
Lens / Haptic Material Foldable hydrophobic acrylic co@er containing a UV absorber and a blue
e

ht filtering chromophore.

dex of Refraction: wet at 21 °@§T 544 ;

Material Characteristics
§At 35°C: 1.540

B
Spectral Transmittance_J~|For +20.0 diopter IOL. 10% fransmittance at 396,7 nm. See FIG.6 with chart’s
X-value = Wavelength ( d Y-value = % Transmittanc

Optictype ) Aspheric Toric @) \\a
Configurati Aberration free ~ ~
onfigura 1011@' erration & Q
Powers “L +6.00D to@.OOD with 0.1D increment as 8evéloped,
@ with 0.5D or 1D in ent (+6,00D to +9,00D and +34,00D to +34,00D with

§ 1D incremgnt; it}} (‘)SD* ) .CP}. as marketed
;e RS ation )
5 A@’ower Range Tolerances
I O 6<SE<15D +0:30D
& IR 15<SE<25 +0,40D
S 25<SE<30 (0:50D
S | SE>30D <#1.00D

§ /4.5D/5.250)6.0D
@Q éi 25D ES 2 25D
@ 0<C=25D 030D *040D
§ 25<C=<45D 4 +040D 040D
45D<C $ £0500D 050D

éﬂovsn to +6.0D with 0,25 D i
Availab ylinders in the market: 0.75D /:
(O

ment as developed.
/1.5D/2.25D/3.0D/3.75D

Dimensions

Body Diameter: 6.0 mm;
Overall Diameter: 11 mm




Haptic Thickness: 0.33 mm @\C
Haptic Angle: 0° AN
A-Constant: f’
Optical biometry, SRK/T  [119,2 @
Applanation A-scan, SRK/T |118,8 @
O
Vault Height -0.165 mm < VH < 0.314 mm éU
Clear Optic Diameter > 4.25 mm %"'
oS
Lens edge shape It has a continuous 360° square edge on its postcri(glﬁe
Lens Orientation The anterior side of the lens is facing up towards @anterior side of the eye.
As illustrated in FIG.5, when the orientation feal@s are top right (A) and
bottom left (m'ou are facing the anterior sid@he lens.
I~
Y ot
INDICATIONS: (U

LuxGood™ TORIC posterior chamBeplenses are indicated for pri implantation for the visual
correction of aphakia and pre-existing corneal astigmatism secondaty to removal of a cataractous
lens in adult patients. The lens is ésigned for implantation in tl'@psular bag.
O

APPLICATION CONDITIQ§ POTENTIAL CONSU%S AND SCOPE
The lens is indicated for prim@' implantation for the visual correction of aphakia in adult patients
- with pre-existing corneal astigmatism for use in a medi healthcare setting by a qualified
ophthalmic surgeon. @)

§ G
MODE OF ACTION (O

LuxGood™ TORIC 1QDs positioned in the capsula@ag act as a refractive medi@to correct

aphakia and pre-exigling astigmatism. LuxGoodTM@ORlC I0Ls have a posterigr foric optical
surface with axis s that identify the flat merid@ of the cylinder (plus cylin xis) (FIG.5).
Alignment of th@xis marks with postoperative steep corneal meridian @ded axis of
placement) ensur@correct placement and opti@sults. &

O
N

q

CONTRA- ATIONS AND WARNI :
Physicians idering lens implantation it@y of the following circumstances (but not limited
to) must w, the potential risk/benefit (ratio: recurrent severe anteri r posterior segment

inflammatien or uveitis; patients in who@e IOL may affect the ability'to observe, diagnose, or
treat posferior segment diseases; surgic@difﬁculties increasing the ntial for complications
(such a@ut not limited to: persisten@eeding, significant iris d e, uncontrolled positive
pressuféy or significant vitreous prolapse or loss); distorted eye/due to previous trauma or
deve ental defect in which apprepriate support of the IOL is ndét’possible; circumstances that

wou@result in damage to the e elium during implantatio tients in whom neither the
p ior capsule nor zonule are ififact enough to provide support; suspected microbial infection.
IOLs are not recommen@ with pre-existing irregul tigmatism, radial tears on the

§sulotomy, zonular damagﬁ&hm the need for a large capsalotomy is anticipated.
s with any surgical procedure; there is risk involved. Potential complications of cataract surgery

may include, but are not limited to the following: secondary cataract, inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreous inflammation, CME, TASS ...), corneal endothelial damage,




endophthalmitis, retinal detachment, corneal edema, pupillary block, iris prolapsesshypopyon,
glaucoma, wound leak, hyphema, iris atrophy, vitreous prolapse, IOL decentratio@er tilt, IOL
optic deposits or opacities, glistenings and secondary surgical intervention (such asc@t not limited
to wound leak repair, vitreous aspiration, iridectomy, IOL repositioning or replac t and retinal

detachment repair).

The IOL must be implanted in accordance to the following instructions for use@proper use may
impose risk to the patient’s health.

Do not use if product sterility or quality is thought to be compromised due toldamaged packaging.
Do not attempt to modify or alter the device or any of its components.

Do not use after expiration date.

Do not use without viscoelastic solution. ‘Q

Do not reuse. Reuse may impose seriougtisk to the patient’s health. @

Do not resterilize as this can produce @esirable side effects. (29)

Do not implant the lens in the anteri amber or in the ciliary sulc@g)

Rotation of LuxGood™ TORIC @s away from its intended @, can reduce its astigmatic
correction. é

Misalignment greater than 30‘@1@ increase postoperative fefractive cylinder. If necessary,
repositioning should occur as garly as possible prior to lens el@psulation.

Disposal of the injection sysf¢m should be done in compli with the local regulation of waste
from health-care activities acterized by risk of infectidn)

After use, the injector fon®L implantation is classified aste class B and must be disposed of

in accordance with Sa S\g .1.3684-21. @ @
Do not use refractive é)@i for calculation since the pregce of lenticular astigmatismiin the natural
: O A
lens to be removed {@ay influence results. @ S
L el S
=Y :
PRECAUTIO@ (@ &

= Store at ro?perature. Do not freeze. §ommendations: Avoid ten%@atures below 5°C

and above 45°C). @
. LuxGood@FORIC 10Ls, balanced 53]t%ution and the viscoelastic §ution used should be

stored fo east 30 min at minimum 2 before surgery. G0}
* A hig@wel of surgical skill is requh@ to implant intraocular ]en%Surgeon should be fully
trained before attempting to implant @raocular lenses. /\/

.

L model, its power and gtion date should be verified before opening the protective

kaging and before opening th vidual sterile pouch/blister, »

ility of the device is gu eed only if the individual ile pouch/blister has not been

&pened or damaged.

» Handle the lens carefully to avoid surface or haptics damages.



* The IOL must be carefully rinsed prior to implantation. Do not soak or rinse the IQB with any
solution other than sterile balanced salt solution. '@
« Care should be taken to verify that the lens is fully implanted into the capsular bag.

* I[fa YAG laser posterior capsulotomy is performed, assure that the laser beam gs-focused slightly

d upon individual

behind the posterior capsule. Q

» Customization of surgically induced astigmatism (SIA) is recommended

surgical technique and past results since size and location of the surgical in @Zg;. n my affect amount
and axis of postoperative corneal astigmatism. (]
* Consideration of posterior corneal astk tism is recommended for al results.

* Care should be taken to remove all)\%coelastic from the anterior an@d posterior surfaces of the
lens after implantation in the capsularsbag, not to overinflate the cﬁ:lar bag and to ensure that
the wound is watertight at the end ©fj the case. Residual viscoela@ overinflation / wound leak
may allow the lens to rotate awaé)m the intended axis of pla@em.

* Special care should be taken lb‘Ensure proper orientation of t@oric lens at the intended axis of
placement at the end of the s@cal case.

o Q
PACKAGING (CONTE§S OF DELIVERY)/ STE ATION:
LuxGood™ TORIC IO e individually packaged pre@led in an Accuject Pro delivery system
in a blister. All model supplied dry and should b@ened under sterile conditi@ A patient
card and self-adhes@ labels are supplied in the@arton to provide traceabilit '%ef the IOL.
LuxGood™ TORI@@OLS are labeled with spheﬁo@quivalent and cylindrical pgwers. Spherical
equivalent correspénds to the power obtained wi@nost calculation formulas. @
All models are sterilized by Ethylene Oxide. % éa
The package @Inim: % é\/
- Intraocular(éns preloaded in a disposabl@ector for implantation (Acc@ct Pro disposable) —

1 blister; p)
O Ay
“ lnstrucs for use - 1 pc.; @

3
- Patient-Gard - 1 pe.; g /§
- Self§esive labels - 8 pcs. § §))
@

Q

q

CTIONS FOR USE:
he physician should deten@@b preoperatively the powers«@f the lens to be implanted, using
@lculation methods and accu@ biometry measurements depefiding on the surgeon’s experience,
preferences and/or with the assistance of a Toric Calculator. The recommended A-constants listed

on the lens carton are guidelines only.



2. Prior to surgery, using the physician’s preferred method, the operated eye should t@eferenced
to provide a clear indication of the intended axis of placement. &

3. Prior to implanting, examine the lens package for model, powers (spherical(@guivalent and
cylinder), expiration date and proper configuration.

4. Open the carton and inspect the sterilized blister containing the lens and t jection system.
Make sure it is not damaged. Verify that the information on the blister label gs\¢onsistent with the
information on the outer box and the self-adhesive labels. Peel open theter and transfer the
device onto the sterile field.

5. Inspect the device and make sure it i@act. The lens should be rin oroughly by flushing
balanced salt solution through the tia&the cartridge (FIG. 1) and the end of the loading
chamber (FIG. 2). Full hydration of g}v cartridge and the loading chfitber is mandatory. Wait for
30 seconds. Please refer to the en@ed figures to fully prepare @ evice before implantation,
taking care not to touch the IOL: @ 3: Close the wings of the I@ng chamber. When the “click-
lock™ mechanism is engaged, Lh@ens is securely in place. F l@: Apply a viscoelastic solution
through the tip of the cartrid ;. nsure that the viscoelastic (@%/ fills the injector tip. The lens is
ready for implantation. (O

6. Inject the lens in the sh@st possible time after fully aring the lens.

7. Insert the cartridge tif-in the incision with the bev@f the injector tip facing down to the
patient’s eye. Proceed ushing the plunger forwar@oothly but continuously until the lens is
delivered into the capsular bag. '%

8. Discard the inje%é@ﬁ device. g @L%

9. The lens is to b@nplanted with the anterior s@of the lens facing up toward@} anterior side
of the eye. The prientation of the IOL can b ified by visual inspectio@athe haptics. As

illustrated in 5, when the haptic insert are top right (A) and -.é;y’ left (B), you are
looking at th€ anterior side of the lens. @ 0]

10. Align L@GoodTM TORIC IOL’s axis &arks with the referenced intended axis of placement.

O (U

FIG. 2 FIG. 3



Only viscoelastic solution of low to medifim viscosity should be used. @y the injection system
provided with the preloaded LuxGood ORIC lens should be use
procedures that can be utilized, and g surgeon should select a pr(@iure that is appropriate for

ere are various surgical

ving the device should be

the patient. Any serious incident i

Serial number J &

the competent authority of the M¢mber State where the user is esfablished
T O
SYMBOLS USED ON LAB@NG:
Symbol D ti
y e@p on @
YGOODT |
@ name @@
D @pter 4
@)
éB ody Diameter U N
oT ¢ 9| Overall Diameter ©" §
SE 0} Spherical Equivalent 4" @)
CYL L[ Cylind %) C
gy | 1 D
SPH %} Spherical Power y 6’
1 Overall diameter o N
mm /s verall diameter /I\% T
6 mm Zg Optic diameter @ @@
AN
4o

Q

Use before

L

0
Catalog nuggr
@)

A-Constant (est)

R
Ja
Date of @facture §
ks N
4 | Lot ¥ §
~LOT
N
A-constant
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Ethylene oxide sterilization

DO NOT USE IF PACKAGE IS DAMAGED

DO NOT RESTERILIZE

Do not reuse

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

s
@@
Q
o
S
]
Q
o

CE with the/fipmber of the inspection m@'ution - confirms
compllancc@th EU regulations

Ha E®®®f]

You shox@ead the instructions for use Béfore use

o 2

-

Storag@mperature from + 5°C to roofntemperature

9

>

Carefilly! Refer to instructions fo
S S

g (@)
S @
LIST  OF ONAL AND | ATIONAL  REGULATORY
DOCUMENTS/STANDARDS WITH WHICH MEBICAL DEVICE COMPL]@
REFEREN DESC
CE_ ¢y (CPESCRIPTION h'

Q£

QUALITY Q o

Ny

EN ISO 13485:201

Medical Devices - Quality m@cmem systems - Requirements f@ulatory

S purposes &7
ISO 10005:2005 Quality management syst - Guidelines for quality plans O
S ; 4
(@)
—F

ISO 2859-1:@)/}\1 12011

9
Sampling procedures f@nspection by attributes - Part lz@ing schemes indexed by
acceptance quality lifiit(AQL) for lot-by-lot inspection AN

5~
= Sampling procedu.r@or inspection by variables - Part l@eciﬁcation for single
EN ISO -1:2014 sampling plans i by acceptance quality limit ( for lot-by-lot inspection for
@ a single quality chéacteristic and a single AQL A
L@El&g AND INFORMATION [0
15223-1:2016 Graphical cy@k for use in the labeling of medi@vices

1cal device

_@41 2008/A1:2013

lnformanpphed by the manufacturer with
q’ STERILIZATION

S‘%N 1422:1997/A1:2009

Steﬁl@ for medical purposes - Ethyle@ide sterilizers - Requirements and test
methods

EN 556-1:2001/AC:2006

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

‘STERILE® - Part 1: Requirements for terminally sterilized medical devices




ENISO 11135-1:2007

Sterilization of health care products - Ethylene oxide - Part 1: @mmems for

development, validation and routine control of a sterilization process fo% dical devices

ISO 11135:2014

e ents for the

medical devices

Sterilization of health-care products - Ethylene oxide - Req
development, validation and routine control of a sterilization proces

ENISO 11138-2:2009

Sterilization of health care products - Biological indicators - Part 2@o]ogmal indicators
for ethylene oxide sterilization processes

EN ISO 11737-
1:2006/AC:2009

Sterilization of medical devices - Microbiological methods - P&@ : Determination of a
population of microorganisms on products + Technical Corrig m |

EN ISO 11737-2:2009

performed in the definition, validation and maintenance of rilization process

Sterilization of medical devices - Microbiological methodg@art 2: Tests of sterility

RISK MIAGEMENT

v

EN ISO 14971:2012

Medical Deviceg@plication of Risk Management to ical devices

EN 62366-1:2015

o~ | —
Medical device@pplicatiou of usability engineerir%o medical devices

BIOLOGICAL SAFETY Q

EN ISO 10993-
1:2009/AC:2010

)
Biological @%ation of medical devices - Part laluation and testing within a risk
managemefit process

V)

EN ISO 10993-3:2014

Biologicé@/aluation of medical devices - Part(%!)l'ests for genotoxicity, carcinogenicity

EN ISO 10993-6:2017

and r ctive toxicity
EN ISO 10993-5:2009 Biological evaluation of medical devices - % Tests for in vitro cytotoxicity
Bio al evaluation of medical devices Q’l 6: Tests for local effects after

im@nation.

EN ISO 10993-
7:2008/AC2009

72N
&
Biological evaluation of medical deviQi Part 7: Ethylene oxide sterilization residuals

REFERENCE

@)
DESCRIPTION e

EN ISO 10993-10:20 I 3 @

Biological evaluation of medical @wes Part 10: Tests for irritation &5 skin
sensitization

O
EN ISO 10993-12:282E

Biological evaluation of medieal devices - Part 12: Sample prepgém and reference

materials 2 L.

~

EN ISO 10993- ]@9

Biological evaluation of m%ﬁ] devices - Part 17: Establishme@ allowable limits for

ENISO 1099@200‘)

leachable substances c /\\W//
Biological evaluation o@cal devices - Part 18: Chemical@acterization of

/=
Europcan Pha%nawpoua

materials €3

Bacterial Endotoxir»&
'U

S,

= PACKAGING

Packaging for te@ally sterilized medical devices - 1: Requirements for materials,

sterile barrier s@ns and packaging systems

R

)

q

Packaging fox@nmally sterilized medical deviceg=FPart 2: Validation requirements for

forming, seah and assembly processes

& INTRAOCULAR LENSES

%O 11979-1:2012

Ophthal@‘{zmplams - Intraocular lenses - P Vocabulary

&?N ISO 11979-2:2014

Ophth@c implants - Intraocular lenses - @2: Optical properties and test methods +
Technical corrigendum 1

ENISO 11979-3:2012

Ophthalmic implants - Intraocular lenses - Part 3: Mechanical properties and test
methods




EN ISO 11979-
4:2008/A1:2012

Ophthalmic implants - Intraocular lenses - Part 4: Labeling and informat@’

EN ISO 11979-5:2006

Ophthalmic implants - Intraocular lenses - Part 5: Biocompatibility f'ﬂ@

EN ISO 11979-6:2014

Ophthalmic implants - Intraocular lenses - Part 6: Shelf-life and t rt stability

EN ISO 11979-
8:2015/A1:2011

Ophthalmic implants - Intraocular lenses - Part 8: Fundamental requi

CLINICAL

MEDDEV. 2.7.1 Rev .4

Guidelines on medical devices clinical evaluation - A gu@ for manufacturers and

EU OJ C 226 of
10/07/2015

Notified Bodies %D
CE
cation in the framework of

Medical Devices Directive
93/42/EEC 19931.0042-
EN-11.10.2007005.001-1

Commission co the 2 mentation of the Council
of 14 June 1993 concerning medi evices

Directive 93/42/E
& -

Council Directi /42/EEC of 14 June 1993 conc ¢ medical devices amended by
MS5 Directive /47/EC of the European Parliamcgﬁi of the Council of 5 September
2007
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is the information contained in the addition to the instructions for u.

LUXSMART™ Preloaded Toric

ASPHERIC TORIC LENS

Model YSMARTT (LUXSMART™ TORIC preloaded hydrophobic lens) @)

Instructions for use

ing the product to the Russian Federation, the priorig

DESCRIPTION: The LuxSmart™ TO%& intraocular lenses (IOLs) ngle-piece ultraviolet

(UV) absorbing posterior chamber
pseudophakic adult patients with pr@xisting corneal astigmatis

developed to replace the @lral crystalline lens in
uxSmart™ TORIC 10Ls

have aspheric and toric optics. Prelogi%d LuxSmart™ TORIC IOlQe supplied with a preloaded

Delivery System to provide

label on the cardboard box for t@of the lens.

PHYSICAL CHARACTE

a tou@ree method of delivery of

ns into the capsular bag. See
O
2

Y
TICS:

Lens / Haptic Material ;ﬁldable hydrophobic acrylic
Tblue light filtering chrom%@re.

S

Y

lymer containing a UV absorber and

Material Characteristi@

O

Index of Refraction: wet ag%"C: 1.544;
At35°C: 1.540 L S

/N
Spectral Transmittanee

¥

For +20.0 diopter IOLg’/o transmittance at 396,7 nmySee FIG.6 with
chart’s X-value = Wayelength (nm) and Y-value = @ransmittance
A

Optic typ\lg) Aspheric Toric @ &“a
A
Powe +6.00 to +34.00 @tets N4
= -
Cylindri +0.75 to +6.00 Di
ylin nc@owers 0 g@e ers @
Diménsions Body Diameter:-6.0 mm; Overall Diameter: @nm
2 AN

S

Haptic An §°
p £ a

Le@ientation

S

The anteriorSide of the lens is facing up4@wards the anterior side of the
eye. As 'trated in FIG.5, when the orfentation features are top right

(A) ang@ttom left (B), you are facin@e anterior side of the lens.
(4

o)
ﬁCATIONS:
xSmart™ TORIC posteri

@D -
mber lenses are indicated ft

Q

@Xﬂ s
g

rimary implantation for the visual

correction of aphakia and pre-existing corneal astigmatism secondary to removal of a cataractous

lens in adult patients. The lens is designed for implantation in the capsular bag.




MODE OF ACTION: @\C
LuxSmart™ TORIC [OLs positioned in the capsular bag act as a refractive med to correct
aphakia and pre-existing astigmatism. LuxSmart™ TORIC IOLs have a posterig toric optical
surface with axis marks that identify the flat meridian of the cylinder (plus cyli axis) (FIG.5).
Alignment of the axis marks with postoperative steep corneal meridiaxl%@tended axis of
placement) ensures correct placement and optimal results. @)
O
CONTRA-INDICATIONS AND WARNINGS:
Physicians considering lens implantaﬁ@l any of the following circ@ances (but not limited
to) must weigh the potential risk/be%%’t ratio: recurrent severe anfépor or posterior segment
m the IOL may affect the ability to observe, diagnose, or

\&/
treat posterior segment diseases; @gical difficulties increasing the potential for complications

inflammation or uveitis; patients in

(such as but not limited to: per@em bleeding, significant il@amage. uncontrolled positive
pressure, or significant vitreou? prolapse or loss); distortea@@ye due to previous trauma or
developmental defect in whie@ppropriate support of the IO@% not possible; circumstances that
would result in damage to endothelium during impl@ on; patients in whom neither the
posterior capsule nor zon@are intact enough to provid port; suspected microbial infection.
Toric IOLs are not rec ended with pre-existing i@gular astigmatism, radial tears on the
capsulotomy, zonular age or when the need for a large capsulotomy is anticipatei)\,

As with any surgical@ocedure, there is risk involve@Potential complications of ca‘%gract surgery
may include, but an@@aot limited to the following: @)ndary cataract, inﬂammati@%iridocyclitis,
pupillary/cyclitic mbrane, vitreous inﬂammat@ CME, TASS ...), corneal en@lelial damage,
endophthalmitis;jretinal detachment, corneal edéma, pupillary block, iris ;@;pse, hypopyon,
glaucoma, w leak, hyphema, iris atrop%vitreous prolapse, IOL d é\ﬁi‘ation or tilt, IOL
optic deposit§ or opacities, glistenings and ndary surgical intervention @ch as but not limited
to wound 1§ repair, vitreous aspiration?)&iectomy, IOL repositioning §p]acement and retinal
detachmepair). @) (U

The lOlE‘ﬁxst be implanted in accorda§ to the following instructio%r use. Improper use may
impose-isk to the patient’s health. @ é\/

~

Do @use if product sterility or q@y is thought to be compron@ due to damaged packaging.
Q

De-n

0 not use after expiration dat
< i W
@o not use without viscoelas@olution.

Do not reuse. Reuse may impose serious risk to the patient’s health.

t attempt to modify or alter&he device or any of its compofefits.

Do not resterilize as this can produce undesirable side effects.




Do not implant the lens in the anterior chamber or in the ciliary sulcus. @

Rotation of LuxSmart™ TORIC lens away from its intended axis can reduce§ astigmatic
correction. @
Misalignment greater than 30° may increase postoperative refractive cylir\g If necessary,
repositioning should occur as early as possible prior to lens encapsulation. Q

Disposal of the injection system should be done in compliance with the local'yegulation of waste
from health-care activities characterized by risk of infection.

After use, the injector for IOL implantation is classified as waste class B{@ixd must be disposed of
in accordance with SanPin 2.1.3684-21 @ Q

Do not use refractive data for calculatiyﬁince the presence of lenticul%stigmatism in the natural

lens to be removed may influence results. @

- &
PRECAUTIONS: o

* Store at room temperature. D%ot freeze. Recommendatimg?> Avoid temperatures below 5°C
and above 45°C. @

e LuxSmart™ TORIC IOL @alanced salt solution and t@coe]astic solution used should be
stored for at least 30 min @fﬁ'nimum 20°C before surge

* A high level of surgical:skill is required to implant il@cular lenses. Surgeon should be fully
trained before attemptjng to implant intraocular lense; @ @

* The IOL model, it@)wer and expiration date sh@d be verified before opening%‘l;e protective
packaging and beft@@:cpening the individual steril@ouch/blister. @)

« Sterility of the vice is guaranteed only if @ individual sterile pouch/bli@ has not been
opened or damaged. % éa

* Handle the @mefully to avoid surface o% ptics damages. ‘é\/

* The IOL must be carefully rinsed prior t@plamation. Do not soak or @se the IOL with any
solution otlgthan sterile balanced salt tion. §

* Care s *@‘\ be taken to verify that the(ehs is fully implanted into the(@@psular bag.

«Ifa Ys@ﬁaser posterior capsulotomy 4§ performed, assure that the 1@' beam is focused slightly

behind:the posterior capsule. @ %))
B C@mization of surgically ind astigmatism (SIA) is reco@nded based upon individual
@)

5D

rgical technique and past resul ince size and location of the siiggical incision my affect amount
\?{ axis of postoperative corn cal @ tigmatism.

&‘onsideration of posterior @aeal astigmatism is recomm d for optimal results.

+ Care should be taken to remove all viscoelastic from the anterior and posterior surfaces of the

lens after implantation in the capsular bag, not to overinflate the capsular bag and to ensure that




the wound is watertight at the end of the case. Residual viscoelastic / overinflation @Dund leak
may allow the lens to rotate away from the intended axis of placement.
« Special care should be taken to ensure proper orientation of the toric lens at the infended axis of

placement at the end of the surgical case. O

3

PACKAGING / STERILIZATION: @
LuxSmart™ TORIC IOLs are individually packaged preloaded in an Accu Pro delivery system
in a blister. All models are supplied dry and should be opened under stefilg conditions. A patient
card and self-adhesive labels are sup@d in the carton to provid ceability of the IOL.
LuxSmart™ TORIC IOLs are labeled2 ﬁ%h spherical equivalent and c$lindrical powers. Spherical
equivalent corresponds to the power©btained with most calculation $otmulas.
All models are sterilized by Ethylefig Oxide. @

o
DIRECTIONS FOR USE: @ O
1. The physician should dete@mc preoperatively the pow%@f the lens to be implanted, using
calculation methods and accuirdte biometry measurements c@' ding on the surgeon’s experience,

preferences and/or with th@aistance of a Toric Calcula@l’he recommended A-constants listed

on the lens carton are lines only. Qb

2. Prior to surgery, usingthe physician’s preferred m@d, the operated eye should Seferenced
to provide a clear in@tion of the intended axis of @cement. %

3. Prior to implan@, examine the lens packag@r model, powers (spherica@quiva]ent and
cylinder), expirat o date and proper conﬁgurati@ @

4. Open the carfon and inspect the sterilized containing the lens and t@lanjection system.
Make sure it i '%t damaged. Verify that the information on the blister label {Sonsistent with the
information @1 the outer box and the self-adhesive labels. Peel open the r and transfer the
device one sterile field. J) & §
5. Inspe &.\ device and make sure it isiitact. The lens should be ringed thoroughly by flushing
balanceﬁ‘?lt solution through the tiplg,the cartridge (FIG. 1) and@n the end of the loading
ber (FIG. 2). Full hydration of @ cartridge and the loading chamber is mandatory. Wait for
30 nds. Please refer to the en@ ed figures to fully prepare @ device before implantation,
g care not to touch the IOL:%. 3: Close the wings of the lgading chamber. When the “click-

ns is securely in place. FIG»4: Apply a viscoelastic solution

chai

” mechanism is engaged, t@
@rough the tip of the cam'id nsure that the viscoelastic fills the injector tip. The lens is
ready for implantation.

6. Inject the lens in the shortest possible time after fully preparing the lens.




7. Insert

patient’s

the cartridge tip in the incision with the bevel of the injector tip facing @Nn to the

eye. Proceed by pushing the plunger forward smoothly but continuously | the lens is

delivered into the capsular bag. @

L

8. Discard the injection device. 0}
9. The lens is to be implanted with the anterior side of the lens facing up towgthe anterior side
of the eye. The orientation of the IOL can be verified by visual inspecti@ f the haptics. As

illustrated in FIG. 5, when the haptic insertions are top right (A) and b L;@

m left (B), you are

looking at the anterior side of the lens. (]
10. Align LuxSmart™ TORIC IOL’s a)g@‘narks with the referenced i ed axis of placement.

M

the pati

Any serious incident invol@g the device should be notified to the manufacturer and

the co@tent authority of the Memb@tate where the user is established.

S

S v O
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0 scrip oﬁ

NJ

Diopter

Body Diameter




G Overall Diameter

DO NOT USE IF PACKAGE IS DAMAGED

@ DO NOT RESTERILIZE

Cutting Edge S.A.S.

inmelle Nl
CE |yt i f
O q','
(@)
o o
S ol
£ S
§ N
& 5
N (@)
§
(@) T s
(@) o =
4 N o
4 5 3
S & 8
3 O
@) N ks
IS O &
& Ay S
QY @) @
Sy T S
@ Q9 S
S & &
o o
& N
NS ) §
Ay )




Y

J



NAME:

Intraocular lens in version LUXSMART™

LUXSMART™, consisting

§
&
T

of:

I. Intraocular lens LUXSMART™ TORIC YELLOW preloaded in a disposable injector for

implantation (Accuject Pro
+31,00D to +34,00D with 1

disposable), spherical equivalent power from +6, to +9,00D and
D increment; +10,00D to +30,00D with 0.5D in ent — 1 blister;

2. Instructions for use - 1 pc.; O
3. Patient card - 1 pc.;
4. Self-adhesive labels - 8 pcs. (©

{4

DESCRIPTION: The LuxSmart™ '§C intraocular lenses (lOLs@single—piece ultraviolet

(UV) absorbing posterior chamber

have aspheric and toric optics. Prelgaded LuxSmart™ TORIC 1O

s developed to replace t atural crystalline lens in

supplied with a preloaded

pseudophakic adult patients with p@xisting corneal astigmati'% uxSmart™ TORIC I0Ls

Delivery System to provide

a touch=free method of delivery of t@ens into the capsular bag. See

label on the cardboard box for of the lens. @

)
PHYSICAL CHARACTERISTICS:

t filtering chromophore. =5

Lens / Haptic Material g@ble hydrophobic acrylic cop@cr containing a UV absorber and a blue
h

Material Characteristics §§§Hex of Refraction: wet at 21 °6§f .544;

)

At 35°C: 1.540

Spectral Transmittance_J~

For +20.0 diopter IOL. 10% fgansmittance at 396,7 nm. See FIG.6 with chart’s
X-value = Wavelength (nm@d Y-value = % Transmittance;

<

Optictype () Aspheric Toric @) A\
Conﬁguration@ Negative aberration [N 5
Powers =&~ +6.00D to@.oon with 0.1D increment as deygloped,
@ with 0.5D or 1D in@em (+6,00D to +9,00D and +34,00D to +34,00D with

o IRS 15<SE<25 +0,40D
A @ 25<SE<30 @0:50D
S ] SE>30D “-1.00D

1D increment; *OOD to +30,00D with 0.5D in ent) as marketed
@Swer Range Tole@s
L6 <SE<15D +0:30D

~40.75D to +6.0D with 0,25 D inerement as developed.
Availablindcrs in the market: 0.75D /@D / 1.5D / 2.25D / 3.0D / 3.75D

/45D /5.2506.0D
e~

q ES<25D . | ES2250
Q“ 0<C=25D + o.§ £040D
@ 25<C=45D :§ £040D
;

45D<C 41 0500

Dimensions

Body Diameter: 6.0 mm;

Overall Diameter: 11 mm




Haptic Thickness: 0.33 mm
Haptic Angle: 0°

Optical biometry, SRK/T 119,2
Applanation A-scan, SRK/T [118,8

&y
A-Constant: $
9
I~

Vault Height -0.165 mm < VH <0.314 mm
Clear Optic Diameter >4.25 mm plY
Lens edge shape It has a continuous 360° square edge on its posterior side,
Lens Orientation The anterior side of the lens is facing up towards th erior side of the eye.

As illustrated in FIG.5, when the orientation featurgsare top right (A) and
bottom left (B), you are facing the anterior side of the lens.

INDICATIONS: (O T

LuxSmart™ TORIC posterior chamberI€nses are indicated for primarég?plantation for the visual
correction of aphakia and pre-existing-€orneal astigmatism secondary t6 removal of a cataractous
lens in adult patients. The lens is designed for implantation in the c@lar bag.

APPLICATION 'CONDITIONS?.@OTENTIAL CONSUM D SCOPE
The lens is indicated for primary, @plantation for the visual co ion of aphakia in adult patients
- with pre-existing corneal astgatism for use in a medical or-healthcare setting by a qualified

ophthalmic surgeon. @

MODE OF ACTION: & (()Q

LuxSmart™ TORIC IO@sitioned in the capsular ct as a refractive medium to correct
aphakia and pre-existi stigmatism. LuxSmart™ TORIC IOLs have a posterior toric optical

surface with axis mar at identify the flat meridian-9fthe cylinder (plus cylinder axis) (FIG.5).
Alignment of the axis marks with postoperative_steep corneal meridian (intended axis of

placement) ensures ect placement and optimal @lts. D
O
= @
CONTRA-INDICATIONS AND WARNINGS{) -
Physicians consfdéring lens implantation in f the following circumstanges (but not limited
to) must wei ¢ potential risk/benefit ratro] recurrent severe anterior osterior segment
inflammatio uveitis; patients in whom L may affect the ability t(@serve, diagnose, or

treat poste\@scgment diseases; surgical difficulties increasing the pote@%l for complications
(such as but*not limited to: persistent bleeding, significant iris damages uncontrolled positive
pressure, significant vitreous prola or loss); distorted eye due.to previous trauma or
developmental defect in which approp support of the IOL is not ible; circumstances that

would g€sult in damage to the endoth€ium during implantation; nts in whom neither the
post capsule nor zonule are intaet,enough to provide support; ected microbial infection.
Tori Ls are not recommend th pre-existing irregular asfigmatism, radial tears on the
capsulotomy, zonular damage or the need for a large capsulotomy is anticipated.

@ith any surgical procedure, there is risk involved. Potentia plications of cataract surgery

@y include, but are not limi the following: secondary

§1pillary/cyclitic membrane, vif
endophthalmitis, retinal detachment, corneal edema, pupillary block, iris prolapse, hypopyon,

ract, inflammation (iridocyclitis,

eous inflammation, CME, S ...), corneal endothelial damage,

glaucoma, wound leak, hyphema, iris atrophy, vitreous prolapse, IOL decentration or tilt, IOL




optic deposits or opacities, glistenings and secondary surgical intervention (such as b\@not limited

to wound leak repair, vitreous aspiration, iridectomy, IOL repositioning or replaceni and retinal

detachment repair). @

The IOL must be implanted in accordance to the following instructions for use. roper use may
impose risk to the patient’s health.

Do not use if product sterility or quality is thought to be compromised due t aged packaging.
Do not attempt to modify or alter the device or any of its components. @)

Do not use after expiration date.

Do not use without viscoelastic solutio?@ Q

Do not reuse. Reuse may impose serié@risk to the patient’s health. @@@

Do not resterilize as this can produc@desirable side effects. @

Do not implant the lens in the ante@r chamber or in the ciliary su@s.

Rotation of LuxSmart™ TORI ns away from its intende@(is can reduce its astigmatic

correction. @ @)

Misalignment greater than may increase postoperativ@eﬁ'active cylinder. If necessary,
repositioning should occur aklgarly as possible prior to len psulation.
Disposal of the injection s should be done in compliance with the local regulation of waste

from health-care activitie&haracteﬁzed by risk of inf ;
After use, the injector ?’?0 L implantation is classiﬁ@s waste class B and must bSisposed of

in accordance with SanPin 2.1.3684-21. L
Do not use refracti\@j,data for calculation since the Qsence of lenticular asti gmatin the natural
lens to be remove@ay influence results. > @

q

0
g S

I~ 4§€
PRECAUTI - % /\/
* Store at r temperature. Do not ﬁ'eez@ecommendations: Avoid tef?eratures below 5°C
and above @C. O C

J AN
* LuxS TORIC IOLs, balanced @solution and the viscoelast@olution used should be

stored @ﬁ least 30 min at minimum ZE’C before surgery. %
» A high'level of surgical skill is re@ed to implant intraocular le@. Surgeon should be fully

trai efore attempting to impl traocular lenses. @)

‘he' IOL model, its power and éXpiration date should be veri &before opening the protective

aging and before opening @dividual sterile pouch/blis

terile pouch/blister has not been

opened or damaged.

« Handle the lens carefully to avoid surface or haptics damages.




* The IOL must be carefully rinsed prior to implantation. Do not soak or rinse the l@%s' with any
solution other than sterile balanced salt solution. &

« Care should be taken to verify that the lens is fully implanted into the capsular bag)

* Ifa YAG laser posterior capsulotomy is performed, assure that the laser beam js-focused slightly
behind the posterior capsule. Q

* Customization of surgically induced astigmatism (SIA) is recommended d upon individual
surgical technique and past results since size and location of the surgical inn my affect amount
and axis of postoperative corneal astigmatism.

* Consideration of posterior corneal ast}@tism is recommended for optimal results.

* Care should be taken to remove all%%boelastic from the anterior ahd posterior surfaces of the
lens after implantation in the capsularipag, not to overinflate the c&%lar bag and to ensure that
the wound is watertight at the end@the case. Residual visooela@ overinflation / wound leak
may allow the lens to rotate awa@)m the intended axis of pla@nt.

* Special care should be taken t%sure proper orientation of ﬂ@oric lens at the intended axis of

placement at the end of the s@cal case.
9 Q
PACKAGING (CONTE§ OF DELIVERY)/ STE ATION:

LuxSmart™ TORIC IOLsare individually packaged pr@ded in an Accuject Pro delivery system
in a blister. All model supplied dry and should be 6pened under sterile conditic@ A patient
card and self-adhes@ labels are supplied in the@arton to provide traceability“ef the IOL.

LuxSmart™ TORJ@@,OLS are labeled with spheric@quivalent and cylindrical p@ers. Spherical
equivalent correspends to the power obtained wi@nost calculation formulas. @
All models are sterlized by Ethylene Oxide. kS 5
The package ins: % é\/
- Intraocularé@'ls preloaded in a disposab]e@ector for implantation (Acc@ct Pro disposable) —
1 blister; J)
o Ay N
. lnstrucs for use - 1 pc.; @) (U
: N S
- Patie d-1pc; %) ‘@
. Self§esive labels - 8 pcs. @ é\/
1y O
Q S
@

o)

D CTIONS FOR USE:
e physician should det preoperatively the powers«f the lens to be implanted, using

o

&lculaﬁon methods and accn.f@ biometry measurements depending on the surgeon’s experience,
preferences and/or with the assistance of a Toric Calculator. The recommended A-constants listed

on the lens carton are guidelines only.



Y

2. Prior to surgery. using the physician’s preferred method, the operated eye should h@«eferenced
to provide a clear indication of the intended axis of placement. &

3. Prior to implanting, examine the lens package for model, powers (spherical @juivalent and
cylinder), expiration date and proper configuration. )

4. Open the carton and inspect the sterilized blister containing the lens and gjeﬂion system.

Make sure it is not damaged. Verify that the information on the blister label §§i¢onsistent with the

information on the outer box and the self-adhesive labels. Peel open the g ter and transfer the
device onto the sterile field. (]

5. Inspect the device and make sure it ik act. The lens should be dr@omughly by flushing
balanced salt solution through the tip)) &“the cartridge (FIG. 1) and
chamber (FIG. 2). Full hydration of the cartridge and the loading chéaiber is mandatory. Wait for

the end of the loading

30 seconds. Please refer to the englosed figures to fully prepare @ evice before implantation,
taking care not to touch the IOL: @ 3: Close the wings of the l@ng chamber. When the “click-
lock™ mechanism is engaged, th@ens is securely in place. Fl(g.gl: Apply a viscoelastic solution
through the tip of the cartrid 1. nsure that the viscoelastic @y fills the injector tip. The lens is
ready for implantation. Y

6. Inject the lens in the sh@m possible time after fully aring the lens.

7. Insert the cartridge tipiin the incision with the bev%f the injector tip facing down to the

patient’s eye. Proceed ushing the plunger forwar@oothly but continuously until the lens is

S
: oo : AN

8. Discard the injectign device. N o
9. The lens is to bedr planted with the anterior si@of the lens facing up toward@ anterior side
of the eye. The prientation of the IOL can be verified by visual inspectior@‘ the haptics. As
illustrated in 5, when the haptic insert are top right (A) and b left (B), you are
looking at thé anterior side of the lens. @ 0]

10. Align L@SmartTM TORIC IOL’s ax&arks with the referenced int§d axis of placement.

S Y

F S

g
S

delivered into the ca@lar bag. O

q

{
5
S

£
&
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Q
N
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N e

FIG. 2




O
FIG. 5 ) FIG. 6
Only viscoelastic solution of low to meditim viscosity should be used. @y the injection system
provided with the preloaded LuxSm ORIC lens should be us ere are various surgical

procedures that can be utilized, and the surgeon should select a pragedure that is appropriate for

Q- ed to the manufacturer and

the patient. Any serious incident involving the device should be

the competent authority of the M é. State where the user is esfabli

NS O
SYMBOLS USED ON LAB@NG:
Symbol D ti
ymbo e@p on =\
YSMARTT @1 name @l
D e@)pter @hﬂ@
/.

oB ody Diameter JY @
6T O Overall Diameter §
SE ) Spherical Equivalent g o
CYL L [ Cylind ) C

Gy | OYtinder 19 A
SPH I Spherical Power = 6

— A

11 mm @% Overall diameter § év

N

6 mm ®© Optic diameter @ (0]

SN | - Serial number )& §
T b @Q @

Use before

- 2 N

R Catalog nu@ @A@

@) fa
(S Date of @facture §

5@ Lot §

A-Constant (est) A-constant




Ethylene oxide sterilization

8|

DO NOT USE IF PACKAGE IS DAMAGED @i\'
Vs

DO NOT RESTERILIZE

Do not reuse

Cutting Edge S.A.S.
770 rue Alfred Nobel
Immeuble Le Nob@
34000 Montpelli
FRANCE

CE with the/finmber of the inspection in@'ution - confirms
compliance@th EU regulations

You should read the instructions for use béfore use

O )

Storag@mperature from + 5°C to roofnjtemperature

[
Q
o
kS,
@
Q
oL

Ha E®®@f]

S

L
£ 3
é Carefully! Refer to instructions fo
S o
S @
LIST OF IONAL AND | NATIONAL REGULATORY
DOCUMENTS/STANDARDS WITH WHICH M CAL DEVICE COMPLI@
S
O = —
DESCRIPTION

REFERENCE g
=
il 7, -

an
N
ENISO 13485:2 Medical Devices - Quality%ﬂagemem systems - Requirement@'regulatory
E§ purposes /\WI

S
ISO IOOOS:20(§ Quality management sy, § - Guidelines for quality plans
\J
S ING
= e o
= Sampling procedur: r inspection by attributes - Part 1;“Sampling schemes indexed by
1SO 285944:1999/A1:2011 g L .
QA acceptance quality, t (AQL) for lot-by-lot inspection,”
s
@ Sampling proced for inspection by variables - Ppeciﬁcation for single
EN IS(@S 1-1:2014 sampling plans xed by acceptance quality limit (&@‘) for lot-by-lot inspection for

a single quali aracteristic and a single AQL @

LAB@G AND INFORMATION ¢~

D
%@O 15223-1:2016 Graphical %ls for use in the labeling of me | devices

1041:2008/A1:2013  |Informa \%upplied by the manufacturer wi dical device

STERILIZATION

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

) 22: 'Al:2
EN 1422:1997/A1:2009 Wl




EN 556-1:2001/AC:2006

Sterilization of medical devices - Requirements for medical devices tr@ designated
‘STERILE’ - Part 1: Requirements for terminally sterilized medical de@s

EN ISO 11135-1:2007

Sterilization of health care products - Ethylene oxide - Part 1: uirements for
development, validation and routine control of a sterilization process edical devices

ISO 11135:2014

Sterilization of health-care products - Ethylene oxide - N

EN ISO 11138-2:2009

Sterilization of health care products - Biological indicators - P,
for ethylene oxide sterilization processes

R@remems for the
development, validation and routine control of a sterilization p or medical devices
iological indicators

EN ISO 11737-
1:2006/AC:2009

Sterilization of medical devices - Microbiological methods -@1 1: Determination of a
population of microorganisms on products + Technical Co@ndum 1

EN ISO 11737-2:2009

- Part 2: Tests of sterility

Sterilization of medical devices - Microbiological meth
terilization process

performed in the d ion, validation and maintenance

RISKMANAGEMENT

EN ISO 14971:2012

Medical Devicéj Application of Risk Managemen}@ledical devices

EN 62366-1:2015

Medical devi@ - Application of usability engine%o medical devices

EN ISO 10993-6:2017

aOLOGICAL SAFETY @g.
EN ISO 10993- Biologica@/aluation of medical devices - Part'}-’Evaluation and testing within a risk
1:2009/AC:2010 manageni€ht process
EN ISO 10993-3:2014 Biological evgluatiox? Qf medical devices - %3: Tests for genotoxicity, carcinogenicity
and ductive toxicity o
EN ISO 10993-5:2009 Bi cal evaluation of medical device@n 5: Tests for in vitro cytotoxicity
%)

Part 6: Tests for local effects after

B@Bgical evaluation of medical devi

c;@wlantation. g

EN ISO 10993-
7:2008/AC2009

i@n residuals
g

v
iological evaluation of medical d@%s - Part 7: Ethylene oxide steril

r
REFERENCE lg)sscmrnon N
EN ISO 10993-10:2 Qg Biolf)igica_l evaluation of media@evices - Part 10: Tests for ixrilatid skin
s sensitization , 0

=4

EN ISO |09934§|2

Biological evaluation of

Part 12: Sample pr@ation and reference
materials

ﬁal devices -
& A VA

EN ISO 1099

7]
@00«;
ﬂ

ical devices - Part 17: Establishniéy of allowable limits for

(O

Biological evaluation of
leachable substances £

(S

&- 18:2009

EN ISO 10

Biological evaluati aracterization of

T
g&fmedical devices - Part 18: Chemi
materials

/=N

European%amlacopoeia
2.6.14

Bacterial Endotoxf

zgyfé

§ PACKAGING

Packaging for@%inally sterilized medical device

“

EN 11607- 1: Requirements for materials,
1:2 1:2014 sterile barrie@lems and packaging systems &

ﬁo 11607- Packaging erminally sterilized medical devi < Part 2: Validation requirements for
282006/A1:2014 forming,ﬂA ng and assembly processes

N INTRAOCULAR LENSES

N ISO 11979-1:2012

2
Ophth@ﬁi

¢ implants - Intraocular lenses - 1: Vocabulary

EN ISO 11979-2:2014

Ophthalmic implants - Intraocular lenses - Part 2: Optical properties and test methods +
Technical corrigendum 1




EN ISO 11979-3:2012

Ophthalmic implants - Intraocular lenses - Part 3: Mechanical properties @ test
methods

EN ISO 11979-
4:2008/A1:2012

Ophthalmic implants - Intraocular lenses - Part 4: Labeling and infon

[~

EN ISO 11979-5:2006

Ophthalmic implants - Intraocular lenses - Part 5: Biocompatibilitym'@

ENISO 11979-6:2014

: : =7 =7
Ophthalmic implants - Intraocular lenses - Part 6: Shelf-life and @poﬂ stability

EN ISO 11979-
8:2015/A1:2011

Ophthalmic implants - Intraocular lenses - Part 8: Fundamemagl’liremems

©

CLINICAL m

MEDDEV. 2.7.1 Rev.4

Guidelines on medical devices clinical evaluation - A @e for manufacturers and
Notified Bodies (]

L& %
EU OJ C 226 of Commission co nication in the framework of implementation of the Council
10/07/2015 Directive 93/4 C of 14 June 1993 concerning m 1 devices

Medical Devices Directive

ing medical devices amended by

Council Diregfiye 93/42/EEC of 14 June 1993 co
93/42/EEC 1993L0042-  |MS5 Directi 07/47/EC of the European Parliamenit and of the Council of 5 September
EN-11.10.2007005.001-1 [2007 @)
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8-MHCTPYKLMUA NO NPUMEHEHUIO

LUXGOOD™, LUXSMART™

WHCTpyKIMHU 110 NPUMEHEHHUIO
JlononHeHUs K MHCTPYKLHAM 110 TPHMEHEHHIO

v g

@
L
JIMH3a MHTPAOKYJIIpHAasi B BApHAHTaX MCTIOJHEHHUs é@
S
Q

IS
ITpousBoauTeb: Kéasmiur Dmk CAC, d)pauuu%%utting Edge
SAS, France @
Anpec IlpousBoaurens: 70, Pio Anbppen Hobens Ammeons J1é Hobens,

3 000 Mounenbe, (Dpar:ﬁ/ 770, Rue Alfred
((Nobel, Immeuble le No 4000 Montpellier,
"France

[Tpon3BoacTBeHHAas nnomamé)/ Kartuur Dmk Manyd3skaypunr CAC,
580 Pro Makc Hnamc,%lmo Jla6ex, ®paHuus

g@ (Cutting Edge Manutacturing SAS, 580 rue Max
7~ | Planck, 31670 Labgge, France)
Ay

o

A, HwKenoonucaswascs Ha@nu BE3U/1b (Nathalie BA YL&; g
Homapuyc Kacmawe-TonogaH (CASTANET-TOLOSAN) -lapoHH, @paHyus), yoocmoeepsio u
noémeepxoaro, 4mo o JAUCH HuXe MPUHadnexum a-X HOpuH BOHALL (Sandrine BONACHE),
HayvalnbHUKy omodena Kayeemea u HOPMaMmueHo-NPasogozo peaynuposaHus «Kammubie'39x
C.A.C.» (Cutting Edge SA:

S) u 6bina nocmasneHa e0.6 MOEM NPUCYMCMEUU.

S5 S b&/@
® 5 T
IS
AN

Kacmarie-Tonosdi~> 4 UIONA 2023 I

& Y

Mopnuce: Moanugs
<nodnucano>® g ‘L.
Wimamn: §' «KATTUHT 31K» (ggme EDGE) Medaine
{ ) Mmmedms né Hobenb B
)
770 po Anscbpea, Hobens, 3400 MOHMENLE <rledams - Hatanu B3Ab,
o Ten.: (33) (0)5 62 24 64/64 - dakc: (33) (0)5 62 24 64 64 HeTapuyc KACTAHE-TONO3AH (Or-
AO ynpolu&HHord.THa, kanutan 286 309 espo - HH)>
,@ PerncrpaynoHHbii omep B Toproso-npoOMbILLNIEHHOM
peectpe-t, Moxnense 800 783 284
& Un uxauuonnuﬁ HOMEp

Hanoronnarenuxa/VInewrnquauuonublﬁ Homep
nnarenswuka HAC: FR 43 800 783 284
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HHeTpyKUHS 10 NPHMEHEHH IO

(Ilpu nocmasxe uzdenus 6 P® npuopumemnoii aeisemcs uHpopmayus, ,@
cooeprcamasicsi 6 OONOJHEHUU K UHCMPYKYUU 1O NPUMEHEHUIO) @

L
LUXGOOD™ Ppreloaded Toric é@/

ACOEPHYECKAS TOPHUYECKAS JIMH3A C§
Mozens YGOODT (npeasaputenbHO 3arpykeHHas ruapodobuas nunsa LUXGOOD™ TORIC)

©

OTNHCAHHUE: @ Q
Hurpaokynapusie nunsel  (MOJI) Luﬁ@odTM TORIC mnpexcras ?ﬁ
3agHexamepusie MOJI, nornowmaromue y@padmonerosoe (Y®) n3nyuéfive, npeHasHadeHHbIE JUls

co00ii  MOHOJIMTHBIE

3aMEeHbl €CTECTBEHHOH JIMH3bI xpy@amuca y nceanmbaxuqumpocnmx MAaLHEHTOB C
NPEAILECTBYIONMM aCTHIMAaTH3MOM @nnnum. NOJI LuxGood™ @KIC HUMEIOT acepryueckyro u
TOpHYECKYI0 (opmy. Hpem;apmen@) 3arpykennbie 1OJI LuxGobd™ TORIC nocrasnsiores B
CHCTEME UMILTAHTAIIHA WHTPAOKY 7@ BIX JTHH3, oﬁecnequnalome%ecxomaxmylo JIOCTaBKY JIHH3bI
B Kancy/sipHbli Memok. Tun nHH3B yKasaH Ha STHKETKe Ha m@«oﬁ Kopobxe.
N) O
¥

OU3NYECKHUE XAPAKL(@ACTMKH:

Marepuan nuH3bI O~ [Mubknit ruipodobH CONOJIUMEP  aKpHJIa, cgpxcamuﬁ

O

©

NOTJIOTHTENh Ytb-@lyqeﬂm u xpomodop. (GHELTpYIOILMii
CHHHIi CBET. I S
(0 @)

XapakTepucTHKH A@puana Koaddumment @nomneﬂnﬂ: BO BIAXHOM @Tommn npH

ng TeMIeparype (°0': 1,544; éa
AN npu 35°C: 1, N
s ==\ : b
Cnempamnm@adxbnuuem st UOJT 20,0 auonTpuii 0]

npor@xanm 10 % np9§cxaﬂue Ha JUTHHE BOJIHbI 39§|M

CMm. PU , TJIe Ha ocH X omomenm@aqennﬂ JUTHHBI BOJIHBI
(am), ﬁ ocH Y - Ipo3payHOCThb (%g
d)opma@epxuocm ONTHKH AC(b@-{ecxas TOpHYECKas A V
= o (%)
Cd);@iecmﬁ IKBUBAIEHT +6&110 +34,00 guonTpuii @
?@HHAPHHCCKM cuia 4@5 o +6,00 anTp §°

Pa3mepu @ﬁmem OINTHYCCKOIo TCjIa: M:

- -
L
& @)&mm mmametp: 11 MM

["anTuueckuii yrom: 0°

OpueHTalMs JIHH3BI [lepensis cTopoHa MMH3bI 0OpallieHa K nepe/iHel CTopoHe riasa.




Kak nokazano na PUC. 5, npu pacnonoxeHuu opuel@mouuux
METOK BBepXy cripasa (A) u BHu3y ciea (B) nepe CTOpPOHa

nMH3b1 oOpaliena Kk HabuoaaTenno. P
T
MOKA3AHUSI:

3anuekamepubie nuH3BI LuxGood™ TORIC nokasaubl Uil nepBHYHOM umaupm C LEIbIO

-
KOPPEKLMK 3peHHs Npu a(akuy ¢ MpeiiecTBYIONHM aCTHIMAaTH3MOM poroar nocne yJaajaeHus

O

XpyCTaluKa ¢ KarapakToil y B3pociblX nauumentos. Jluusa npejHasHadyeHA)UIS HMIUTAHTAIHH B

KarncyaspHbIH MEIIOK. @ g

N
53 o
PEXKHWUM PABOTDI: 0]
HOJI LuxGood™ TORIC, pawemeum@a KarcyaspHOM MEIIKe, [ BYIOT KakK NMpeIoMIsionias

cpeja ¢ Lelbio KoppeKiuu adgakuu ¢ @nmecrayromuu acTHIMaTH . 1OJI LuxGood™ TORIC

HMEIOT TopHYeckylo (opMy Ha 3agtieli onTHYecKoH nosep PM, @ TaKXKe OCEeBbIE METKH,

0003HaYalOUHE [UIOCKHH MCPHAMAH LMIHHIpA (nmoc un@unpn%cxyro ocs) (PUC. 5).
ConocTraBieHHe OCEBLIX METOK € neonepauuouﬂmm KPYThIM &mmanom POroBHIbI (1I€/IeBas OCh
pa3MeleHns ) rapaHTHPYeT npa@mmocrb pa3MelieHns u OﬂTbele pe3yJIbTaThbl.

%)
IIPOTI/IBOIIOKATSAHM@ﬂPElIOCTEPE)KEHM Qb
C BpaueGHOI TOUKH 3PSHHEIIPH TOOOM H3 ClIe/TyFONIHX o@roxrenbcm (HO HE orpanw@m:b ITHM)

Cle/lyeT OLEHHBaTh codtdolente NOTeHUHAIBHBIX KOB M NPEHMYIIECTB: PCIMJMBHpYIOLICE
TOpblx HOJI

CBaHHUs 3aJJHETO

TAXKEI0E€ BOCHAJICHHE €IHETO HJIA 3aJTHEIro CCFMQ WJIH YBCHT. NALIHCHTDI,

MOJKET MOBJIHUATH HA @)coﬁﬂocn Habmoaars, 11 CTHPOBATh HIIH JICYUThH 3a
CerMeHTa: XHPYPru¥eckue TPY/AHOCTH C NOBBIGHHEM NOTEHUMANA /Ul OC/IOKHEHHH (TakMX Kak
MOCTOSHHOE xpos@qemae, CYIIIECTBEHHOE MOB eHHe paaykHoi 000104KH. HEKOHTPOIHPYEMOe
nonoxcmenbuo BJICHHE WIH CYIUECTBEHHBIH JIposianc MM noteps cTek JIHOTO Tena W Jp.):
nedopmarus @asa BCJIEZICTBHE npe.umecm&@meﬁ TpaBMbl WM JeeKTa PA3BUTHS, B PE3y.IbTaTe
KOTOPBIX H saas puxcaums MOJI er UTCS HEBO3MOKHOM: 06CTO@[ECTB&, KOTOpbIE MOTYT
MPHBECTH BPEXKJICHHIO YHIOTENNS B lecce UMIUTAHTALMK; 1ar bl, Y KOTOPBIX HH 3a/IHAs

Kamepa, @noacox HEJIOCTATOYHO T1eJT s obecrieyeHus qml(caumé/ﬁbnmpeﬂue Ha MHKPOOHYIO

o Q
v 4 S S
Topn@me HOJT ne pexomeﬂ,ao%u OpH  TpeAlecTBYIOE €IpPaBHJIBHOM acTUIMaTH3ME,
p bHBIX pa3pbiBax BO BpeMs cynommun. MOBPEKICHUHAHOACKA, @ TAKXKE MPH 0XKHIAEMOH
0 PHOM KarcyJIOTOMHH.
Kak u nipu m060M XHpPYpPruueckoM BMEIaTeIbCcTBe, HMeeT MecTO pHcK. [loTeHInaIbHbIE 0CI0KHEH S

XHPYPIru4yecKoro JICYCHHUs KaTapakThl MOTYT BKJIIOYaThb, HO HE OrpaHHYHBaATLCA CIIEAYHOIHMI

3




BTOpUYHAs KaTapakTa, BOCNaleHHe (MPHIOIMKIHT, 3payKoBas/IMKIMTHAS MemOpauna, @cnaﬂenne
CTEKJIOBH/IHOTO T€JIA, LIMCTOM/IHBII MaKyJIIPHbIH OTEK, TOKCHYHBIH CHHIPOM nepennengmema...),
KOpHEaTbHOE TIOBPEXK/IEHHE SHJIOTENHA, SHAODTAILMHT, OTCIOEHHE CETHATKH, OEK POrOBHLIbI,
3aKynopka 3pauka, npoJianc pajy’KHoi 000JIOYKH, I'MIIONMHOH, TjiaykoMa, Ipo BaHWE paHbl,
rudema, arpodust pajuyKHoi 000JI0UKH, IPOJIANC CTEKJIOBHIHOTO Tena, cMeleHngun Hakinod MOJI,
ONTHYECKHE HANETHI WM TIOMYTHEHHS, OTOJNECKH M BTOPHYHBIE XMPYPrHUeqKHe BMEIIATE/LCTBA
(TakMe Kak YCTpaHEHHE NpPOCAaYMBaHMs paHbl, acrupaius c*rexnoammorna, HPHIOKTOMMSL,
nepeyctanopka uim 3amena MOJI, penapauus otcnoenns cetyatky u ap.). ([

HOJI cnemyer MMNIaHTHPOBaTh B COOTB@TCTBHHM CO CIEAYIONIHMH YK avu. Henpasuibhoe
MCIOIL30BAHHE MOXKET YIPOXKATh 3nopors®auuema. (29)

He wucnons3osate MOJI, CTEPHIIBHOCTE JJITH  KauecTBO KOTOpO#H nakOIaTCs 10/ COMHEHHEM B
pe3y/IbTaTe NOBPEXKICHHA YIAKOBKH. () @')Q

He npiTaiitech BUIOW3MEHSTh HIIH 1T eJIbIBaTh YCTPOHCTBO HIIK @;omnouemm.

He ucnonb3oBath nosTopHo. 1 PHOE MCTIOIBL30BAHHE MOXK %poxcan 3JIOPOBBIO NALIHEHTA.

He crepunusyiite MOJI nom@e, MOCKOJIBKY 3TO MOXKET @ecm K HeXelaTelbHbIM MOO0YHBIM
spderram. Ay Qb

He umnuantupyiite nuﬂaypenmoro Kamepy HJIH B u@puym Oopo3sy. @
Bpauenne nmH3b1 Lu>@)odTM TORIC no omm@xmo K LeNeBoi OcH M§§T CHU3HTh

He ucnone30BaTh NoCie UCTEYEHUS oxa IF'OJAHOCTH.

He ucnones3oBars 6e3 Bucxoanacv@ecxoro pacTBopa.

3 (PeKTHBHOCTL ee Kopg@(uuu acTUrMaTHM3Ma. @ O

Yrnosoe cmcmenne%onee 30°  moxer npu@m K YBEIIHYEHHIO no@epaunounoﬁ
2

uuiMHApHyeckoi péppakuun. Ilpn Heobxoanmoc €peyCTaHOBKH JIMH3bI €e @nyer MPOBOJIHTH

KaK MOXHO paHb HHKAICYJIAINHN JIHH3bL % /\/

Vrunmuzauus cudféMbl UMIUIAHTALAA VIS BB&@M MOJI nomxna MPOBOJMTHGA B COOTBETCTBHH €

MECTHbIM 3ax§oxa1‘enbc1‘som 0 Me.mg&ucxux 0TXOJax, xapam§3y&omuxcx pHCKOM

UHPHITHPOBE RH 5. Cucrema mmnianTarmn MOJI nocsie uenonbzoBanns knaéeWuuupyercs Kak Kiace

oTx0/110B b n%xceu ObITh yTHIN3HPOBaH B-LooTBeTcTBHM ¢ Canllnn 2.1 4-21.

He HCI’IOJ] HTC NaHHBIC ped)paxuuu M@C‘ICTOB, INOCKOJIBKY HaJIH4 THI'MaTHU3Ma B yJaJisicMOM

eCTeCTBOM XPYCTaIHKE MOXKET I'IOBb HA pe3yJIbTaThl @)
O D 5

q

Q

S D
. @Hun pH  KOMHATHOI @AnepaType. He 3avopaxuBars. Pexomennauuu: Msberaiite

Temnepatypb! Huxke 5°C u Bbiue 45°C.



* MOJI LuxGood™ TORIC, c6anancupoBaHHblii CONEBOH pacTBOp H uc@lmyemuﬁ
BHCKOJIACTHYECKUH pacTBOp Mepei I[POBEACHUEM XHPYPrHUECKOIO BMELIATEIIb JIOJDKHbBI
XPaHUTHCS B TedeHHe 1o kpaitneii Mepe 30 MunyT npu Temnepartype muaumym 20°C.(7)

* JI1si AMIUTAHTAUMHA HHTPAOKYJIIPHBIX JTHH3 HEOOXO0MM BBICOKHH YPOBEHB XHPYPI KHX HABBIKOB.
IMpesxae yeM npUCTyNarh K MMIUIAHTALWH HHTPAOKYJISPHBIX JIMH3, XUPYPr non»‘@'lpoﬁm TOJIHBIH
Kypc o0y4eHHs.

* Ilepes BCKpBITHEM 3AIUMTHONH YNAKOBKH M HHJIHMBHAYAJILHOIO CTEPHIBHO @g.) akera/0MCTEpHOM
yMaKoBKH cnetyeT nposeputh Moziens MOJI, e€ onTrueckyio chity # Cpok rofffocTy.

o CTCpIdIleOCTb H3ACIIHA TAapaHTHPYCTCH T@O npu coOJII0/IEHHH T1eJ10C TH UHITHBUAYAJIBHOTO

J
CTEPHIILHOIO NaKeTa. & (20)
* Obpamatees ¢ ITHH30H crleayer ocrno, 4yTo6bl M36exkarh NoB €HMiT TIOBEPXHOCTH HIIH

rafnTHKH. @ @

* Cneayer TmiatesbHO npoMeiTs MO pea umnianTauueii. He 3@8&5 u He npomsbiBats MOJI B
Kakux-J1u00 Apyrux pacTBopax, Kpmk CTEPHIIBHOTO cﬁmancnposagoro COJIEBOTO pacTBOpA.

* Ciietyer HaziexHO yOeauThes, q@numa NOJHOCTBIO umnﬂaumaana B KarcCyJ/sipHbIH MEILOK.

* B ciyyae npoBeieHHs 3aHei YIOTOMHH C MTOMOIIBIO nas@ a UTTPHH-AIIOMUHHEBOM rpaHarte
(YAG-nasepa), HeoOX0AHMO @ecneqm‘b (POKYCHPOBKY n@ na3epa HECKONbKO TO3aau 3a/Hei
Karcybl. S Qh

YeCKH BBI3BAHHOTO acmr@lma (XBA) peKOMeHﬂyeT@pOBOJIHTb

I &1

UCXO0As U3 uu,uummyanb@‘i XHPYPru4yecKoi TEXHHKH u@nee HOJIyYeHHbIX pe3yanaT('§%5 IOCKOJIbKY

* UHIMBU Iy aTH3aIIHIO XH

pasMep M pacrONOKEfe XHPYPrHIECKOro pa3pe3a@ry1 NOBJIMATL HA Bblpml@HOCTb H OChb

nocneonepaunouuoro@mrmamwa POTrOBHILBI. @\7
a

* Jlns nosnyyenus oUTHMAIbHBIX PE3yIbTATOB ClAEAYeT YUMThIBATL 3aHHHA ac*rur@w POTOBHILIbI.

* Jlng moanoro €HHSl BHCKOXJIaCTHKa ¢ JHEH W 3a/IHel nonepxeﬁ JIAH3BI T10C]IE

umiianTauan B (K3ncy spHblii Mewok cnenye@oﬁnmnarb OCTOPOKHOCTD, @0651 HEe nepexKavarh

KancyJaspHbIi MEMIOK, a TakxkKe yOenThcs B %qro B KOHIIE Bmemarenbcrs§+a I'€pPMETH3HPOBAHA.

OcTaTouHbIi &‘ CKOANIACTHK, MEpPeKauynBaH@e) WIH OT/eNseMoe M3 paHs{[MOryT cnocoGCTBOBATH

yIII0BOMY cs‘Eiﬁemuo JIMH3bI OT LIEJIEBOH OGH pa3MEIIECHHUS. b

* CrenyefsCobmonath 0coObie Mephl @nocmpoxmocm, 4T00BI r%mposan IPaBHJIBHOCTb

o

OPHEHT; TOPUYECKHX JIMH3 Hag~{€JeBOi OCH a3MCIICHH KOHIIE XH THYECKOro
)

0
o

Q

MNOJ1 LuxGood™ TORIC uHaHBHAYATLHO yNaKOBaHbl U [IPEABAPUTENILHO YCTAHOBJICHBI B CHCTEMY

umrutanTaiin Accuject Pro B 6imuerepHoit ynakoBke. Bee MoOJie/TH nOCTaB/ISIOTCS B CYXOM BHJIE, H HX




ClIe/lyeT OTKPBIBATh B CTEPHIIBHBIX ycsoBusaX. Jlis obecnieueHns oTCIeKUBAEMOCTH Mo%apm}maa
Kopobka cHabkeHa KapTOUKOii nalueHTa i caMoKJIeIoMUMHCs dTHKeTKamu. Paznnunbiestonenn MOJI

MapKHpPYIOTCS MO chepHueckoMy IKBHBATIEHTY M IIMIMHApHUecKoi onthueckoii cunel/0depuueckuii

9KBUBAIECHT COOTBETCTBYET ONTHYECKON CHIIE, IOJYYEHHOH C MOMOIIBIO OOMBIIH pacyeTHBIX
dopmy. :%"Q
Bce Mojenu CTepHIIN3YIOTCS OKCHIOM THIICHA. @)
:
VKA3AHHA 1TO HCNMOJIB3OBAHUIO: @
1. Ilepen onepauueii Bpavy cieayer onpe@rb ONTHYECKYIO CHITY T MBIX K WMILIAHTAIlHN

JIMH3 C MOMOUIBIO METO/0B pacyera M T&%ﬂx u3MepeHuii Guomerpun B 3aBHCUMOCTH OT OIbITA

opa. PexoMenijoBanHbIE

o
=

XHpYpra. NpeANOYTCHHH W/HIH ¢ MNOMEIIBI0 TOPHYECKOTO Kl
3Ha4CHHs A-KOHCTAHT, YKa3aHHbIC HA KAPTOHHOH KOPOOKE C JIHH30i, HOTCSE OPHEHTHPOBOYHBIMH.
2. Ilepen nayanom oneparuu onepup@mﬁ rjias cieayer pamemr@rnacuo NPEANOYTUTEILHOMY
METOJY JaHHOI'O Bpaya) JUis 4eTKO oy Kazanus LeNIeBOif OCH pawe@nm.

., Z)
3. [lepen uMnnanTanuen JMH3LI @nyeT OCMOTPETh YTAaKOBKY umcuwrb €e Mo/jie/ib, ONTUYECKY O

cuiny (cepuuecknii 3KBHB&H?§, U IHJIHHAPHYECKYIO CH POK TOJHOCTH M HaUIeKALLYIO
KOH(HIYpaLHIoO, @ @%)
4. OTKpBITH KapTOHHYIO 00Ky M OCMOTpeTb cwp@zosaﬂﬂylo ONMCTEPHYK)  YIIAKOBKY,

COAEpPXKAUIYI0 JIMH3Y M CHETEMY HMILIAHTAllHH. Y6en§b. 4TO COAEPIKHUMOE He Spemeuo.
Y6eaureck B TOM, 4TO nu@pmauuﬂ Ha ITHKETKE 6Jmcre@oﬁ YITaKOBKH coome*rcmyﬂ%gﬂbopmaunu
Ha BHelIHeH Kopo6oq\g@ii yIIAKOBKE H Ha caMom@mxcx ITHKETKaXx. chpbr© JIMCTEPHYIO
yIaKOBKY TaKHM 06p . 4TOOBI YCTPOHCTBO ocmn@ B CTEPHILHOM MOJIE. @

a

5. Ocmotpers ycTpOMCTBO M yOeauThes, 4T0 O ¢ nospexaeHo. JIuH3y c €T TIIATeIbHO

NPOMBITH cOananc HHBIM COJIEBBLIM PACTBOPOM, IyTEM ONOJIACKUBAHUS Yepes KOHUHK KapTpHDKa

(PHC. 1) u ¢ kdHla 3arpy304HOii KaMepbl (P@. 2). Cnenyer o6ﬂzaTeanecneanb MOJIHYIO

UApaTaltio KapTpupka U 3arpy304Hoi K%I. [logoxxaute B TeUCHHE 3§Kyﬂ}1. Uncrpykumm o

TOM, KaK NoJt §‘ bIO MO/IFOTOBHTH YCTPOHCTRO)K MMILTAHTaIMH, He npuKacdith k nosepxnoctd MOJL,

CMOTPHTE H&Eﬁhnaraemmx pUCYHKaX: g b

PHUC. 3: 3aKpbiTh KPbUIBLILIKH 3arpy301@ kamepsl. [Ipn cpaGaTmBa@K MexaHu3Ma (pUKcalumu ¢
o

3amenK(ana HaZEKHO uKCHpyeTgsTa MecTe. Q

@)

S

aHECTH PacTBOP Brckodtadiiia yepe3 KOHUHK KapTprKas Y 0eiMThCs, YTO BUCKOIACTHK

HETH 3ar0JIHUIT KOHYHK HHIKCK % a. JIun3a rorosa s UMILL HH.
6. OJIHUTh HMIUJIAHTAIlHO Hﬂ@ B MAKCMMaJIbHO Kpamaﬁm peMsa 1mocie MOJIHOM MOJATOTOBKH

JIHH3bI.



{

7. BBecTH KOHYMK KapTpHDKa B pa3pe3 ¢ HAKJIOHOM HAKOHEYHHKA MHKEKTOpa, oGpaméu@w K rjazy

nanMcHra. HPOIIOJ])KP[TB, OCTOPOXKHO, HO HENMPEPLIBHO HAXKUMasA Ha NMOPUIEHL, 10 YCTa W JINH3bI B

KaICy.IspHbII MELIOK. @
8. YTummsupyiite cucreMy UMIUIaHTAIlHH. @il

9. Jlun3y crneayer MMIUIAHTHPOBATh TaK, YTOOBI €€ nepeHsas TMOBEPXHOCTh Qla obpainena K

nepeaHeii noepxuocty riaaza. Opuentauus MOJI moxer ObiTe nposepena BH§I>HHM 0CMOTPOM
o

rantuku. Kak nokazano na PUC. 5, korjia ranTuueckne BCTaBKH PacnosokeHk - epxy cnpasa (A) u

Q

BHHU3Y cliieBa (B), nepeanss cropona auH3bl o0paieHa Kk HabmoiaTeso. @

10. ConocrasbTte MeTkH oceit UOJI ¢ pasMeset 0il npeArnojaraeMoi 0ChbK OBKH.

p)
>

‘j@
puc. 4 @%
O

Cnenyer ucnm@mam TOJIbKO pacTBOp Bucxgﬁacmxa HU3KOHM MJIM Ccpelt Bsaskoctn. Cnenyer
J \
HCHOJIbSOBaTbJILKO CHCTEMY HWMIIJIAHT H., HPCJIOCTaBHeHHYEO BM C npennapmenbno

3arpyxeHHoMJHH30i LuxGood™ TORIC ,@ '6%
0

R /\4
BO3MOXHOSIPOBEICHHE PA3THYHBIX XHPYPIHUECKHX BMEIIATEIBCTB, MPYPr JIOMKEH BHIOGPATh

(O
npouen@ MOIXO/IANLYIO /11 NalHeH (@)
') Q S

a

(0] md@ Cepbe3HbIX HHIIMAEHTAX, Q&Hﬂblx C YCTPOMCTBOM, CIIE, YBCAOMJIATH IIPOU3BOANTENA

u @TCBTHMVI rocyapcTBeHH .Qaf'ze’- raf, B KOTOPOM 3aperHCTPEPOBAH NMOTH30BATENb.
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HAUMEHOBAHHME:

Jlun3a WHTpaoKynapHas B BapuanTte uenonnenns LUXGOOD™:
LUXGOOD™, B cocrage:

1. JIunsa matpaokynspras LUXGOOD™ TORIC YELLOW, npeaycranoBieHs O/IHOPA30BbIH
MHIKEKTOP Ui mmruianTanun (Accuject Pro oanopa3sosast), cepuyeckuii S5KBUB T or +6,00 no
49,00 muontpuit 1 ot +31,00 no +34,00 muorrrpmii ¢ marom 1,0 auonTpuu, o ,00 o +30,00
JqonTpuii ¢ warom 0,5 quontpuu - 1 6nmcrep;

2. MHCcTpyKums o NpUMEHEHHnIo — | mT.;

o
O
3. Kaprouka nanuenTa - 1 mr.;

s
@

4. Camokuiesitecs 3THKETKH - 8 1mT. 0} ‘Q,

S N
OINMCAHHE: Ay ™
Unrtpaokynsipusie smH3el  (MOJI) Lu&odTM TORIC Mpe/CTaBAROT co00# MOHOJIMTHBIE
3aaHekamepusie MOJI, nornomaromue y apuoneroroe (YD) H3ny,Qne, npe/iHa3sHa4YeHHbIE JUIs
3aMEHbl €CTECTBEHHOH JIMH3BI  XP, ka y mnceBnodaknyHHX) B3pOCHBLIX NAMEHTOB ¢
npeamecTByomuM acturMatnamoM porosuibl. MOJT LuxGood™ IC umeroT acdepuueckyro u

TOPHYECKYIO (opMmy. I]pem;apme@o sarpyxennsie MOJI LuxGood™ TORIC nocrasasiores B

CHCTEME HMILIAHTALMH WHTPAOKYIPHBIX JTHH3, oﬁecnet{ma}ome@ecxomax'mylo JIOCTaBKY JIMH3BI
B KarcyJisipHbiii Memok. Tun i (D~ yKa3aH Ha 3THKEeTKe Ha KapTQHHOI KopoOke.

Q

OU3NYECKHE XAPAKT E@Tlﬂ(ﬂ: @)
- as

Marepuain 1uH3bI ~\ [u6xmit ruapodobus FCOTIONMMEP AKpHJA, COIepKauiuii
norioruresib Y ®-u3 HUsS H  Xpomodop., (ursTpyommii
(@)

CHHHH CBET. 5= Sy
XapakTepuCTHKH Marglaﬂa Koo(ppHIMeHT TpPeIOMIEHHS: BO BIAXKHOM COCTQAHMHM MM
Temneparype 21°C; 4:544; N
i npu 35°C: 1,540 @ @)
CrnexrpanbHblii Kﬁmuem s MOJT +20.0 ntpuii 10 % nponyckanue @mfme BOJIHBI
IIPOITYCK 396.7 um “
Cm. PUC. 6, rhe-na ocu X oTi0%keHbI 3HaUefilsl UTHHbI BOJTHBI
1% (HM), a 1o OC - Ipo3pavHoCTh (%). J\/
®opma nonep%ﬁncm OTNITHKHA Accbepﬂqec@opnqecxaﬂ (@
Koud)gﬁypaum Be3 TopuueCKoii abepparun }\@7
Cd)epnqecégl KBHBAIECHT +6500 no +34,00 qnonTpuii ¢ w 0,1 mmonTpun
npH abotke, ¢ maroMm 0.5 win 1g@@gmontpun (+6,00 1o
& +9,0 ontpuii 1 +31,00 no +34.0 onTpuii ¢ marom 1,0
g AMONTPHH; +10,00 mgo +30,00 quon ?ﬂ\ ¢ maromM 0,5 auonTpun)
= OB
Q - A Jnanason llonyclm
O @)Q' 6<S<15D +0,30 D
@ 15<S<25D +0,40 D
L 7) 25 <S<30D +0,50 D
AN S > 30D £1,00D
w].[unuunpuuecxaﬂ cHia +0.75D no +6.0D (war 0,25 auonTpuii pu pazpaboTke)
JlocTynHble LMAMHAPH! Ha peibke: 0.75D/1.0D/ 1.5D/2.25D/3.0D/
3.75D/4.5D/5.25D / 6.0D




ES < 25D ES > 25D /5,
0<C<25D +0,30D +04D &
2,5<C<4,5D + 040D + 0,4 Dy~
45D <C +0,50 D +0,509
Pa3mepsl JlnameTp onTrueckoro tena: 6,0 MM @

O6umii uametp: 11 Mm ]
Tonumua rantuyeckoit yactu: 0,33 Mm Q
I"anTuyeckuii yron: 0° é{’

A-KOHCTaHTa: @)
OnTuueckas 6momerpus, SRK/T [119,2 O
AnmiaHaifuoHHoe A- 118,8
ckanuposanune, SRK/T o é@
BricoTa cBoja -0.165 '#&g BC <0.314 mm Rl
Jlnametp onTHdeckoi yactT (> 4.25 MM %Z
dopma Kpasi THH3BI Henp@mﬂmﬁ KBaJIpaTHbIH Kpai 3a/Hell MOBEPXHOCTH 110
BeeMY JiepuMeTpy JIHH3bI Ha 360° -°
OpuenTanus 1MH3bI Ilepeanss cropona iuH3b1 0Opall nepeHei cTopoHe riasa.
KaxTfiokaszano na PUC. 5, npu p JIOXKEHUH OPHEHTALHOHHBIX
MeToK BBepXy cnpasa (A) 1 BH nesa (B) nepennss ctopona

361 OOpalena K Habo1aTeno.

S
NMOKA3AHHUA: ) %
3a/iHeKaMepHbIE JIHH3bI LuxG&TM TORIC noxa3ansl Jm§epnuqﬂoﬁ MMIUIQHTAUHH C LENbIO

KOppPeKLHH 3peHHst npu ada C NPEAUICCTBYIONMM acTHIMAaTH3MOM POTOBHIIBI TOCIIE Y/IA/IEHHS

XpyCcTajluKa € KarapakTOH 3POCIILIX MNALUEHTOB. JIn v‘.‘:*f CJHaA3Ha4yYeHa /i1 HMILUIAHTAllHH B
J@

KancyJIspHbIA MELIOK. O @ g
O

@) A
VCJIOBUSI TIPH EHHUSI, TIOTEHI[UA IE NMOTPEBMTEJIH OBJIACTb
NPUMEHEHMSL @) @ L

Jlunza npenuazﬂaq% JUIsl IEPBUYHOM umnnamal& JUIs KOppeKLUHH adakuu y CJIBIX MAIHEHTOB
C paHee CyIIecTB -{\ BITMM POTOBHYHBIM acmn»@ MOM JUIsl HCTIOJIL30BAHUS @nosuax neueOHbIX
HJIH neqe6uo-l@¢nnamnqecxux MmeauirHekEX YUK IACHH I Knanmbnu@aunbm XHPYProM-
O(bTanbmonor@? g @%
) T S

PEJKAM gon,l: ®@ N

HOJI LodTM TORIC, pa3memeHHBIE B KaNCy/IsSPHOM MEIIKe, i BYIOT KaK MPEIOMIISAIOILAs
cpea Iigfibio KOpPeKLHH adakuu ¢ @amecmymmnm ac*mmarm%tgm. HOJI LuxGood™ TORIC

umek*opw{em(ylo dbopmy Ha @ﬂeﬁ ONTHYECKON TOBEPX M, a TaKXKe OCEBbIC METKH,

(!7';) mwmmHapa  (umoc  ummnapuyeckyo  oce) (PHUC. 5).

By

00 qalouMe TMJOCKUH MepH

ConocraBlIieHHE OCEBBIX METOK € M10C/ICONCPALIHOHHBIM KPYTHIM MEPH/IHAHOM POTOBHILKI (1I€/IeBast OCh

pazMmelrieHns) rapaHTHPYET MPaBHILHOCTL Pa3MELLEHHs H OIITHMAJIbHbIE PE3YJIbTaThl.

0 i |




INMPOTHBOIIOKA3AHHUSA U NPEJOCTEPEXXEHUS: @

C BpaueOHOM TOYKH 3peHHS, IIPH JTI0O0M H3 CIAEAYIOMHX 00CTOATENLCTB (HO HE OrpaH
CIC/yeT ONEHMBATH COOTHONIEHWE MOTCHUMANLHBIX PHCKOB M IIPEHMYLIECTB: PCT
TSKeI0e BOCHANCHHE MEPEAHEro MM 3aJHEro CCrMEHTa WM yBeuT; mammentsl, §koTopbix MOJI
MOJKET MOBJIUATH HA CNIOCOOHOCTH HAOMIOAATh, JHArHOCTHPOBATD HJIH JICYHTD 3 BaHMs 3a/HEro
CEIMEHTA; XHPYPIHYECKHE TPYJHOCTH C TIOBBIIICHHEM TOTEHIMana Ui OCIOJKHeHHH (TakuX Kak
MOCTOSHHOE KPOBOTEUEHHE, CYIIECTBEHHOE MOBPEKICHHE pajly KHOH oGonoqx@eKomponupyemoe
NOJIOKHTEIIBHOE JIABJICHHE WJIH CYLICCTBEHHBIH MpoNanc WM noTeps CTeK (@v; JIHOTO Tejla ¥ Ap.):
neopmaiis 171a3a BCISICTBHE NPEAIECTBBIBIICH TPaBMbI WK ned)ekr@smm, B pe3yJjibTare
KoTopbIX Hajexamas uxcans HOJI ¢ HTCS HEBO3MOXKHOH; 00CTOSTENLCTBA, KOTOPBIE MOI'Y T
NPUBECTH K MOBPEXKIACHHUIO YHIAOTEINS B HPOLECCe HMILIAHTALMH; NAUMEHThI, y KOTOPBIX HH 3a/1Hss
Kamepa, HH NOSICOK HEOCTaTOYHO nensfng obecneuenus dukcarm aospeuue Ha MHKpPOOHYIO
uH(peKUHIO. @) @

Topuueckne HOJI ne pexomelmo@l npH npenmecraymmem‘@upanunbuom acTHIMaTH3MeE,
panuanbHbIX paspbiBax BO Bpems @ynommuu, HOBPEXICHUH flosicka, a TaKKe TIPH 0XKHIAeMOM
OBIIMPHO# Karcy T0TOMHH. <Y

Kax u npu mobom xnpypruqecxr\fgaemawnbcme, HMeeT M&T@gcx. IMTorenumanbHbIE OCI0KHEHUS
XHPYPru4eckoro Je4yeHus K&'@KTLI MOTYT BKJIIOYATh, € OrpaHHUYMBATBLCS CIIEAYIOUIHM:
afledne (MPH/IOLMK/IAT, 3padkoBas/IMKINTHAs MeMOpaHa, BocrajieHne
CTEKJIOBHIHOTO TEJNA, IIHCTQ 3 bl MaKyJIIpHbIA OTEK, Tom@bxﬁ CHHJIPOM II€PE/IHEro CerMeHTa... ),

O

KOpHCAJIbHOC NOBPCKIACHHE, 3HIA0TCIIHA, BHJIOd)TaHbMH TCJIOCHUE CETHYATKH, OTéISOF OBHIIbI,

BTOpHYHasl KaTrapakTa, BOCII

3aKynopka 3pauka, HpO@IC paaykHOi 000JI0YKH, TMIOINHKOH, IJlayKoMa, npocaurBaHHe pamsl,

o
rupema, arpodus pagykHoit 0607109KH, TPOJIANC CTEKJOBHIHOTO TENld, CMELICHHE m%ou HOJI,

ONTHYECKHE HANETHI Wi TOMYTHEHMS, OTOJIECKH HM<BTOPUYHbIE XHPYPrAYECKH erarenLCTBa
(takme Kak ycrpaHefiie mpocauMBaHMS paHbI, @ pailis CTEKJIOBHHOIO Tejia;s HPHAIKTOMHS,
nepeycTanoBKa Hil ena MOJI, penapauus orc%mm ceT4yaTKH H JIp.). O

HUOJI cnenyer HQS! THPOBAaTh B COOTBETCTBHHYCO CIIEAYIOUIHMH yx&aﬂi@@. HenpasuibHoe
MCIIO0JIL30BaHHE €T YyIpOXKaTh 30POBbIO 11 HTA. (O

He wucnons3osats MOJI, crepunbHOCTD lg&l(aqecmo KOTOpO# Haxon§ 110JI COMHEHHEM B
pesyjbTare NEBPEXKICHHS yIIaKOBKH. @)

He nbiTaiiTets BU0W3MEHATE HIIH nepeaem@‘an YCTPOHCTBO WIIH €ro m@ouemu.

He ucnosb80BaTh 1ocie HCTeUeH s CPOKALOTHOCTH. /\/

He ucro BaTh 06€3 BHCKOIMacTHYEC pacTBopa. 2

He ucn BaTh [NOBTOPHO. Hoaropﬂ@cnonmoaanue MOJKET YIPOSKATH 3/I0POBBIO MMALIHEHTA.

He ¢ nmu3yitte MOJI noeropHo, 0JIBKY 3TO MOXET IPHUBEC K HEXelaTelbHBIM T0B0YHBIM
3 ' @

H@nnanmpyﬁw JIMH3Y B nepé@om KaMepy WJIH B UHJIHAPH 0po3]1y.
Bpamenne sauu3bel LuxGood™ TORIC 1o OoTHOmMEHHIO K [I€J€BOH OCH MOXKET CHHU3HThb

3 dekTHBHOCTL €€ KOPPeKLHH acTHIMATA3Ma.

12



Yrnosoe cmemenne Oonee 30° MOXKET NPHBECTH K  YBEJIHUYCHHIO nocneon@aunouﬂoﬁ
uHIMHIpHYecKoi pedpakunn. [Tpn HeoOXOAMMOCTH NepeyCcTaHOBKH JIHH3BI €€ cnen@nposonmb
KaK MOKHO paHblle, 10 HHKAICYJISILMH JIHH3BL. @
Yruimsaums cucteMbl uMIianTanuu juis Beeaenns MOJI nomkHa npoBoaMThEs %omm‘cmuu c
MECTHBIM  3aKOHOJATEJIbCTBOM O  MEMIIMHCKHX  OTXOJaxX, xapalcrepmy@uxca PHCKOM
nHpmmposanns. Cucrema umrantauun MOJI nocie uenonb3osanus knaccupEmyipyeTcs Kak Kiace
o1x0/10B b 1 nomkeH 6uiTh yTHIM3UpoBaH B cooTBeTcTBAH ¢ Canllnn 2.1.3684 @ .

He ncnonp3yiite qanubie pedpakuun ist pacyeToB, NOCKOIBKY HAIHYHE acTEIMATH3Ma B y/1a11eMOM

€CTECTBEHHOM XpYCTATHKE MOXKET NOBIHSATI; HA pe3y IbTATE. Qb
Ay ™
MEPBI NIPEJOCTOPOXHOCTMU: é)@' @

* XpaHuTh TpH KOMHATHOH TEMIEPATYpE. He 3amopa>xn3an$exondeunauuu: N3Geraiite
Temneparypsl HHxKe 5°C u Bblile 45°é

« HOJI LuxGood™ TORIC, %M&HCHpOBaHHblﬁ coneso@ pacTBOp M HCIOJIb3yEMbli
BHCKO?3JIaCTHYECKHIT  pacTBOp n@eﬂ NPOBE/ICHUEM xnpypmkoro BMELIATEILCTBA  JIOJIXKHbI
XPaHUTBLCH B TEYEHHE 110 KpailH epe 30 MUHYT nIpH TGMHCPQ muaUMYM 20°C.

* Jlns uMrianTalvu umpaoxy@nmx JTHH3 HeOOX0AHM Buc@ YPOBEHb XHPYPIrUUECKHX HABbIKOB.

[Ipesxae yem npHcTynath K MMIUIAHTAIHK umpaoxynapau@ﬂm. XHPYPr A0KEH NPOHTH MOJIHBIA

Gyvenns. (U
Kypc o0yueHus o @ S

* Ilepex BCKpbITHEM 3a1@moifx YNaKoBKH W urmnauz@nbnoro CTEPHIILHOTO naxm%‘énum‘epﬂoﬁ

-]

YIIAKOBKH ClielyeT npog@mb mozens MOJL, e€ on‘mq@ym CHITY M CPOK rozmocm.©

* CTeprJILHOCTD U3JIE s rapaHTHPYETCS TOJIBKO np@oﬁmonenuu LICJIOCTHOCTH P@B}myanmoro
2

CTEPHIIBHOTO naxer 6

* OOpawarbes ¢ @zoﬁ ClIelyeT OCTOPOIKHO, Ob1 M3bexarh noapexcneonepxnocm HITH

ranTHKH. @) 5 O

» Cneayer TuiarelibHo npoMbiTe MOJI nepen ;&mamauneﬁ. He 3amatmna7§e npomeiBate MOJI B

Kakux-nubo .*@‘\ MX PacTBOPAX, KPOMe CTePIbHOIO chanaHCHpOBaHHOTO COffeBOro pacTBopa.

* Cnenyer @xno yOeuThes, UTO JIMH3a HOITHOCTHIO umnnanmpoaaua@ancympuuii MELIOK.

* B ciygadwipoBeacHns 3auuei Kancynm@m C NIOMOIIIBIO Ta3epa Ha U H-aTIOMHHHEBOM IrpaHaTe

(YAG-pa). HeoOxoaumo obecne Q (hOKYCHPOBKY Jlyya na3e@ HECKOJIBKO 103a1M 3ajaHeH

Karic ;

* Un u,uyanu:«xaumo xnpypmqecnaauﬂoro acTurMaTusMa A) peKoMeH/TyeTcst TPOBOJIMTE

ua&n W3 WH/IHBU/Y ATTbHOH xup@meexoﬁ TEXHHMKH M paHee NONYUEHHbIX Pe3y/IbTaToB, OCKOJIbKY

pasMep M pacloJIOKEHHE XHPYPIHUECKOro paspesa MOTYT TOBJIHATH HAa BBIPAKEHHOCTH H OCh

MOCICONEPAlHOHHOr0 acTurMaTu3sMa poroBuibl.
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+ JIns nonyyeHust ONTUMAIBHBIX PE3yJIbTATOB CleAyeT YYUTHIBATH 3a/IHHH aCTHIMATH3M @rom{ubl.

* Jlns 1ONHOrO yAaiCHHMsi BHCKO?ZJIaCTHKA C NepeiHell M 3ajaHell nmoBepXHOCTeH 361 TIOCTIE
MMILIAHTALMA B KANCYJSPHBI MEIIOK cleayeT cobioaaTh ocTopokHocT, utoOr(fig nepexauars
KancyJIspHbIA MEIIOK, a Takke yOeuThCsl B TOM, YTO B KOHIIE BMEIIIATe/IbCTBA paHa e€TH3UPOBaHA.
OcTaTouHBIH BHCKOJIACTHK, MEPEKAYMBAHHE WJIH OTAEIACMOE M3 paHbl Mo@mocoﬁcmman
YIJIOBOMY CMEITIEHHIO JINH3BI OT 11EJIEBOH OCH pa3sMelleHus. @)

» Cneayer cobmoyare 0cobbie MEpbl NPEJIOCTOPOKHOCTH, YTOOBI rapaHTaTb MPaBUJILHOCTh

)

OPHEHTAIMM TOPHYECKHX JIMH3 Ha LeNeBOli OcH pasMeluenus B KQHUE XHpPYPIrHYECKOro

BMEIIATENbCTBRA. @ QQ
X ®

YIMAKOBKA (KOMILJIEKT ﬂOCTA@Pl) 14 CTEPHJ]H3AHPIH'@

HOJI LuxGood™ TORIC HH/MBH/yallbBHO YNaKOBaHbI H npem;apm@%o YCTAHOBJIEHBI B CHCTEMY
umiLiasTauui Accuject Pro B Gamcr i ynakoske. Bee mozenn n BJISIIOTCS. B CYXOM BHJE, H UX
ClIe/lyeT OTKPBIBATh B CTEPHIILHBIX yEommx. Jlns obecneuenns o@emnnaemocm NOJI xapronnas
KopoOka cHaOxeHa KapTO4KOH na@cm‘a H CAMOKJICHOLIIUMUCS 3Tl(aMH. Pasmunsie moern MOJ]
MapKUpYyIOTCs 10 cpepruyecKko BUBAICHTY H uunuunpuqe@ ontuyeckoii cune. Cepuueckuii

IKBHBAJICHT COOTBETCTBYET o@ﬁecxoﬁ cuiie, MoJy4eHHOH @101»10111&0 OONBINWHCTBA PaCUETHBIX

hopmy. &

<)
C‘;. KCHJIOM 5THJIEHA. g @
O

3

Bce MozienH cTepuimn3yioT:

B ynakoske codepxama@ S

-]

- Jlun3a HHTPAOKY/IIRH@s, 1PElyCTAHOBICHHAsS B @iopasosuﬁ HHKCKTOP JUIR~yMILTAHTAIHH

O

q

(Accuject Pro o,mmpaaa) - 1 6nucrep;

- Kaprouka nanue 1 wr.;

- Camok7esneds YTHKETKH - 8 1T,

\
~
- UacTpyKums 1o npWMEHEHH!O - 1 1T.; g 6
3 1]
S G
<
AN
(U

p) &

o
VKA3AHHU '&! (9) "C]'IOJIB3OBAHPIIO© I
1. [lepen onya'uueﬁ Bpauy CJIeIyeT ONPEAEIIHTh ONTHYECKYIO CHITY nn@’pyemmx K MMIUIAHTAIiH
JMH3 C NOMOLIBIO METOZOB pacuera H TaUHBIX U3MEpPEHHMI 6uome1pl@j B 3aBHCHMOCTH OT OIIbITa

X
xupypranpeﬂnhoe}mﬁ WU ¢ OlllblO TOPHHUECKOTO Kan@nopa. PexoMenoBaHHbIe

f A-KOHCTaHT, YKa3aHHbIC H @prom{oii KOpOOKE C JIMH30M HBJISIHOTCA OPHEHTHPOBOYHBIMH.

bl rj1a3 ClleAyeT pasMeT COrjlaCHoO npearnoO4YTHTCIIbHOMY

N
Me@&y JTAHHOTO Bpava) Juis qem@ yKa3aHHs eJeBoif OCH pa3MenieHus.

3. Hepezx UMILIaHTALlMeH JTMH3bI ClleayeT OCMOTPEThL YIIAKOBKY M BBUICHHTL €€ MOJECIJIb, ONITHYCCKYHO
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ciity (cepudeckmnii IKBUBAJIEHT M IMIMHAPHYECKYIO CHIY), CPOK TOJHOCTH M r@ﬂemamylo
KOH(UTYpaLuio. ’@

4. OTKpHITh KAPTOHHYIO KOpOOKY H OCMOTPETh CTEPHIN30BaHHYIO OaucTepHyid ynakoBky,
COJEpIKALLYIO0 JIMH3Y M CHCTEMY MMIUIAaHTaUMH. YOeauTech, YTO COAEPKMUMOE MOBPEKICHO.
Y6eaurech B TOM, 4T0 uHGOpMALUA HA ITHKETKE OJIMCTEPHOI YTAKOBKH COOTBET @eT nH(popmanun
Ha BHemHell kopoOOYHOI ymakoBKe M Ha CaMOKJEANIMXCH ITHUKETKax. B@%m, Onmctepuyio
YTaKOBKY TakuM 00pa3zoM, 4ToObl yCTPONCTBO OCTAIOCH B CTEPHIIBHOM T10JIE.

5. OcMOTpeTh yCTpOMCTBO M YOeAMThCS, uTO OHO He noBpexkeHo. JIuH3y ceayer TularenbHO
MPOMBITh cOaTaHCHPOBAHHBIM COJIEBBIM pacg@pom MyTeM OTOJIAaCKUBAHH 3 KOHYMK KapTpupKa

(PHC. 1) u ¢ xonua sarpysounoii kamepsh (PUC. 2). Cnenyer obsszaréiibfio obecneunTs NOTHYIO

o

TOM. KaK IMOJIHOCTBIO MOJArOTOBHTH yﬂ@crao K MIMIUIAHTALMH, HE TP

THpATAIMIO KapTPH/DKA U 3arpy304HO €30 cekyna. UHCTpyKimuu 0

AKACAsACH K TIOBEPXHOCTH HOJI,

CMOTPHUTE Ha lpUJlaracéMbIx pHC)’HKﬂ@

PHUC. 3: 3akpeITh KpBUIBIIIIKH 3arpy3o4yHoii kamepsl. [Ipn cpaﬁa‘gﬂ%aﬂun MexaHu3Ma (ukcanum ¢

3aILEJIKOM JIH3a HAAEKHO dmxcu@c'rcx Ha MecTe.
PHUC. 4: Hanectu pacTBOp BHC acTHKa yepe3 KOHYHK Kapw%a. YOeauTbes, YTO BUCKOIIACTHK

LEJTMKOM 3anoJIHMI KOHYHK n@nopa. Jlun3a rotosa s n@nanmuuu.
6. BbInosHUTL UMILIAHTALU ; TMH3bl B MAKCHMAJILHO Kpa‘rt%ﬁlee BpEMsi 110CJIE MTOJIHOH OAIOTOBKH
JIUH3BL. o g @

7. BBecTH KOHUMK KapTp#Agka B paspes ¢ HAKIOHOM Hal@C'-lHldKa HHIKEKTOpAa, 06pau1li BIM K TJIa3y

naiMeHTa. Hpononxcwr@cmpoxmo, HO uenpepbmuo@xuman Ha IOpLUEHb, 110 YCTEMPBKH JIMH3bI B

Karncy JIspHbIi Memok L @ @
o
8. Yruimsupyiite ci0reMy MMILIAHTALIMH. ©§ é
9. Jlunzy crnexy NJIAHTHPOBAThL TaK, YTOOBL 'ee NepeaHss NMOBEPXHOC ..Q/;?’. obpaiena K

nepezueit nopepkHocTy raaza. OpuenTanus @ MOXeT GBITh NPOBEPEHA RA3YATBHBIM 0CMOTPOM

rantuku. Kak nokasano na PUC. 5, xoraa r&qecxue BCTaBKH pacnonom§ BBEpXy crnpasa (A) u

Y

10. Conoan?e metkn oceit UOJI ¢ pasmedenHoi npeanonaraeMoii 0Chi) ¥ CTAHOBKH.
»

BHM3Y CJIeBa i!\ nepe/HAs cTOpoHa MuH3bI §0pamena k HabmoaaTeno.

S

RN

puc. 1 puc. 2 puc. 3
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puc. 5

puc. 4
4)p)

Crnemyer MCHob30BaTh TOJNBKO PacTBOP BUCKO3JACTHKA HU3KOH WiIN ""5: Bsa3kocTH. Creayer
HCIIOJIB30BATL  TOJIBKO CHCTEMY HMMILIAHTAUMH, NPEAOCTABICHHYIO BM@ C NpeABAPHTEJILHO
3arpykenHoit munsoi LuxGood™ TORlQ& ()

BO3MOXHO NpOBEACHHE Pa3/IMUHBIX XHPYPrHUECKUX BMEIIATENILCTB, {yXupypr AOIKeH BbIOpaTh
NpoLeaypy. NOAXOAANLYIO s nauuenb Q

O mobwix CEPBE3HBIX UHITHICHTAX, CB‘SaHHbIX C )’(2'[‘]:)0]‘;IC'I'BOMq cneg YBEAOMIIATH NPOU3BOJUTEA

W KOMIIETCHTHBIN rocy.uapcrseuuui@prau, B KOTOPOM 3aperucTpupoBaH 10Jb30BaTe)ib.

CHUMBO.IbI, HCHOJI]:?’YENIS HA 9THKETKAX:

0

)

Sy

A O
Cumsoa O@cV aHue é},
S
YGOODT aHue Mojen y -
‘Hassanme Monenm é@' S
D
a HOMNTPUS ~ f\;
éB @ OnTHueckuii fuamerp @ (%
¢T g OGuwii tnameTp @ @
SE ﬁ Cepnuecknit 5KkBUB §
CYL b% Luaunapuyeckas cu i #\/
SPH @ OnTHueckas cuia f@ @J
11 mm mﬁ O6mwii tnamerp ) g §
6 MM ) OnTdecknii mafteTp &@
.y
SN @:§ CepwuiiHblii HOB@ @
S

g ' § I/lcnonbaona@o é@
- & ‘

R Homep n@b anory )

Jlara Bo,ucma
S
LOT JloT
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A-Constant (est) \

A-KOHCTaHTa

Crepunu3aiiis ¢ NPUMEHEHHEM THIIEHOKCHIa

3
@

e
HE UCNOJIL30OBATD [1PH NOBPEXJEHUU YIIAKOBKH @#"

O

HE CTEPHJIM30BATb [TOBTOPHO ég\"

)
HE MCITOJIb30BATH TOBTOPHO

/- R@

Cutting Edge S.A.S,"U ~d
770 rue Alfred Ng§ Qb
Immeuble Le No @@

34000 Montpelliéd @
FRANCE

CE ¢ HOMEpPOM MpOBEPSIOLIETO yww@&mx — TNOATBEpPXKAaeT
coomcwr@ ¢ Hopmamu EC

[Tepen eHEeHHEM CIIelyeT O3HAKQMHTbCS C MHCTPYKUMEH 1o
NPUMEHEHHIO

Temne@aypa xpanenus ot +5°C n10 KOMHATHOII TeMIIepaTypbl

5 S

=

S FSf=a L@@!@H

Oc@»«ﬂo! Obpaturecs K MHCTp@lﬁu 110 IPUMEHEHUIO
S £2

) Y
z S

INEPEYEHb HAHP@-! AJIBHBIX WU M E@YHAPOJ.IH bIX HOP&ATMBHHX
JOKYMEH TOB/CTngAPT OB, KOTOPBIM §OOTBETCTBYET MEfil IIMHCKOE
M3/IEJNE @ Q :
= S
Cranzaprsl Onucanne O
KAYEC §6~

(@)
EN ISO 13485:20@

- v
H3nenus MeMUHHCKHE. Cwemu MEHEDKMEHTA KavyecTsa. T@esauml JUIS LieJieit

IS0 285943 999/A1:2011

@)

@ peryJHpOBaHHs 2& N
ISO lOOOS:EOO& Cucremsl yrpasjieHH ecTBOM - PyKkoBoACTBO 10 ma@qecma
N BRIBOPOYHbIH KOHTPOJIb
g N AN

N4
IMpouenypel Bbl HOTO KOHTpPOJA 110 arpn6yrar@lacn 1. Cxembl BBEIOOPOYHOTO
KOHTPOJIA, HHIA OBAHHBIE O MPEIENy MPHEMO @o kauecrea (AQL) s KOHTpOs
KayKJI0# MapTHik .

I[Tpouenype OYHOTO KOHTPOJIS /LI KOHTPOJI nepementbim. Yacts 1.
Fr— eun(pHK HHOYHOTO K a, K HeMox
EN 1@951_1:2014 Cneunduka aHOB OIMHOYHOTO KOHTPOJI CHPOBAHHBIX 110 MPHEMOYHOMY
npeneny Ba (AQL), 18 KOHTpOJIS NapTH apTHeil 1o 0/1HOi XapaKTepHCTHKE
KauecTsa Homy AQL

MAPKHPOBKA U HHOOPMALIWA

ENISO 15223-1:2016

Fpadnmecxue CHMBOJIbI LT HCTOJIL30BaHHA B MADKHPOBKE MEAHIIMHCKHX nw3aenuii
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EN 1041:2008/A1:2013

Undopmains, noAroTaBiuBaeMas npoOM3BOANTENEM, CONPOBOXKAAOIIAS Me@mcxue

w3zenus §'

@

CTEPUJIM3ALIUA

EN 1422:1997/A1:2009

Crepunu3atopbl 18 MEAMUHMHCKHX neaeil. CTepuansaTopsl Ha ocu@' OKCHJA ITHIICHA.
TpeboBaHus U METO/ILI UCTILITAHMI

EN 556-1:2001/AC:2006

CTEePHIH30BAHHBIM MEIAHIHHCKUM ycTpoicTBaM

ENISO 11135-1:2007

Crepunmzamus MeINUMHCKONW NPOAYKUMH. DTHIEHOKCHI.
paspaboTke, BaTHAALH H TEKYIIEMY YIPABIECHHKO MPOLECCO ‘b epUIH3ALINH MEAHLMHCKHX

W3 Ie/HiT O o
& %
1SO 11135:2014 Crepunusauus me nfHHCKO NPOAYKIIMH. DTHIEHOKC peGoBanns Kk paspaborke,
- BAJIHAALNH U TEKY YIPaBJICHHIO MPOLECCOM CTEPHI H MEAHLMHCKHX M3AeIHi

EN ISO 11138-2:2009

buonnaukaropos - Yacrte 2:

Crepuinzaums Mﬁm MEIHLMHCKOTO Ha3Ha4yeH
Buonornyeckue u aTOPbI IS IPOLIECCOB CTEPHII 1 OKCHJIOM 3THJIEHA

EN ISO 11737-

—
Crepunusauus @Munncxux w3nenuii. Mukpo@Honornueckne meronasl. Yacte 1.

1:2006/AC:2009 Onpenenenne NIAIHH MHKPOOPraHU3MOB Ha kuun + Texunueckoe ucrpasienne |
Crepunmzaums Me IHIMHCKHX 13aennii. Mukpobn nyeckue metoasl. Yacts 2. Ucnibitanns

EN ISO 11737-2:2009 Ha CTEPHIILH , MIPOBOANMBIE NMPH ONpEeSeHHH, BATHAALMN W 00CIyKHBaHUH MpoLecca
CTepHIN3a

PABJIEHUE PUCKAMH ‘\A

EN ISO 14971:2012

—
U3 nenms piennumnckue. Mpumenenne MenefRMENTA PHCKA K METHLIMHCKIM H3ETHAM

EN 62366-1:2015

LN
W
¢
Msne@ MEIHIIHHCKHE. Hpoenuposaun@ummcxm{ H3eNHii ¢ yIeTOM

CHOCTb

E) ATALMOHHOMN MPHUrOHOCTH
BUOJIOI'MYECKAS BE3 Q

EN ISO 10993-
1:2009/AC:2010

HKa OMOJIOrHYECKOro NefcTBHA l@uuuucxnx w3nennit. Yacrs 1.

o
LIEHKA 1 HCCIIeJOBaHHA Tecmpos@e B pamKax rpouecca Meuemme@mkamu

EN ISO 10993-3:2014 @@

eJIMUMHCKAX u3aenuii. Yacrs 3.
HUEPOTEHHOCTH 1 PENPOJLY KTHBHOH TOKCHYHOCTH

“4
'OneHka OHOIOrHYeckKoro JIeicTei
Hccenenoanns reuomxcuquoﬁr

=

EN 1SO 10993-5:2009 &

—
Ouenka GHONOrHUeCKOro AeiicTBusa MeAHUMHCKNX m3aenmii. Yacts @
HccenenoBanus Ha HUTOTOKC Th METOBI in Vitro

N
151 MEAMUMHCKHX H3JeIuii. qac@. Hccenenopanus Ha
HMILIaHTaLMH.

Ouexka GMonornyeckoro 1
MECTHOI0 BO3AeiCTBUS I

N
EN ISO 10993-6:2(@ §
/=
%

EN 1SO 10993-
7:2008/AC2009 O

Buonornieckas oueuxg&ummcxnx ycrpoiicTs - Yacts 7: §KH CTepHIN3ALIHA
ITHICHOKCHIOM ~

EN ISO 10993=#»2013

Y
-
OneHka 6uonoruqec;§} JNIEHCTBUSA MEIMIIMHCKHX u3,uenyﬁégcn 10. Uccnenosanus

pa3/IpaxkaloIero 1 CeHCHONIM3NPYIOLIEro AeHCTBHS

B

~
OueHka GHonoruy ro aeHcTBHA MeAHIMHCKNUX w3aedul. Yacts 12. Tpurorosnenne

npob u Kourpom,@ o0pa3isl ~

EN 1SO@0993-17:2009

\~
Ouerika GHONOTHYECKOT0 AeiicTBHA MeaHUMHCKIX m3fienii. YacTs 17. YeTanosnenne
NOPOTOBbIX 3H@mﬁ JUIsi BBIMBIBAEMBIX BELIECTB &
S

2.6.14

; Ouexka 6mo 4ecKoro aeicTeua MeanumHC KX #3aenuil. Yacts 18. Mcenenosanne
EN 1@4 0993-18:2009

— XHMHYECK 0iiCTB MaTepHaIoB
Elﬁcﬁwau (papmakones |Bakrepu bI€ IHTOTOKCHHbI
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VIIAKOBKA d‘

EN ISO 11607- VnakoBKa 1 MEAMUMHCKHX W3JENHi, nouiekamnX (UHHIIHOM cTep uum - Yacrs 1:
1:2009/A1:2014 TpeGoBanus kK MaTepHaiaMm, CTEPHIbHBIM CHCTEMaM Oapbepa H cHcTeMa MAKOBKH
=~
EN ISO 11607- VhakoBka s MeIHLMHCKHX H3IeNuii, noanexamux GuHUIIHON cTep aLnm.
2:2006/A1:2014 Yacte 2. TpeGoBaHua K BaTMIALKH NPOLECCOB (POPMHUPOBAHHS, repM ALK M cOOpKH
HUHTPAOKYIJIAPHBIE JIMH3bI A
EN ISO 11979-1:2012 WmmnanTatel opransmonornyeckue. MHTpaokyaspHbie nuH3sl. Y |. TepmuHonorus

EN ISO 11979-2:2014

HUmmnadTatel  odranbmMonoruyeckne. MHTPaoKyspHbie mm@ Yacte 2. Ontnueckue
CBOIICTBA M METO/IbI HCTIBITaHMIT + TexHuyeckoe ucnpamleune@

EN ISO 11979-3:2012

Hmnnantars opranbmonorndeckne. MHTpaokyaspHbie mmacn, 3. Mexanu4eckHe

CBOICTBA U METObI H Huit

ENISO 11979-
4:2008/A1:2012

Ny
HNmnnanrars! od;ram&;lomqecxue. HuTpaokynspHeie n@ YacTe 4. DTHKETHPOBAHHWE H
HH(popmauus >

\J

EN ISO 11979-5:2006

J
HMMnnanTaThl ocb‘r@aonorwlecxue. WHTpaokynspHbie @m. YacTs 5. buonoruyeckas
COBMECTHMOCTh

EN ISO 11979-6:2014 HUmnnaHTatsl bMOJIOTHYECKHE. l/lnrpaoxynup Jmn3bl. Yacte 6. CpoK romHOCTH U
CTabMILHOCT TPaHCNIOPTHPOBAHHH

EN ISO 11979- HUmnnanra TAJIbLMOJIOTHYECKHE. Bnymurmn@ nuH3bl. YacTs 8. OcHOBHbIE

8:2015/A1:2011 TpeboBaH @

MEDDEV. 2.7.1 pep 4

gz KJIMHUYECKA S OLIEHKA
miu

PYKOBOAETRO 10 KJIMHHYECKOH OLEHKe ,@’ HCKMX HW3Jenii - PYyKOBOJACTBO JUIA

npous Tenel U ynoJHOMOYEHHBIX oiag
S cr

EU OJ C 226 ot 10/07/2015

K@Huxamw Komuccuu B pamkax pe@uuu Jlupextuebl Cosera 93/42/EDC o1 14 nions

JIMpeKTHRA O MeIHLIHHCKHX
winenuax 93/42/EEC
19931.0042-EN-

11.10.2007005.001-1

1 I. O MEAULIMHCKHX YCTPOHCTBAX S8 -
~

S

@pexmsa Coseta 93/42/E2C o HioHa 1993 r. 0 MeAMUMHCKMXsYCTPOHCTBAX €

O

osera ot 5 centadps 2007 r.

ﬁﬁonpaakamu, BHECEHHbIMH llupe@oﬁ MS 2007/47/EC EBponeiickOTo napiaMeHTa M

S

<
=
3
c
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O
3
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©
3
A
H
S
@
"
X

19




BAUSCH+LOMB

JInn3a uHTpaokyaspHas B B?Bgaﬂ're ucnonanenus LUX

Uncrpy. 10 NPUMEHEHHUIO Q'
JlononHeHnue K ARCTPYKLIUH T10 npnmeneuﬁﬁ

@) @
9 &
£ S
5 N
S &
§ &
) 4
O z S
(@) (@) A
g > 8
§ o
5 S 3
& S =
S ©) Y
5 F ?
g 4 4
o & S
g & $
S 8




HHCTpYKUHS N0 NPHMEHEHHIO

(TTpu nocmaexe uzoeaus 6 PP npuopumemnou seisemes uu(])op.uauuﬂ@
cooepircawascs 6 OONOIHEHUU K uNCmpyKyuu no npumeneniio) ()

LUXSMART™ preloaded Toric é@l
ACO®EPHYECKAS TOPUYECKAS JIMH3A C§
Monens YSMARTT (npezaputensHo 3arpyxeHHas ruapodobHas aun3a LUXSMART™ TORIC)

©

OTNMCAHME: @ Q

Uutpaokynspusie mua3bl  (MOJI) Luw@mﬂm TORIC ﬂpeIlCTaB coboif MOHOJIHTHBIE
sagHekamepubie MOJI, nornomaromune y@pad)uonerosoe (YO) n3nyuChime, npesHa3HaueHHbIC JUIs
3aMeHbl €CTECTBEHHON JIHH3bI xp@a.nm(a y ncemm(baxuqn B3pOC/IBIX MAIMEHTOB C
NPEALIECTBY FOLIMM aCTHIMaTU3MOM ébosnum. NOJI LuxSmaﬂTM'&{IC UMEIOT aceprudecKyro u
TOpHYECKYI0 (hopmy. [Ipensapmen@) 3arpyxennbie HOJI LuxSmart™ TORIC nocrapisiores B
CHUCTeME UMIUIaHTALUH umpaoxynbrx JHH3, &ecneqnamm%ecxomamnym JIOCTABKY JTHH3bI
B KanCy 1sipHblii Mewok. Tun 1ufidhl ykasaH Ha STHKETKE Ha Ka@mﬁ KopoOke.

S S

OU3HYECKHE XAPAKgﬂCTMKM:

Marepnan 11H3BI @st I'ubknit  ruapodob " comonMMep aKpuia, c$ep)xaumﬁ

O NOIJIOTHTENb Yd)-@nyqenns n  xpomodop. d)ﬁ?prlomuﬁ
W CHHHIi CBeT. @ §
XapakTepHCTHKH @epuana Koadpuument @nomneuna: BO BIJIAJKHOM @Toaﬂun npu
Qg) Temrneparype ; C: 1,544; éa
L\% npu 35°C: 1 %\/
C nelcrpanbnb@oad)qmunem Jlna MOJI @6 JIHOTITPHH @J
npo@xauml 10 % NpEUYCKAHAE HA JUTHHE BOJHbI 3967 am
§ Cm. PUCYH6, rae na ocn X OTJIOKCHBIFHAUCHHS JUTHHBI BOJIHbI
@ (HM), ﬁ ocu Y - npo3pavyHOCTh (%%
®opm v’ﬁmaepxuocm OITUKH Accb@qecxaﬂ TOpHYecKas ”@AV
= pass
Cd)@:l&l(ﬂﬁ IKBHUBAJICHT +6&n0 +34,00 auontpuii I

WHJpHYECKas CHla +0/75 o +6,00 anTp ‘§°

mui quametp: 11 MM

T
@ Pazmepbl METP ONTHYECKOTO TEJa: M
Ay 6

["anTuyeckuii yroa: 0°

OpueHTanus JuH3b1 [lepeusisi CTOpOHA JIMH3BI 00palleHa K repejiHeit CTopoHe riasa.




Kak nokasano na PUC. 5, npu pacnosoxeHun opuek@luouuux

MEeTOK BBepXy cnpasa (A) u BHH3Y cueBa (B) nepe CTOpOHA

nmH3b1 oOpaleHa k Habmoaareno. A
MOKA3AHMSI: U

-

3annexkamepubie muH3bI LuxSmart™ TORIC noka3ansl /s NEpBHYHON UM @HTALAH C LeNThio
KOPPEKLHH 3peHHs Npu aakuu ¢ NpeaecTBYIONIMM aCTHIMATH3MOM poroa@l nocne y/jajneHus

XpyCTalMKa € KaTapakTodl y B3pociblX nauuentos. JIuH3a npejanasHaueHA)JUls MMILIAHTAUHH B

©

KancyJIsspHbIA MEIIOK. @ ‘Q

S N

PEAKHUM PABOTbI: @§ ™

HOJI LuxSmart™ TORIC, pmmemeun@ B KancylspHOM MeIIKe, n@mymr KaK MperoMisionas
cpejia ¢ Lelblo KOppeKuuu adakuu ¢ @amecmywumm acTUrMaTH . UOJI LuxSmart™ TORIC
UMEIOT TOopHueckyio ¢opmy Ha eif onTHyeckol mnoBepx H, a TaKXkKe OCEBbIE METKH,
o0o3Hayaommue IJIOCKH MEPHAMAH LMIMHIpA  (IUTHOC H%HJIPH‘JGCK)/}O ocs) (PUC. 5).
ConocraBlieHHe OCEBBIX METOK € neonepauuouubm KpPYTbIM %mmiaﬂom POroBuLbI (L1€IeBas OCh
pa3MelieHns ) rapaHTHPYyeT npa@mnocm pa3MenieHus u OnTbele pe3ynbTaThl.

¥
NMPOTHBOIIOKA3AH H& I]PE,ZIOCTE]’E)K'EHl’lil@bqb

C BpayeGHOl TOUKH 3peHHENIPH T0GOM H3 CIIE/TYIONHX el?‘roxrenbcm (HO HE orpan@xCB ITHM)

clie/lyeT OLEHMBaTh codomente MOTeHUHATBHBIX KOB W NPEHMYLIECTB: PeLMMBHpYIOLICE
TOprX NOJI

HH3 3aJIHCTO

TSKEII0€ BOCHNAJICHHUE CIHEro MM 3aJHET0 CCI"MIC\H WM YBEHT. NALHUECHTLI,

I 5

MOXET MOBJIHATE Ha EIOCOGHOCTL HabmoaaTh, nu@aupoaarb WM JICYHTH 3a
CerMeHTa: XMPYPrHiCCKHe TPYAHOCTH ¢ NOBbIIEHHEM MOTEHIMala IS OCJIOKHEHHI (TaKMX Kak
MOCTOSAHHOE Kpoa@qeuue, CYIIECTBEHHOE MOB eHHE Pajly’KHOH 000I0UKY, HEKOHTPOIIHPYEMOoe
MOOKHTENLHOGNGBICHHE MK CyLIECTBEHHBI| JIPOJIANC WK MOTEPs CTe JHOIO Teja u ap.):
nedopmanms wa BCJIE/ICTBHE npenmecm@meﬁ TpaBMbl WM JeeKTa-Pa3BHTHA, B Pe3y ibTaTe
KOTOPBIX H xamas puxcaus UOJI CTHTCSI HEBO3MOXHON: 00CTOATENBCTBA, KOTOPBIE MOTYT
NPUBECTH BPEIKIACHHIO SHI0TEIHS B Bpdlecce UMILIAHTALMH; 1A bl, Y KOTOPBIX HH 3a/IHsS

Kamepa, @noacox HEJIOCTaTOYHO Te 1 obecrievenus Q)nkcaumé: J03peHHe Ha MHKPOOHYIO

nud)e @‘Z)Q' <

2
Top ne HUOJI ne pexomenno I [PH [peALeCTBYIOLLE CNpaBUJIbLHOM acTHIMaTH3ME,
p BHBIX pa3pbiBax BO Bpemcynommun. MOBPEKAECHH JCKA., a TaKkiKe TIPH OXKUJaeMOoin
OOLTHPHOH KarcyJa0TOMHH.

Kak 1 npu 11000M XHPYPruyecKoM BMEIIaTEeNLCTBE, HMEET MeCTO pHCK. [oTeHunaibHbIe 0CI0KHEHHS

XUPYPIrUH4Y€CKOro JICYHCHHA KaTapakKThl MOTYT BKJIKOHAaTh, HO HE OTrpPaHUYMBATLCS CIIEAYIOIIHUM:

3




BTOpPHYHAs KaTapakTta, BOCTIaJeHHe (MPHOLMKIMT, 3paukoBas/IMKIMTHAsS MemOpana, @cnaneﬂue
CTEKJIOBH/IHOI'O TeJ1a, IUCTOM/IHbIH MaKyJIApHbIN OTEK, TOKCHYHBIH CHHIPOM NEPEIHEre CErMeHTa....),
KOpHeaJbHOE TMOBPEXK/ICHHE JHJIOTENHs, SHIAOPTAILMUT, OTCIOEHHE CETYATKHM, OTEK POroBMLbI,
3aKylopKa 3padka, Mposanc pajay’kHoi 000JI0YKH, TMNONHOH, TjayKoma, TMpo BaHHE PaHbI.
rudema, atpodus paayxHoH 060104KH, IPOJANC CTEKJIOBHIHOTO TeJla, cMeleHne win Haknon MOJI,
ONTHYECKHE HANETHI WM NMOMYTHEHHS, OTOJECKH W BTOPHYHbIE XHPYPrHUECKHE BMELIATEbCTBA
(TakMe Kak yCTpaHCHHE NPOCAYMBAHHMs paHbl, acCNUpalHs CTexnoaum{orna, HUPUDKTOMUS,
nepeycranoBka uin 3amena MOJI, penapauus otcioenus cetyarku u ap.). ([

HNOJI creayer MMIIaHTHPOBaTh B coom?@mm CO CIEAYIOIMMUMH YK aMHu. HenpasuibHoe
HCIIOIL30BAHHE MOXKET YIPOXKATh mopos&%lauueum. (29)

He wucnons3oBats MOJI, crepuibHOCT, B I KauecTBO KOTOpO# HakOlaTCs 104 COMHEHHEM B
pe3yJIbTaTe NOBPEH/ICHHs YNAKOBKA. () @‘@Q

He neiTaiiTech BUAOH3IMEHATD HIIA n@enusan, YCTPOHCTBO HJIH @ounonemu.

He HCTIONB30BATH NOCITE MCTEHEHNAGPOKa TOJTHOCTH. O

He ucnons3opars 6e3 Bucxoenan@ecxoro pacTBopa.
He ncnons3osats nosropHo. I1 pHOE HCIOJIb30BaHNE MOXK %poxcau 3J10POBbIO NALIMEHTA.

He crepunusyiite MOJI noar@a, MOCKOJIBKY 3TO MOXeET l@ecm K HexenareabHbIM NOO0YHbIM

s dexram. Qh

He umnnantupyiite nm{ay €peIHIOI0 KaMepy WU B un@puyro 6opo3ay. S
Bpawenne nHH3BI Lu@aﬂ"‘ TORIC no OTHOI.@-IHFO K 1eNeBOH OCH MO%DBT CHH3HTH
AN

3 PeKTHBHOCTS ee Kopp@;uuu acTUrMaTH3ma. @ O
Yrioroe cmememle%onee 30°  moxer npu@m K YBEIHYEHHIO noc@lepaunouuoﬁ
S

uuaHHApryeckoi péppakuun. Ilpn neobxomumoc epeyCTaHOBKH JIHH3bI ee @wm MPOBOJIHTH

KaK MOJHO paHb WHKAMNCY/ISIHA JIHH3bL. /\/

Vrunnszauus cudféMbl HMILUIAHTALHHA JUTS BBC@SI HOJI nomxna MPOBO/MTHEA B COOTBETCTBHH C

MECTHBIM 3ax§oua1enbcmom 0 MCﬂI@&!CKPlX OTX0/aX, XapakTEPH3YIOIMXCH  PHCKOM

HHHUIIMPOBE A\ . Cucrema nvnnantain MOJI nocne uenonb3osanus kia¢guduuupyercs Kak kiace

orxo010B b n@mceu OBITb YTHJIH3HPOBAH A oorBercTBuu ¢ Canllun 2.1 4-21.

He nenonsayiite nanubie pedpakinu mm@cqemn, MOCKOJIbKY Hanuq%%gmmamma B ya15IeMOM
"

eCTeCTBQOM XPYCTAJINKE MOXKET OB @{ b Ha Pe3yJIbTaThl. @

Q

ME 3o NMPEJOCTOPO/KHOC @@Q
. @HHT&: NpH KOMHATHOMH @neparype. He 3amopax b. Pexkomenpauuu: W3Geraiite

temnepartypsl Huxke 5°C u Boiue 45°C.




* HOJI LuxSmart™ TORIC, c6anancupoBaHHbiii coneBoi pacTBop H nc@vbzyemmﬁ
BUCKO2JIACTHYECKHUIl pacTBOp mepej MPOBEJACHHEM XHPYPrHYECKOrO BMELIATEIIb JOJIKHBI
XPaHUTHCS B TeYeHHe 110 Kpaiineii mepe 30 MunyT npu Temneparype muaumym 20°C.(7)

* Jlns MMIIAHTALMA HHTPAOKYJIIPHBIX JIMH3 HEOOXOAMM BBICOKHI YPOBEHb XHPYPI: KHUX HaBBIKOB.
IIpexie yeM npHCTYNarh K UMIIAHTAUWH HHTPAOKYJISIPHBIX JIMH3, XHPYpPr ﬂonx’@lpoﬁm NOJIHbIHA
Kypc oOyueHus.

* Ilepesr BCKpPBITHEM 3ALLUMTHOH YNAKOBKM M HMHIMBH/YaJIbHOIO ncpmwoaxera/ﬁnumepuoﬁ
yNaKkoBKH crietyeT nposeputs Moziens MOJL, e€ ontrueckyio cHity H cpok roffifocTy.

* CTepHJILHOCTb M3/ETHs IrapaHTHPYETCs W@o npu COOITIOICHHH 11EJ10 TH WHHBHy aJIbHOTO
CTEPHIILHOIO MaKera. )'§ 39)

* O6pamarscst ¢ JTHH30H creayer ocruo. 4yToOBl M30eXkKaTh noegguennﬁ MOBEPXHOCTH WIIH
rarnTHKH. @) @

* Caenyer TuiaresibHo npombits MO pen umnaanrauuei. He 3@%% u He npomsbiatk MOJI B
Kakux-TH00 APyruxX pacTBopax, Kme CTEPHIBHOTO cﬁmancnpoaa@oro COJIEBOTO PacTBOpA.

* Cnenyer HajaexHo yOeaurnes, l@numa MOJIHOCTBIO HMIUIAH Baua B KancyJsipHbIH MELIOK.

* B cinyvae nposeienns 3aanei YIOTOMHH C TTOMOIILIO nasQ%a UTTPHIA-ATIOMHHUEBOM IpaHaTe
(YAG-nasepa), HeoOX01HMO @ecneqmb (hOKYCHPOBKY J%b@ Jlazepa HECKOJIbKO T03a]M 3a7Hel
g

.@). MUYECKH BbI3BAHHOTO acmr@ma (XBA) pexomeﬂnyercsypoaoumb

HCXO/151 H3 WHAHBHYAJIbHOM XU IMYCCKOH TEXHUKH €C ITOJIYHYCHHBIX PE3 nwaro%? IMOCKOJIbK
¥ &

Karcy!ibl.

® ”HIIHBP!}.'[yaJIHT!ﬂllPHO XH

pasmMep H pacnonoxcew XHPYPru4eckoro pa3pe3a@ryT [HOBJIUSITL Ha Bblpa)l@HOCTb H OCb
~
nocneonepauuounoro%mrmamma POTOBHILEL. ,@
o
. ﬂﬂﬂ IOJIY4YCHHS Ol@lMéUlele PE3YJILTATOB CJIC YUYHTHIBATh 3a/HUH acmr@m POrOBHIIBI.
A 58 A 7 s
® Ill]ﬂ MOJIHOTO €HHUA BHCKOAJIaCTHKaA C JHEH W 347 HCH IIOBerCH JIHH3BI T0CJIe
HMILJIAHTAluH B@Hcy.ﬂﬂpﬂblﬁ MCIIOK CJIeY obJo1aTh OCTOPOXXHOCTB, @)6“ HEC TiepeKavdarb
Kancynﬂpﬂuﬁ MQOK, a Takxe )’ﬁellldTbCS B T&HTG B KOHUE BMCU.IBTCJ]bC'l‘B§Ha repMeTH3HpOBaHa.
OcraTouHblii &\ CKO2JIaCTHK, nepekaqnsaﬂ HJIH OTJAeNdgeMoe H3 panu@toryT CcrocoOCTBOBATE
YIJ1IOBOMY CNIEECHPHO JIMH3BI OT LIEJICBOH O pasMCILICHHS. b
= Cnenye obimoaars ocoOble MEpPbI @HOCTOPO)KHOCTH. y1o0ObI T @41’";)083’1% NpaBHJILHOCTb
S

opnema@l TOPHYECKHX JIHH3 Haeneaoﬁ ocH pasmemeuu@ KOHIIE XHPYPrH4ecKoro

S

Oy @
VHAKOBKA M CTEPHIH3ATHSI:

HNOJI LuxSmart™ TORIC unauBuayansHO yIIAKOBaHbI U IIPEJABAPUTENILHO YCTAHOBJIEHBI B CHCTEMY

Q

ummanTamn Accuject Pro B 6ucrepHoii ynakoske. Bee Mojiein nocTaBnsioTcs B CyXoM BHJIE, M HX




clielyeT OTKpbIBaTh B CTEPHIIbHBIX yCI0BHAX. J1s obecneyeHns OTCIeKHBAEMOCTH MO.@MPTOHHaH
KopoOka cHabKeHa KapTOYKOii MalHeHTa n caMoKJIelolUMHCs dTHKeTKaMH. Paznnunbiesonenn MOJI
MapKHpYIOTCs 110 chepruecKkoMy SKBHBATEHTY M LUIHHAPHYecKoi onTideckoii cune(/0depnueckuit

SKBHBAJICHT COOTBETCTBYET ONTHYECKOH CHJIE, l'lOJIy‘lCHHOﬁ ¢ NOMOLIbIO OOJIbLIK a PacCHYCTHBIX

hopmy . Q

Bce Mozenn cTepuiin3yoTes OKCHIOM 3THIICHA. C§
O

YKA3AHMUS 11O UCITOJIB30BAHUIO:

1. [lepen onepauueii Bpauy cieayer onpeu@rb ONTHYECKYIO CHITY TIJIaH MBIX K HMIUIAHTaIllHK
JIMH3 C TMOMOIIBIO METOJIOB pacyera M T@lx u3MepeHnil GuomeTprn B 3aBUCHMOCTH OT OMbITA

Xupypra, l'lpCIlIlO'-lTﬁHPlﬁ Wam ¢ OU bIO TOPHUYECKOro Kaib opa. PexomenioBanHbIe

3HAUCHHs] A-KOHCTAHT, yKa3aHHbie Ha KAPTOHHOI KOPOOKE C JIMH30M, FBIHOTCS OPHEHTHPOBOYHBIMH.

2. Ilepen HauanoM onepanuu onepnp@mﬁ ryias cuenyer pasmerm@macuo NPeAIOYTUTEIbHOMY
METOJY JaHHOI'0 Bpaua) JUis qemor@xazaﬂux LIEJIEBOI OCH pame@}mn.

3. lepen uMnnanTauuel TMH3LI @nyﬂ OCMOTpEThb YIAKOBKY umcmm, €€ MOJEJIb, ONITHYECKY IO
cuiny (chepuyecknii 3mnme§ M IJJIHHAPUYECKYIO CH POK TOAHOCTH M HAUIEKALLYIO
KOH(HTYpaLHIo. @\ o

4. OTKpBITH KapTOHHYIO 00Ky M O0CMOTpETh cm;@mosauﬂy}o OJIMCTEPHYIO YNAKOBKY,
coiepXkKaIIy0 JIMH3Y H C MY MMIUTAaHTaIAH. Y6en@b. YTO COJIEPIKUMOE He ln\\o)?pemﬂeno.
Y6enutech B TOM, 4TO m@pmaum] Ha YTHUKETKE GJIHCTC@Oﬁ yIaKOBKH COO’I‘BCTCTB)’CT‘%E!I(l)OpMauMH
Ha BHEIIHEH Kopoﬁoq@n yrnakoBKe M Ha camoxn@mxcx THKETKAX. chpu@ JUCTEPHYIO
YIAKOBKY TaKHM oﬁpa@. 4100BI YCTPOHCTBO ocran@ B CTEPHJILHOM T10JIE. @

2

5. OcMOTpeTh YCTPOWCTBO M yOeauThesl, YTO O € noBpexaeHo. JInH3y c@yer TLIATEJILHO

ITPOMBITH cbananc AHHBIM COJICBBIM pacmopog YTEM ONOJJACKUBAHUA €D HYHK KapTpHDKa

(PUC. 1) u ¢ xdHlia 3arpy304HOil Kamepsl (P@. 2). Cnenyer oﬁmarenbn CIICYUTH MOTHYIO

rujipatainro Ka HDKa H 3arpy30tmoﬁ K%l. IMonoxauTte B Te4yeHue 3 @(}’Hﬂ. “HCprKuHH 0

N

TOM, KaK 1101 He0 BIO [IOATOTOBHTH YCTPOHCTBO)K MMIIIAHTAIIHH, HE npuxac@!, K nosepxuoctu MOJI,
CMOTpHTE H@ﬁnnaraemux pHCYHKax: lg b

PHUC. 3:LI'I‘b KPBUTBIIIKH 3arpy30q@ kamepsl. [lpu cpa6arbma@£ MexaHu3ma (PUKcaluHu ¢

S
3au1em«QuH3a HaEKHO d)mccupyeT a mMecre. @

GM 3ar10JIHWJI KOHYHUK HHKC @ a. JInuza rotosa Juig MMIIIa HH.

aHeCTH PacTBOp rckodiadiifka yepe3 KOHUHK KapTPHKa:. Y G TECA, UTO BHCKOAIACTHK

6.@10.&“1&“ HUMILIAHTALMIO nu@ B MAaKCHMAaJIbHO KpaT4yaill¢e BpeMs nocie mojJHoH MoAroTOBKH

JIMH3BI.



7. BBecTH KOHYMK KapTpH/UKa B pa3pes ¢ HAKJIOHOM HAKOHEYHHKa HHIKEKTopa, oﬁpamén@m K raasy

nauuenTa. [Ipoo/DKuTE, OCTOPOXKHO, HO HEITPEPLIBHO HAXHMMAsi Ha MOPIIEHD, /10 yCTa M JIMH3bI B
KarncyispHbli MEIoK. @
8. Yrunusupyiite cucteMy MMILIAHTALMU. @'i’

9. JInuzy ciejiyeT MMIUIAHTHPOBATL TaK, 4YTOObI €€ IepeiHsis NOBEPXHOCTh Qxa obpaiieHa K

nepeaHei nosepxHocTH riasa. Opuentanus MOJI moxer 6bITh mpoBepena BﬂngHM 0CMOTPOM

9,

4

rantuky. Kak nokazano Ha PUC., 5, korja rantnyeckue BCTaBKU pacrionoXeHpBBepXy crnpasa (A) U

Q

BHU3Y crieBa (B). mepesnsisi cropona MMH3bI oOpallieHa k Habaoareno.

Q

10. Conocrasbre MeTku oceit MOJI ¢ pame@ioﬁ npeanonaraeMoi och HOBKH.

)
™M
]

D
puc. 4 5
QO ]

CJIC,II)’CT HCHOHQ)BaTL TOJILKO pacTBOp Bu&anacmxa HHU3KOH MK cpe;§ BA3KOCTH. Cnezxye'r

\
MCTIO/IB30BATESTONKO - CHCTEMY MMILTAaHTAIMA, NPEeOCTABIEHHYIO B@e C TpeaBapUTeTbHO

mmymeuuommoﬁ LuxSmart™ TORI(@ le]

N

Bomom&poseneuue pazInuHbIX XHPYPruyYecKux Bmemarenbcmé@ XHPYpr JOIKeH BbIOpaTh

a

MPOLIE/YPY: NOIXOJIAIIYIO JUIS naiue -.(@~
\ & @

o)

O mobs CEPBE3HBIX WHIIHAEHTAX, AHHBIX C ycrpoiichoM, CJI T YBCAOMJIATDH ITPOU3BOAUTECIISA

\r

" ;@menummﬁ rocynapcraenﬂ@oprau, B KOTOPOM 3aperuc OBaH TOJIL30BATENb.



CHUMBOJIbI, HCTTIOJIB3YEMBIE HA O TUKETKAX:
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HAUMEHOBAHHUE:

JIun3a uHTpaokynapHas B BapuanTe ucrnomnenns LUXSMART™:
LUXSMART™, g cocrage:

1. Jlunza uaTpaokynspras LUXSMART™ TORIC YELLOW, npeycTaHoBIeHH O/THOPA30BbIH
WHKEKTOp Ans mmranTanuu (Accuject Pro opHopasoBasi), cepudeckuii JKBHB T ot +6,00 no
+9,00 auontpuii u ot +31,00 no +34,00 mmonTtpwmit ¢ warom 1,0 quonTpuu, o 0.00 o +30.00
auontpuii ¢ marom 0,5 gronTpum - 1 dimcrep;

2. UHCTpYKIMS 110 NPUMEHEHHIo - | mT.;

O
O
3. Kaprouka nanuenTa - 1 mr.;
4. CamokesMecst STHKETKH - 8 1IT. @ ‘é’@
S S
OIMCAHME: X ™

HUnrpaokynspusie smu3bl (MOJI) Lu art™ TORIC Mpe/ICTangAoT coboit MOHOJTHTHEIE
3agHekamepubie MOJI, nornowaromue yibrpaduosnerosoe (YO) usn@ne, npeHa3HaYeHHbIC JUIs
3aMEHbl ECTECTBEHHOM JIMH3BI X amka y neeBaodakudaHiK) B3POCTBIX MAIMEHTOB C
NpeAeCTBYIOIMM acTurMaTu3mMom porosuubl. MOJI LuxSmart™ IC umeroT achepuueckyro n
TOpHUECKYIO (opmy. Hpenaapu*re@o sarpysennsie MOJI LuxSnlart™ TORIC nocrapasioTes B
CHCTEME MMILIAHTALMA HHTPAOKYISIPHBIX JIMH3, oGecneanaiom@ecxouTmuylo JIOCTABKY JIMH3bI
B KarncyJisipHbli MewoK. Tun J1MH3B) yKa3zaH Ha 3THKETKE Ha KapPQHHO#H Kopobke.

(O Q
OU3NYECKHE XAPAKTE§CTHKM: @)

a=Y

s
@

Z

Marepuain JiMH3b1 =\ |[(ubkuii ruapodosHE " ONOJIMMEP  aKpuiia, coJepiKaiui
nornoturens Y ®-uzny eHst U xpoModop, QUILTPYIOLHH CHHHI
(@)

CBET. A Oy
XapakTepHCTHKH MaT@ana foaq)dmuuex; ;1Cpe MJICHHS: BO BIAXKHOM cg‘%eaa HAH TIpH
emneparype 21°C: 4;

npu 35°C: 1,540

s UOJI +20,0 nEmpm‘i 10 % npomnyckanue @nuﬂe BOJIHBI
396,7 HM v

Cm. PUC. 6, 1 a ocH X OTJIOXKEHBI 3Haqe@ﬂ JUIMHBI BOJIHBI
(HM), a 110 OCH npo3pavyHocTs (%). JV

Ac(eputeckas~TopryecKas
pepiEck@ian; &
Koudn@pamm C TOpHUECKOW OTPHIIATENLHOI a6eppauue§,
LN N
Cd)epuqec% IKBUBAJICHT +6;00 110 +34,00 auonTpwii ¢ ma@?ﬁ 0,1 qponTpun
npu paspadotke, ¢ marom 0,5 win 1,0 aentpuu (+6.00 10 +9.00

¢ warom 1,0 guonTpuu;

) puonTpifit i +31,00 10 +34,00 ﬂuong‘

§ + 0.5 nmmonTpun) npu
©
CC‘()Q' @Q JAuana3son R~ Jonycku
@ 6<S<15D +£0,30D
@ @ 15<8<25D +0,40D
25 <S<30D +0,50D
& ﬁg S>30D = +1,00D
[lunmuHapuyeckas cuna +0.75D n0 +6.0D (war 0,25 anonTpwii pu paszpadboTke)
Jloctynsbie unauHAps Ha peinke: 0.75D/ 1.0D/ 1.5D/2.25D/3.0D/
3.75D /4.5D / 5.25D / 6.0D

10




ES <25D ES 225D /5
0<C<25D +£030D +04D &
2,5<C<4,5D +0,40 D +04D G~
45D <C +0,50 D +0,5079
Pa3mepnl Jlnamerp onTuyeckoro tena: 6,0 Mm;

OOt tnamerp: 11 MM
Tonmmuaa rantuyeckoi yactu: 0,33 mm

A-KOHCTaHTa:
OnTtuueckas 6momerpus, SRK/T (119,2

L
S
["anrrnyeckuii yrom: 0° z/%’
S
(Y

ATianaluosHoe A- 118.8
ckanupoBanue, SRK/T o P
BricoTa cBojia -0.165 M@C <0.314 mm @\i
Jnamerp ontuueckoi yactd > 4.25 g @@E’
®opma Kpast JIHH3BI Henp@aﬂmﬁ KBaJ[paTHBIH Kpaii @ zaHeit MOBEPXHOCTH TI0
BCE epUMeTpy JIHH3bI Ha 360°
OpueHTaius JHH3bI e A5 CTOpPOHA JMH3bI 00palIgH® K Nepe/IHeil CTOPOHE I1asa.

K@oxa'sauo na PUC. 5, npu p JIOYKEHUH OPHEHTAIMOHHBIX
K BBepXy cnpasa (A) u Buudy ciieBa (B) nepennss cropona
JAH361 o0palleHa K HabIoaaTesmo.
v

-7

NOKA3AHMS: Y Q%

3a/iHEKAMEPHbIE JTHH3BI LuxS@’tTM TORIC noxa3zaHbl u@epsu‘moﬁ UMIUIAHTALHH C IETbIO

KOPPEKIHUH 3pEHHs TIPpH "b&{ C NpeALICCTBYIOUIHUM acT TU3MOM POroBulibl MOCJIC YAAJICHUS

XpycTajuKa ¢ KaTapaxTo" B3pOCITBIX manueHTos. Jl npeiHa3HavYeHa Juis um@mauuu B

&

IS S
(Y O

VCJIOBHSI HPH@-!EHM, NOTEHLMAJBABIE MOTPEBHTEIN () OBJACTH

&D

MPUMEHEHHUS -~ @)
JIunsa npezmama@% Julsl IEPBHYHOMN mvmnamaﬁ JUISL KOppeKLnH aakuu ()CJlle NAIHEHTOB

C paHee CyMCCT@BIﬂHM POrOBHYHBIM ACTHI" H3MOM T UCITOJIB30BAHHA @CJ’IOBHS’{X JeuyeOHBIX

KarncyspHbii Memok. @)

WITH neqeﬁno¢nnamqecxux mnnuuu&ux yUpeKACHH KBMH¢HI§83HHBM XHPYpProMm-

odranbsmMoIIo O (O
S T S
0] 9 N

PEKHUM PABOTBI: N &

S
UOJI LQmmTM TORIC, pazmemen@z B KaricyJIspHOM MeIIKe, @Taymr KaK MmpeaoMisionias

cpesia eenbio KoppeKinu adakuu ¢ (:7) JIIECTBYIOMMM acTurmatuamom. UOJI LuxSmart™ TORIC

mer@ Topuueckyio ¢Gopmy Ha GayTHel ONTHYECKOH NOBEPXHOETH, A TAKIKE OCEBBIE METKH,
o@qa}omue IJIOCKHIA Mep@au uauHapa  (wmoc  udERHapuyeckyio ock) (PUC. 5).
ConocTaBlieHHe 0CEBBIX METOK C TOCTIEONEPAITMOHHBIM KPYThIM MEPUAHAHOM POrOBHILLbI (1LI€]1E€Bas OCh

pamemeuux) rapaHTHpYET NMPaBUJIbHOCTE PasMEIICHUA W ONITHMAIIbHBIE PE3YJILTAThI.
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NPOTUBOIIOKA3AHUS U NPEIOCTEPEXXEHUSA: @

C BpaueOHOM TOYKH 3PEHHS, [IPH JIFOOOM M3 CIEAYIOIHX 06CTOATENLCTB (HO He orpaﬂu@aaca 9THM)
clieflyeT OLEHHMBaThb COOTHOLICHHE IOTCHLMATbHBIX PHUCKOB W NPEUMYINECTB: Pe
TSKENOe BOCHAICHHE MEPEJHEr0 MM 3aJHEr0 CerMeHTa WJIM YBEHT, MallHEeHTBI,
MOJXKET IOBJIMATL Ha cnocoOHOCTE HAbII0AATh, IMarHOCTUPOBAThL HIIH JICYHTH 38
CerMeHTa; XHpPYPruyecKHe TPYAHOCTH C NOBBIIIEHHEM MOTEHIHANa Ui OCJI0
NOCTOSHHOE KPOBOTEUYEHHE, CYIIECTBEHHOE TIOBPEXKICHHE pa1yskHoi o6onouku{HekoHTporupyeMoe
NOJIOKHUTEIBHOE JABJICHHE HIIM CYLICCTBCHHbIH Npojanc MM noreps CTEKNOBHAHOTO Tena W ap.);
nedopMalus riaza BCJISACTBHE NPEAILCCTBOBABIICH TpaBMbl WM Je(ekTa pasBUTHs, B pe3ysbTare
KoTopbiX Hajuiexkamas pukcauns MOJI cranppuTcs HEBO3MOXKHOM; 06CTOSA cnaa, KOTOpPbIE MOTYT
TNIPUBECTH K MOBPEKAECHUIO YHIOTEINS B POLEcce HMIUIAHTALMH; Nanue KOTOPBIX HH 3a/1Hss
Kamepa, HHU MOSICOK HEIOCTATOYHO LeJIbI %% obecnievyenus puxcanmm; &pwue Ha MHKPOOHYIO
HHPEKIHIO. (O @

Topuueckue MOJI ne peKOMeHJIOBaHb@[lpH NpeAIeCTBYIOLIEM H@aaunbﬂom acTHIMaTh3Me,
paaManbHBIX pa3phiBax BO BpeMs K OTOMHH, NOBPEKACHUH noséxa, a TaKKe NpH OJKHIAEMOit
OOLIHPHO# KarncyJIOTOMHH. @)

Kak u npu mo60oM XHpYpraueckom n@waTenbcme, HMEET MECTO p@. IloTeHuMaIbHBIE OCIOKHEHHS
XHPYPrHYECKOTO JIeYeHHs KaTapakybl MOryT BK/IOYaTh, HO M) OrpaHMYMBATHCHA CICAYIOUMM:
BTOpHYHAs KaTapakTa, Bocnaie (MPHIOLMKIINT, 3paqxoaan%mmmax MeMOpaHa, BoCHaJIeHHe
CTEKJIOBHJIHOTO TelNa, IIHCTOH/THBI MaKyJIspHblH OTEK, TOKCH‘{@ CHHJIPOM II€PE/IHEI0 CerMEeHTA...),
KOpHEalbHOe TOBPEkK/IeHHE @memm, a0 TanbMUT, OfchioeHHE CceTHYaTKH, OTEK POTOBHIIbI,
3aKynopka 3pauka, nponan@auyxmoﬁ 000104KH, TMINOHHOH, IJIayKOMa, IPOCaYHBAHHE paHbl,
rudema, atpodus panymﬂd@onoqxn, MpOJIANC CTEKIOB ro tena, cMelieHne win Haknon MOJI,
ONTHYECKHE HANETHI HITH (TIPMYTHEHHS, otOnecku M Br@wmue XHPYPrHYECKHE BMETHATEIIHCTBA
(Takme Kak ycrpaHeHHe@pocaanaHm paHbl, acnHpauusi CTEKJIOBHIHOIO TeJa, épaunax'romuﬂ,
nepeycranoBka niu 3amena MOJI, penapanus oTCI0EHASECETYATKH H AP.).

HUOJI cnemyer mMmiagIfpoBaTh B COOTBETCTBHH CQ_CIIE/YIOLMMH yx&aunxmugenpamnwoe
MCIIOJIb30BaHME MOXKEP FTPOKaTh 3/I0POBLIO MAIIHE .

He wucnomns3orath JI. cTepuIBHOCTH MIH Ka 0 KOTOpO#l Haxousrces @ COMHEHHEM B

BaHHS 3a/IHETO
Wil (TakuX Kak

pe3yJibTare noBpe Ul YTIaKOBKH. /\/
He neitaiitecs B 3MEHSATh WK Nepe/1eNbIBaT, OMCTBO WJIH €ro KOMHOH@‘H.
He ucnons3osa ocJjie NCTEHYEHHs CPOKa ro/IHOGTH.

He ucnoas30BaTh 0€3 BHCKO3JIACTHYECKOTO opa. §

Pb nioBTOpHO. [loBTOpHOE HCIOJIB30BANNE MOKET YTPOXKATH BAOPOBLIO NALMEHTA.
¢
He crepunusyiire MOJI nosTopHo, nocxo@y 9TO MOMKET MPHBECTH K naTeanbm 100OYHBIM

s dexram 0
He umnn@pyme JIMH3Y B MEPEIHIO0 epy WJIK B IIHJIHAPHYIO Go@y.

Bpamen@' juH3el  LuxSmart™ T MO OTHOIIEHHIO K 11 Ol OCH MOXET CHHU3MTH
3¢¢exa@nocn> e¢ KOPPEKIHH acTHIMATI3MA. .

Yrno cmeuieHue  Gosnee  30°SMoXkKeT TMPHBECTH K YBEAMUYEHHUIO 110CJIE0NEPallHOHHON
uum@puqecxoﬁ pedpaxumnn. Ipiieo6xoammocTn nepeycTano, JIHH3BI €€ ClIe/lyeT NPOBOAUTD
K O’KHO paHblIe, 10 HHKAICY H JIMH3BI.

VTuiu3anus cUCTeMbl HMILIAHTALIMK U1 BBEACHUS HUOJI pnomxua NMPOBOJIHTLCA B COOTBETCTBHH C
MECTHBIM  3aKOHOIATECJIbCTBOM O MEIMIIHHCKHUX  OTXO0/JaX, XapakKTepHu3YIOUIHXCS  PHCKOM
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uHQuuupoanus., Cucrema ummnantanuu MOJI nocne ucnonas3oBanus Knaccu(bnuupyeT@(ax KJ1acc

orx008 b 1 0/mkeH ObiTh yTHIM3MpOBaH B cooTBeTcTBUM ¢ Canllun 2.1.3684-21. @

@

He ucnosb3yiiTe gannbie pe)pakiny 1J1si pacyeToB, IIOCKOIbKY HaJIHUHe ACTHIMATH3YA B Y IATIACMOM

@
i

MEPBI NIPEAOCTOPOXXHOCTH: C)Q

« Xpauuth TpH KOMHaTHOH Temmepatype. He s3amopaxusarh. PexoM@nnaumu: Wsberaiite

CCTECTBEHHOM XPYCTaJIMKE MOXKET NOBIIHATL HA PE3YJIbTATHI.

Temieparypbl HuKe 5°C u Boie 45°C. Q
« HOJI LuxSmart™ TORIC, c6an3 POBaHHBIA  COJNEBOH  pa W HMCIOJIb3yEMBbIH
BHCKO3JIACTHYECKHI pPacTBOp mepes eICHHEM XHPYPrHYecKoro @?Memarenbcma JIOIDKHBI

XPaHUTLCS B TEUYEHHUE 110 KpaiHeH Mepe @MuﬂyT IIpH TEMIEpaType MQywyM 20°C.

* Jlns uMnIaHTaUH nmpaoxynapnbrx@m HeoOX0/IMM BBICOKHH yP b XHPYPIrUYECKHX HABBIKOB.
[Ipexne yem npucTynarb K umnnax:rgun MHTPAOKYIAPHBIX JTHH3 YPr A0JKEH NPOHTH MONHBIN
Kypc o0yueHus. ) Q

* Ilepen BCKpBITHEM 3allMTHON YHAKOBKH H HHﬂHBHZIyaJIbHO%’TCpHJleOI‘O naxerta/0inHCcTepHON
YIAKOBKH CIIEy€T IIPOBEPHTH @enb NOJI, e€ onTuuecky:o chsty n CPOK I'OJTHOCTH.

* CTepHILHOCTH W3/IENHs Ta HpYyeTCcs TOABLKO MpH COOMGHEHHH LETOCTHOCTH WH/IHBH/LYalIbHOIO
CTEPH/ILHOTO MaKeTa. @D,Qh

* OGpamarsest ¢ JIMH30M Cleayer octopoxkHo, 4TOGHI u@eman NOBPEXK/ICHUH noae@oem WJIH
ranTHKH. @) @) AN

« CiieayeT TLIATEILHO mbiTb UOJI nepen nmnnama\geﬁ. He 3amaunBath 1 He npbMbsars MOJT B
KakuX-1n00 Apyrux pagrBopax, Kpome crepunwo@anaﬂcupwaunoro conesormopa.

* CneayeT HaIOKHOY 0T THCS, YTO TMH3a TOTHO HUMIUIAHTHPOBAHA B KanCyJsiPHbIA MEIIOK.

* B ciyyae npoae,@m 3aHEH KancyJl0TOMHH € LIbIO J1a3epa Ha HTTPHii- HHHEBOM rpaHarte
(YAG-na3epa), oﬁxom«mo obecneunts (GoKYEHpOBKY Jsyda Jazepa HCC@KO no3aju 3aaHen
KaricyJibl. @ )§' D

* UnuBuay @su3aiiMio XHpY proyecku BbBBoro acturmarusma (XBA @Me}myercx NPOBOAUTH

HCXO0/1d U3 uaunyanbnoﬁ XHpypruvec TEXHHKH H paHEEC NMOJIYHEH PeE3yJIbTATOB. NOCKOJIBKY

7
pasmcep l§’aCHOHO)KCHPIC XHPYpIru4 O paspesa MOryT nosmmua BBIPAXKEHHOCTH H OCh
nmocJieo GO IITHMOHHOTO acTUIrMaTru3smMa BHILBI. &,

\J g
. ﬂn@yquHﬂ ONTUMAJIBbHBIX peava'roa CICAYET YUYHTBIBATDH Wi aCTHrMaThu3Mm POTrOBHIILbI.
@ - -
» INOJIHOT'O YAaJICHHST BHCKOQ " [ACTUKa C ICPCJAHCH H 3 ITOBEPXHOCTCH JIMH3bI TOCIE

UM HTallUHu B KaﬂC}’Hﬂprm MCIIOK ClNeayeT cobmonare oc 0XKHOCTb, 4TOObI HE nepeKavyarb

KaﬂC)’Jlﬂprlﬁ MECIIOK, a TaK¥Xe yGCﬂHTbCﬂ B TOM, YTO B KOHII€ BMEIIATEILCTBA paHa repMETH3HPpOBaHa.

13




OcTtaTouHblii BHCKO3JIaCTHK, TEpPEKaYHBAHHWE WIHM OT/ENISeMOe W3 paHbl MOTyT cno@GcmosaTb
YIJIOBOMY CMEILEHHIO JIMH3bI OT LEJICBOH OCH pa3MeLICHHUs.
 Cneayer coGmoaath 0coGbie MEphI MPEIOCTOPOKHOCTH, YTOGbI rapaHTHPOBATH/HPABHILHOCTE

OpUCHTALlUH TOPHYCCKHX JIMH3 Ha LEJIEBOMH  OCH pasMEIICHHA B KOHIEC PYPIru4€cKoro
BMECLIATCIILCTBA. ‘Q

YINAKOBKA (KOMIVIEKT INOCTABKH) U CTEPUJIM3ALIUSA:

MOJT LuxSmart™ TORIC uuauBuayanbHO YNaKoBaHbl H NPEIBAPHTENILHO YEFAHOBICHBI B CHCTEMY
umIanTaiuu Accuject Pro B 6imerepHoit )Z@onxe. Bce Mozienu noctas Cs B CYXOM BHJIE, U HX
CelyeT OTKPbIBATh B CTEPHIIbHBIX ycnoa%& Jlns obecneuenns orcnexuBacmoctn MOJI kapronnas

. Paznmnunsie mogenu MOJI

Kopobxa cHabkeHa KapTouKoH NMalHeHTa M CaMOKICIOIIMMHUCS STHKETKAMK
MapKHpyHoTcs 1o cheprudeckomy IKBHBAJICHTY H LHJIHHPHYCCKOMH onyy deckoii cue. Cheprueckuii

IKBUBAJICHT COOTBETCTBYCT OIITHYC CHJIC, I]OJI)"ICHHOﬁ C HO@IO OosibIIMHCTBA PaCyYE€THLIX

O

B ynaxoexe cooepoicamesi: Y ‘Q%

hopmy.

Bee Mmoaenu crepuimsyrores OKC@M ITHJICHA.

- JIuH3a WHTpaoKyspHas, @ycmuomennaﬂ B OJIHOPA3OBBIH MHIKEKTOP JUIS WMIUIAHTAllUH

(Accuject Pro oanopasosas

- Unctpykums no npuMen

- Camokuiesiiuecst OTHKETKH - 8 wr.
@
YKA3AHUSI 110 BENTOJIB30BAHUIO: @)
1. IMepen onepait pady cleayer OnpeienuT %’Tmecxylo CHITY nnamdpy K MMIUIQHTALHH

O

JIMH3 ¢ TOMOIIBI0 METO/IOB pacyeTa H Toqnb§3mepeunﬁ 6uomeTpuH, B 3@PUCHMOCTH OT OMbITA

| &
- Kaprouka nanuenra - I@T-' 5
3
o

XHpypra, npe;
BHCTAHT, yKa3aHHble Ha KapTofLHOH KOpobke ¢ THH30i, SBISIOTES OPHEHTHPOBOUHBIMA.

YTeHHMH W/uim ¢ nomog& TOPHYECKOTO KajlbKyldaTdpa. PeKoMeH10BaHHbIE
3HaYEHHS A-K
2. llepen H@E‘T’OM orepaLmy ONepupyeMbIH-IIa3 ClaeayeT pa3sMeTUTh (CO@HO [PEeANOYTHTEIIBHOMY
MeTOJ1y JARHOIo Bpaya) JUIsl 4eTKOro yx@ma LIEJIEBOM OCH pasmeLnie

X
3. Hepe@mnaﬂmuneﬁ JIMH3BI CHCJIYQOCMOTPCTB YNaKOBKY H Bbl Th €€ MO/ICJIb, ONTHYECKYIO
@

Ppepuyeckuii KBUBAICHT ?@Hnuunpuqecxym cuiy), ¢ FOAHOCTH W HAJUIeXKALLYy IO
) KPBITh KapTOHHYIO KOP(@’ H OCMOTPETh CTepPHJIH HHYKO OJIMCTEPHYIO YTaKOBKY,
COJAEPIXKALLYIO JIMH3Y M CHCTeMY HMIUIAHTAUHH. YOeAHWTEeCh, YTO COAEPIKMMOE HE HOBPEXKJICHO.

VY6enureck B TOM, 4TO HH(POPMAIIHA HA ITHKETKe OIMCTEPHON YNAKOBKH COOTBETCTBYET HH(pOPMALIUH
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Ha BHEIIHEH KOpOOOYHON YNaKOBKE W Ha CAMOKJIEAIMXCS AITHKeTKax. BekpbITh @ncrepr{y}o
YIAKOBKY TakuM 00pa3zoM, 4To0bl yCTPOHCTBO OCTAIOCh B CTEPHIIBHOM T0JI€. §

5. OcMOTpeTh YCTPOHCTBO M yGemuThes, UTO OHO He moBpexaeHo. Jluusy cnea§@r TwarensHO
NPOMBITH cOATAHCHPOBAHHBIM COJICBBIM PACTBOPOM [1yTEM OMOJIACKMBAHUSA Yepe3 KPHUHK KapTpHDKa
(PUC. 1) n ¢ konua 3arpysounoii kamepsl (PHC. 2). Creayer oGs3artesibHo 0 €4YUTb IMOJIHYIO
rUJpaTalMio KapTpHDKa K 3arpy3o4Hoit kamepsl. [Togoxkaure B Teuenue 30 cegyHa. Unctpykumn o
TOM. KaK MOJHOCTBIO MOArOTOBUTH YCTPOHCTBO K HMIUIAHTALIMM, HE TTPH KacaxcoBeprocm HOJI,
CMOTPHTE Ha MpUJIaraeMbIX pUCYHKaX: (O

PHUC. 3: 3akpbiTh KpbUIbIIIKA 3arpy3oqno@rwepm. ITpu cpaGa'rblaa}m@sxaumma (ukcanmn c
3aLIeNKON JIMH3a HaIEKHO PUKenpyeTcs Q&eme. ™

PHUC. 4: Hanectn pactsop BHCKOYJIaCTHKA) HEpe3 KOHIHK KapTpHuKa. Y@&urses, uto BHCKOINACTHK
LEJIMKOM 3a110JIHHJI KOHYHK nnxcemop@luma rOTOBA VISl MMILTAHTAFIHI:

6. BBIMOJIHATL MMIUIAHTALMIO JIMH3LIBWMaKCHMaIbHO KpaTyaiiiee @a 110CJIE MOJTHOH NOAIOTOBKY

JIMH3BbI. @ @

Z) %
7. BBecTH KOHYMK KapTpHKa B p@p& C HAaKJIOHOM uaxoueqHMKH»(eKTopa, oOpaméHHbIM K ria3y

namuenta. [1poomKuTh, ocmp@o, HO HENMPEPLIBHO HAXKHM HOPILLIEHb, 10 YCTAHOBKH JINH3bI B
KarCyJIsipHbIil MELIOK. N, @%)
8. Yrunusupyiite cucremy aHTaUuH. Qb

9. Jlunzy cieayer MMIUI poBark Tak, 4toObl ee n@mu NOBEPXHOCTh ObLia alieHa K
nepeiHeil OBEPXHOCTH @m. Opuentamns MOJ1 MO)I@ OBITH MpOBEpEHa BU3YATBHBIM OCMOTPOM
rantuku. Kak noxaaaﬂ(gba PHUC. 5, xoraa raumqecm@cmsxu pacnosiokKeHbl BBep® cnipaBa (A) n
BHHU3Y cneBa (B), nep i CTOPOHA JINH3bI oGpauxe@ HabmoaaTesno. @

&

10. Conocrasbre MeTku oceii MOJI ¢ pasmeyeHHO e/mnonaraeMoii 0Chio ycmu@u.

IS : &
I @)
y

©
N
Y
N
&

S

‘puc. 3

&

3 3
1y g
S @

©) puc. 1 @‘)Q'pnc. 2
&
Ny
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@%g@
'L

puc. 4

BO3MOHO [pOBEICHHE PA3IMYHBIX XU

S Sﬁ’ s
puc. 5 pHC.)6

&

3arpykeHHoi muu3oit LuxSmart™ TORIO& ™

MpoueaypY, NOAXOAALLYIO JUlsl NAIHEHT, Q
O 706BIX CepPhE3HBIX MHITHICHTAX, CBAIAHHBIX C YCTPOHCTBOM, cneug, YBEJIOMJISTE IIPOM3BOUTEIS

H KOMIIETCHTHBbII rocy,uapcmenuui’@praﬂ, B KOTOPOM 3aperucTpufoBaH Nnoab30BaTelib.

N
1000 110

CJICIUCT HMCITOJIB30BaTh TOJIBKO pacTBOP BHCKO3JACTHUKa HU3KOH I cpe,u [EH BA3KOCTH. CnezxyeT

HCIIONB30BATh  TOJIBKO CHCTEMY HMIUIAHTIPH, NPEAOCTABICHHYIO BM@ C TMpeaBapUTEIIbHO

THYCCKHX BMEIIATENLCTB, #yXHPYPT JIOKeH BBIOpAThH

9
CHUMBOJIbI, MCﬂOJ]b3YEM§ HA 9THUKETKAX: F
CumBoa Onucanne C@X
YSMARTT HasBanue Mozenn §
D [onTpus (O
= -
¢B NTHYECKHI THaMeTp ~ &
6T o O6uwmii mameTp 5 ('—%
SE @.? Coepuuecknii BKBHBaﬂg &@
CYL eckasi cuna
(J Lluams apuy §% /\/@
SPH OnTuueckas cuia
= S
11 mm OO6uwmit tnamerp f%\' =
OnTuyeckuit zmajgp
Cepuitbrii HOMG@

Hcnonn3ora

R,

=
O
6 MM N
= &
I'-’»_'{ §
(O
Q4
S

VLJ

Howmep no ory

(@S) & @

Jlara np@oncma §

&

Jor & S

A-Constant (est)

A-KOHCTaHTa
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Crepuiu3aiys ¢ IPUMEHEHHEM 3THIICHOKCH/A

HE UCITOJIL30BATD [TPH ITOBPEXJIEHHWH YITAKOBKH

HE CTEPHUJIU30OBATL [TOBTOPHO

HE UCIIOJIb30BATH [TOBTOPHO

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

@@@@ ©@)\§

L=

-
CE ¢ Homepom BEPAIOIIETO YUPEKACHHA — nonfgepxmaeT COOTBETCTBHE C

Hopmamu EC @

Y
[Tepen n HEHHEM ClIE/lyeT O3HAKO A ¢ MHCTPYKLHEH 110
P P Y TpY

NpUMEHEHHIO

Na)
Temnep@a xpanenus ot +5°C 1o Ko@mﬁ TEMIepaTypsbl

0 Q

SNERENCEEE]

ﬁ

L)
Octopexkno! Obpaturech K HHCTPYKWHH 110 IPHMEHEHHIO

(O S

N

NMEPEYEHL HALIMO BHBIX W MEM@POHHMX HOPMATHBHBIX
JJOKYMEHTOB/CTAH OB, KOTOPBLIM C@TBETCTBYET MEIIHS/IHCKOE
U3/IEJIME S

O
c

—

—

KAYEC

AC
Omnncanne g
: o

EN ISO 13485:2016

&

H3nenus MeInLUHHCKHE. Cuc%u MEHE/DKMEHTAa KauecTBa. Tpeé@uu Juis ueneii
peryJimpoBaHus ~

(@)
1SO 10005:2005 £~

v

CHcTeMBI yIpaBaeHHs Kaq@som - PyKOBOACTBO 10 niaHam TBa
)

F

” =

BBIEOPOYHbII KOHTPOJIb
U

- -~
IMpouenypsi Bblﬁop(%ro koHTpona no atpubyram. ;HMacte 1. Cxembl BeIOOpOUHOro
ISO 2859-1: /A1:2011 |KOHTpONs, HHAEKC HHBIE 1O npeneny npuemo'mm/mqecma (AQL) mns koHTpoOss
(#a)

KaxK/10H napTum

A~
=

Q

EN 1S08F51-1:2014

DODO

ITpoue )
pouenypsl nm

=
HOrO KOHTPOS /Uit KOHTPOJIA n@pemeuubm. Yacts 1.
CrennduKauns HaHOB 0ZIHHOYHOTO KOHTPOJIA, HHAEKEHPOBAHHBIX M0 MPHEMOYHOMY
npeneny kauecysd (AQL), 115 KOHTPOAA NapTHH 33 NAPTHelT N0 OAHOI XapaKTepHCTHKE

KauecTsa u o vy AQL

EN ISO 15223-1:2016

Fpad)xmecxue CHMBOJIbI /15 HCIIOJIb30BAHHA B MAPKHPOBKE MEIIHLIHHCKHX n3nenui

EN 1041:2008/A1:2013

HH(])opmaunn, noaroTasjiuBacMas NMPoOH3BOANTEEM, CONMPOBOKAAOLIAA MEAHIITHHCKHE
H3AC/1Hs
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3

CTEPWJIU3ALIUA

EN 1422:1997/A1:2009

CrepuauzaTopbl Ui MEAHUMHCKHX uesieil. Crepunnsatopel Ha ocnon@ccuna STHJIEHA.
TpeGoBanus ¥ METO/IbI HCTIBITAHHIH

EN 556-1:2001/AC:2006

Crepunusains MeMUHHCKNX H3zienuii. TpeGoBaHus K MEANIMHCKUM JTHSAM,
obo3nauaembiM kak « CTEPUJILHBIE». Yacts 1. TpeboBanus k oko JIBHO
Q

ENISO 11135-1:2007

CTEPHIH30BAHHBIM MEIMLITHCKIM YCTPOHCTBAM
1: TpeboBauusa K

H3alHH MEANLIHHCKHX

Crepunusauus MEJHIMHCKON NPOAYKIHH. DTHICHOKCHIL
paszpaboTke, BaIuJaUnn U TeKyLIeMy YIPaBJIeHHIO MPOLECCOM

u3aenuit ~

ISO 11135:2014

OoBaHMs K pa3paboTke,
MEJIHLIHHCKHX H3/1EnHiT

Crepuimsauns MEAHLMHCKOH MNPOAYKUMH. DTHIEHOKCHA.
BATHAIHHA H TEKYIIEMY WHPABICHHIO NPOLIECCOM CTEPHIN3

EN ISO 11138-2:2009

&7
Crepunuszauus  us3 el MEIMIHHCKOrO HA3HAYCHHA Yacte 2:

Buosnornyeckne uH Pbl [UIA TIPOLIECCOB CTEPHIIH3ALY

HHAUKATOpOB -
CHIOM 3THJICHA

EN ISO 11737-
1:2006/AC:2009

Crepunusaums

HCKHX  M371eqmii, Muxpoﬁu@ruqecxue mertoabl. Yacte 1.
Onpenenenne no LMK MHKPOOPraHM3MOB Ha Mpo 1 + Texnnueckoe ucnpasnenue |

ENISO 11737-2:2009

MLHHCKUX H3JEIIHii. Mm(poﬁuono@ecxue metozel. YacTs 2. Menbitanns
NPOBOAHMBIE NPH onpeneneuu* unauuu 1 obcayRKHBaHHH npouecca

Crepuinzaums Me
HA CTEPHIILHO

[Hy

CTEPHIIH3ALINK = @
.§1PABI[EHHE PUCKAMM o
EN ISO 14971:2012 H3penns nuHHCcKHe. [TpuMeHenne MeHenm&m PpHUCKa K MEJIHLIMHCKHM H3/1EJIHAM

EN 62366-1:2015

&7
H3nen nuHHCKHE. [TpoeKTHpOBaHNE M p‘ HHCKHX H3/IeJIHil C y4eTOM
POEKTHP @ Y

3KCI'%»HHOHHOFI MPUTOAHOCTH

BUOJIOT'MYECKAS BE30O OCTb

EN ISO 10993-
1:2009/AC:2010

THCKMX u3aenwmii. Yacts 1.
paMKax MpoLecca MEHEUKMEHT,

O, a OHOJIOrHYeCcKOro neicTBHA Me

Ka 1 HCClea0Banus TeCTUpOBaH KaMH

EN ISO 10993-3:2014

TIMHCKAX W3aenuit. YacTts 3. “

€pPOreHHOCTH M PENpO/y KTHBHOF-TOKCHYHOCTH

eHKa GHonornueckoro aeicTeus
rﬁdccnenonaﬂux F€HOTOKCHYHOCTH,

EN ISO 10993-5:2009

&

OueHka 6HOIOrHUECKOro JeHCTBHEME IMIIMHCKUX H3iennii. YacTs 5. @
HMccenenoanns Ha LIHTOTOKCH METOJIbI in Vitro ¢ @

EN ISO 10993-6:2017\
—

Otrenka 6MOIOrHYECKOro aeii
MECTHOI0 BO3AEHCTBHA 110C

—
A MEAMIIMHCKUX M3aennii. YacTsb @lccnenoaauun Ha
IUIAHTALIHA. Ny

— -

EN ISO 10993- %

O

Bronornyeckas oueHka Me CKHMX YCTpOiicTB - YacTs 7: OCTQI CTEPUIN3ALIMH

7:2008/AC2009 P~ ITHJIEHOKCHAOM @
EN ISO 10993 \1 3 Ouenka 6HONOrHYeCKo, HCTBHA MEIMLIMHCKHX H31e/Hii. &lb 10. UccnenoBanus
go pasapakaroLero u ceu%mmpywmero neiicTBuA

EN ISO 10995- ?“.2012
Vars

> &J
Ouenka OGnonoruy neficTis MemuIMHCKHX w3nenuifeYacts 12. [lpurotosnenne

ec
npod un xonmonblln;gam A

—0
EN ISO l(@-n:zow

~ 7
Ouexka Gxionorugro NefcTBUSA MEIHIIHHCKHX H3/1 . Yacts 17. YcrasoBienne

NMOPOroBbIX 3HAY JUIA BBIMBIBACMbIX BEILECTB &)

EN 15@93-18:2009

Ouenka 6uoso KOro JeficTBHS MeIHIIHHCKHX m%nm‘i. Yacrs 18. MccnenoBanue
o
XHMHUECKHX CTB MaTepHaIOB

Espo Kas (apmakones
)

L4

Bamepuans@annmoxcnﬂu

@ VITAKOBKA

ENISO 11607-

VnakoBka U1 MEANLHHCKHX M3AENHil, nouiexamnx GuuHmmHoi crepuanszauny - HYacts 1:

1:2009/A1:2014

TpeGoBanns K MaTepHaiaM, CTEPHIbLHBIM CHCTEMAM Dapbepa H CHCTEMaM YNaKOBKH
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ENISO 11607-
2:2006/A1:2014

VnakoBKa /UIs MEANLIMHCKHUX H3/eNnil, moanexammux GUHHLIHOM cTeprIns3 :
Yacrs 2. TpeGoBanus K BaIMAALNH NPOLECCOB (POPMHPOBAHHA, TEPMETH’ u cOopku
O

MHTPAOKYVJISIPHBIE JIAH3bI oY

ENISO 11979-1:2012

"4
HmnnanTatsl opransmonoruueckue. MHTpaokyaspHeie aun3bl. Yacts @epmuuonorm]

EN ISO 11979-2:2014

HUmmnantatel  odranemonornyeckne. MHTPAOKYNSIpHbIE JIMH3bI. b 2. Onruyeckne
CBOJICTBA M MeTOMIbI HCMBITAHMIT + TexHimueckoe uenpapnenne 1

EN ISO 11979-3:2012

WmnnanTarte! odpransmonornueckue. MHTpaoKyaspHbie JTUH3bL. ‘l@ 3. Mexannueckue
CBOMCTBA M METO/Ib! MCTILITAHMHIH &)

EN ISO 11979-

HMmnuanTatsl odransmonorinueckine. HHTpaokyaspHsie nuﬂzu@cn 4. DTHKETHPOBAHHE H
HHpOpMaUns ay

' 4:2008/A1:2012
EN ISO 11979-5:2006

Hmmnanrars O(bTaﬂbM@"H‘ieCKMe. WuTtpaokynspHbie nuu@acn 5. Buonoruyeckas
COBMECTHMOCTb

EN ISO 11979-6:2014

7 S
HmmnanTtatsl o soruyeckne. MHTpaoKyspHbie mel. Yacte 6. Cpok roaHocTH u
CTabMIBHOCTh TIPH CIIOPTHPOBAHHH €73

A 4

EN ISO 11979-
8:2015/A1:2011

HmnnanTathl oq)'r&l%uonoruqecxue. BuyTpuriasusie @Ebl. Yacts 8. OcHOBHbIE
TpeboBanus @5)

§mmmscm OLIEHKA &

MEDDEV. 2.7.1 sep.4

Pyxononcm@o KJIMHHYECKOli OLeHKe Memx@cxm u3aennii - pPyKOBOACTBO JUIs
NPOU3BO, il ¥ YIOJHOMOYEHHBIX OPTraHOB @

CE

EU OJ C 226 ot 10/07/2015

§
Kommy Komuccuu B pamkax pemnn@emm Cosera 93/42/EDC ot 14 nions
1993 reQ MEAHUMHCKUX YCTpOHCTBaX (@)

—
ﬁ;ﬁ?:;?g;::ﬁ:;? —_— T Ba Cosera 93/42/EDQC or 14 1993 r. o meaMuUMHCKHX YCTpoiicTBax c
| 9'93"1 064,,'[_)} o no aMH, BHECEHHBIMH JIUpeKTHB 5 2007/47/EC Esponefickoro napiaMeHTa M
s il C ot 5 ceHta6ps 2007 r.
11.10.2007005.001-1 L -"\@

O O .
S S
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I'opon MockBa

Poccniickan @enepanns @
3
@

BoceMHaauaToro HiJs B¢ ThICHYH JABAAUATH TPEThEro roaa

S, Muirein Onsra HukosaesHa, BpEMEHHO UCTIOMHAIOIUH 0053aHHOCTH Hmpnyca ropoaa
MoOCKBBI Anmexuna Epreaus BnagumupoBuYa, CBHIACTCIBCTBYIO nonnn@crb MOATTACH
neperomumka TapaH MpuHbl BOPHCOBHBL

[Moamuch caelaHa B MOEM MPHCYTCTBHH. @)

JIMYHOCTH MOJIMUCABIIET0 JOKYMEHT YCTaHOBJICHA.
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