]

particulas aderidas na superficie do produto para evitar reagoes inflama-
térias e contaminagéo do paciente. Prossiga com o implante no estroma
corneano por técnica cirdrgica especifica.

No site da Mediphacos podem ser encontradas as técnicas cirrgicas reco-
mendadas para a implantagdo do Keraring.

A cirurgia de implante do anel demora alguns minutos, variando de acordo
com a técnica cirtrgica, a habilidade e a experiéncia do cirurgido.

TECNICA MANUAL

Na técnica mecanica ou manual, o cirurgido deve marcar o centro da
pupila para usa-lo como ponto de referéncia durante o procedimento. O
centro pupilar da cormea é marcado com um gancho Sinskey. Este é o
ponto de referéncia. Para o procedimento manual, uma incisdo radial de
1,0 mm de comprimento criada de 70-80% de profundidade na espessura
do meridiano mais curvo da cémea, no didametro de 5,0 ou 6,0 mm, com o
bisturi de diamante calibrado. Isto é facilitado pela paquimetria ultrassénica
intraoperatoria. Ganchos de encaixe sdo entao usados para criar bolsas
corneais em cada lado da incisao radial. Em seguida, dois dissectores se-
micirculares sao introduzidos na bolsa lamelar girando no sentido horario e
anti-horario. Dois tuneis semicirculares sdo entédo criados e os segmentos
de anel s3o inseridos nos canais.

TECNICAASSISTIDA POR LASER DE FEMTOSEGUNDO

O laser de femtosegundo age através do mecanismo de fotodisrupgéo pro-
movendo uma dissecgao do tecido, formando micro bolhas de diéxido de
carbono e vapor de agua na profundidade escolhida. Tem o beneficio de
criar um tunel com profundidade uniforme e precisa de 360 graus, sendo,
portanto, mais seguro e sujeito a menos complicagdes intraoperatérias do
que a técnica manual.

A identificagdo do centro éptico da cérnea é feita usando uma caneta
baseada no reflexo coreano da luz coaxial do microscopio cirdrgico, so-
licitando ao paciente que fixe o centro do seu filamento. Em seguida, o
paciente é posicionado sob o laser e o sistema de sucgéo e aplanamento
do laser de femtosegundo ¢ aplicado. O sistema de sucgao e aplanamento
é centrado achatando a cérnea e o laser ¢ ativado formando um tinel de
360 graus de acordo com a profundidade escolhida (geralmente 70% da
espessura do ponto mais fino na area de 5-6 mm, local do implante do
anel) e com a incisdo no eixo da cérnea definido pelo tipo de anel esco-
Ihido. Entéo, a permeabilidade do tinel é assegurada com uma espatula
passada através dela, seguida da implantagéo dos segmentos de Keraring.

O Segmento de Anel Intraestromal Corneano Keraring tem vida util esti-
mada de, pelo menos, 3 anos apds o implante. Decorrido esse periodo, o
meédico oftalmologista deve examinar o paciente, para verificar se o anel
continua a ser seguro e eficaz e se o desempenho do anel continua a aten-
der o uso pretendido.

15.  GARANTIA E LIMITAGAO DE RESPONSABILIDADE

A Mediphacos Industrias Médicas S/A garante que o produto, quando
entregue, estd em perfeitas condictes e estd em conformidade com as
especificagbes do produto. Esta garantia € vélida até a data de valida-
de do produto indicada na embalagem externa. A Mediphacos podera,
de acordo com sua politica, repor ou providenciar a troca caso algum
defeito seja encontrado, assim que o produto defeituoso retornar a
Mediphacos.

A Mediphacos ndo se responsabiliza por qualquer incidente e consequente
perda e/ou dano que seja resultado direto ou indireto do uso ou da inabili-
dade de uso do produto em qualquer paciente. A Mediphacos nao assume
e nem autoriza qualquer pessoa a assumir em seu nome, qualquer outra
responsabilidade com respeito & garantia e riscos relativos a este produto
além das descritas neste.
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Keraring Intrastromal Corneal Ring Segment - Model

56, SG

WARNING! This device must only be implanted by an experienced eye
surgeon trained in the implantation technique of this specific device.

1. DESCRIPTION

Keraring is an Intrastromal Corneal Ring Segment (ICRS, device, implant)
are precision implantable devices implanted in the human corneal stroma
for the correction of morphological and refractive disorders. The device is
manufactured from polymethylmethacrylate (PMMA), and is implanted in
the corneal stroma as per specific surgical technique. The device acts upon
the corneal tissue by altering its central curvature and shape, thus reducing
or eliminating morphological irregularities and astigmatism. The device is
composed of one or two semicircular segments of variable arc lengths, api-
cal diameters and thickness. Each ring segment tip has a hole to facilitate
manipulation and implantation.

MODEL SPECIFICATION DIFFERENTIATION

Intrastromal ring for
regularization of corneal
ectasia.

Keraring SI5 and SI6

Arc length:
from 60° to 355°
Thickness: from 0,100 | Standard product
mm to400 mm (from
100 pym to 400 ym)

Base width: 0,600 mm to
0,800 mm

Asymmetrical intrastromal
ring for regularization of
comeal ectasia.

Keraring AS5 and AS6

Arclength: from 90° to 355°

Thickness: from0,100mm
t00400mmand from 0,400
mmto 0,100 mm (from 100
pmto400 umand from 400
pm to 100 pm)

Base width: 0,600 mm to
0,800 mm

Variable thickness along
the arc. Clockwise (W),
Counter-Clockwise

(C) and Middle (MT)
thickness increase.

MODEL SPECIFICATION DIFFERENTIATION

Keraring SG Intraestromal ring

for changing comeal
curvature

Arc: from 90° to 340°
Scheduled change of
Curvatures: 22D to 67D | corneal curvature.
Thickness: from 0,100
mm to 0,400 mm
(from 100 ym to

400 pm)

2. INTRODUCTION

Each Keraring Intrastromal Corneal Ring Segment is individually presented
with ethylene oxide sterilized in a neutral plastic case sealed in a steriliza-
tion envelope. Implant identification labels are provided and contain model
information, dimensions, serial number, lot and sterilization validity. An im-
plant card is also provided.

The product is for single use and should not be re-sterilized or reused.
Resterilization using physical (dry heat or vapor) or chemical (ethylene
oxide) methods and / or reuse of the product will compromise the physical
condition and / or functional characteristics of the device causing harm to
the patient.

3. INTENDED PURPOSE

Keraring is an Intrastromal Corneal Ring indicated for Keratoconus treat-
ment in the pediatric (8 years old or older) and adult populations. To be used
by ophthalmologists surgeons trained in the Intrastromal Corneal Ring sur-
gical technique. The principle of action of the Intrastromal Corneal Ring is
to add mass and volume to the comneal tissue, to reshape its central region
towards a flatter and more regular surface. The implantation of the Keraring
may be considered in the following cases: Keratoconus in contact lens in-
tolerant patients; Astigmatism following penetrating keratoplasty; Corneal
ectasia following Lasik; Pellucid marginal degeneration.

4. INDICATIONS FOR USE

The correct indication for implantation of the Keraring requires a thorough
evaluation of topography and pachymetry cornea’s conditions, in addition
to a complete ophthalmologic examination. The implantation of the device
may be considered in the following cases:

= Keratoconus in contact lens intolerant patients;

Astigmatism following penetrating keratoplasty;

Corneal ectasia following Lasik;

Pellucid marginal degeneration.

5. CONTRAINDICATIONS

Implantation of Keraring must not be considered in the following conditions:

= Severe keratoconus (keratometry reading steeper than 70.0 D);

Severe central corneal opacities;

Hydrops;

Following penetrating keratoplasty when graft is decentered;

Severe atopic disease associated with chronic eye rubbing habits;

Presence of active infection, localized or systemic;

Autoimmune or immunodeficiency disease;

Recurrent corneal erosion syndrome;

Extensive corneal scaring;

Corneal dystrophy;

Corneas too thin;

Vemal Keratoconjunctivitis associated with chronic eye rubbing habits.

NOTE: | s does not d the use of the device for situa-
tions that are not indicated in this Instruction, as this may impact product
performance and/or generate potential adverse events. In these cases the
use will be the responsibility of the user.

6. INTENDED USER

Medical doctors (ophthalmologists) which have knowledge in the ICRS
surgical technique.

7. INTENDED PATIENT POPULATION

Keraring can be implanted in children, 8 years old or older, and adults, men
and women.

8. PERFOMANCE CHARACTERISITICS

Keraring add mass and volume to the comeal tissue. The device acts upon
the corneal tissue by altering its central curvature and shape, thus reducing
or eliminating morphological irregularities and astigmatism.

9. EXPECTED CLINICAL BENEFITS

Treatment of Keratoconus to postpone or avoid invasive procedures;

Improve visual acuity, quality of vision and quality of life and/or tole-
rability of glasses or contact lenses;

Reduces refractive error, cylinder, topographic and keratometer
parameters.

10. WARNINGS

During clinical studies, the following complications were identified:
segment extrusion; segment migration; vascularization, opacification
and scarring of the tunnel associated with segment’ migration; decen-
tration; difficult for segment insertion or for implant; decentration or
decentered created tunnel; incomplete tunnel creation / incomplete
channel formation; patients unsatisfied because of poor refractive
outcome; poor visual outcome; anterior chamber perforation; ante-
rior corneal perforation; corneal perforation; localized infiltrate; mis-
direction of ring segment in to the stroma; inverted implanted ring;
steroid-induced glaucoma; deep implantation; shallow or superficial
ring segment placement; asymmetrical positioning of the ring; wrong
segment position or segment movement after the procedure; corneal

vascularization; corneal neovascularization; night-vision disturbances;
laser system malfunction; recurrent corneal erosion; epithelial erosion
at the incision site; epithelial defects; epithelial hyperplasia; superficial
corneal opacification; incision opacification; endothelial perforation;
incorrect entry of the channel; segment displacement; corneal mel-
ting; comneal edema; suspected infectious keratitis; infection following
implantation (keratitis); microbial / bacterial keratitis; methicillin-re-
sistant Staphylococcus aureus (MRSA) acute keratitis; late or early
infection; sterile keratitis; inflammation around ICRS; glare; persistent
photophobia; persistent foreign-body sensation; localized Descemet
detachment; corneal thinning over the incision site; broken body of
ring or segment broke; broken end orifice of ring; distant visual acuity
worse than before surgery; ring tip near the incision site; sterile white/
yellow deposits; progressive vision impairment or decreased vision;
vacuum or suction loss during laser tunneling; subconjunctival hemor-
rhage due the suction ring of the dissector; re-intervention; segment
override; residual haze in the area in which the explanted rings had
been placed, epithelial ingrow in the ICRS tunnel.

In general, these complications occurred in initial cases, resulting from
the surgeon’s learning curve or manual implantation technique. The
cases of ring extrusion may be related to long arc rings, treatment
with Cross-Linking performed simultaneously with the ring implant
and patients with a history of atopy and eye friction. The safety and
effectiveness of Keraring implantation have been established when
used as directed. However, visual rehabilitation may be unsatisfactory
if this device is not used in accordance with guidelines herein listed,
by an experienced surgeon and with precision for dissection of the
intrastromal tunnel, especially in the manual technique, or if patient
fails to receive proper post-operative care.

The safety and effectiveness of the Keraring implant are established
when used according to the instructions for use, however, the visual
result may be compromised if the device is not implanted according
to the recommended surgical technique, by an experienced surgeon
and with precision to dissection of the intrastromal tunnel, especially
in the manual technique, or if the warnings and contraindications are
not observed, or even if the patient does not receive adequate pos-
toperative follow-up.

Some patients with large, dilated pupil diameters are predisposed
to low light visual symptoms and should be appropriately advised.

It is anticipated that spectacle correction or contact lens correction
may still be necessary following implantation of this device, espe-
cially in moderate to advanced keratoconus patients.

Under mesopic conditions, patients may experience some loss in
contrast sensitivity at low spatial frequencies.

The safety and effectiveness of altemative refractive procedures
following implantation of the Keraring has not been established.

Some patients may have decrease of visual acuity after Keraring
implantation. The patient should be informed about the possibility of
visual acuity decreasing after the surgical procedure.

Patients with higher levels of CDVA (Corrected Distance Visual
Acuity) during preoperative or no vision loss after post-LASIK ectasia
should not be considered suitable candidates for Keraring implant
due to the risk of impaired vision after implantation

The progression of keratoconus is not related to the performance
of the product, it is related to the evolution of the disease itself. The
patient should be informed about keratoconus progression.

The Keraring implant is reversible and adjustable for the treatment
of keratoconus for each patient. In addition, in the case of segment
explant after implantation of it without adequate success, good results
can be achieved with the implant of a new segment, with significant
visual and refractive improvements. The patient should be informed
about the reversibility of implantation of Keraring.

If there is any damage or defect in the product’s label or instructions
for use or any suspicion of quality deviation in the product, it should not
be deployed and should be referred to Mediphacos Customer Service
(SAC) so that the product is evaluated for its quality.

If there is a suspicion of complications or adverse events associa-
ted with the Keraring implantation or serious incident with Keraring,
Mediphacos’ SAC, representative authorized and the competent
authority of the Member State in which the users and/or patients are
established must be informe.

PRECAUTIONS FOR USE AND STORAGE

Do not use after sterilization expiration date indicated on package.
The use of the expired product does not guarantee the maintenance
of the sterility of the product.

Single use only. Do not re-sterilize. The reprocess is forbidden. The
reuse and/or re-disinfection and/or Re-sterilization of the product
may not be effective and may cause inflammatory reactions, infec-
tion and contamination of the patient, toxic and mutagenic effects,
hypersensitivity and/or explanation.

The product should not be exposed to any solution other than sterile
Balanced Saline Solution (BSS).

This device must only be implanted by an experienced corneal sur-
geon trained in intrastromal comneal ring implantation techniques and
management of related complications. Otherwise the intended use
of the product may not be achieved.

Handling of this device requires the use of appropriate techniques
and instruments to ensure the integrity of the device and the perfor-
mance of the surgical technique. The use of instruments provided
by Mediphacos is recommended. The use of surgical instruments
by a professional not trained in the ICRS implantation technique can
cause comeal damage.

Any device damaged during handling should not be implanted. The
device should be discarded in the hospital waste according to the
procedure established in the institution in which the surgical proce-
dure would be performed.

The correct selection of device dimensions and position for a specific
patient depends on preoperative manifest refraction and the presence
and extent of other comeal conditions, such as keratoconus. Refer to
clinical guidelines and updated nomograms available from Medipha-
cos. Please, contact, keraring@mediphacos.com

Do not use if sterile pouch is found opened and/or damaged. Dama-
ged packaging can compromise product sterility, leading to risk of
contamination of the patient. The device should be discarded in the
hospital waste according to the procedure established in the institution
in which the surgical procedure would be performed.

Sterile packaging may have a sterilization indicator in beige and
green, in addition to brown, to indicate that the product is sterile.

Check the dimensions of the implant, the orientation (clockwise or
counterclockwise) of the asymmetric rings and validity of the sterili-
zation on the label before opening the sterile packaging.

Store at room temperature (18 to 25 °C) and in the humidity range of
30 to 70 HR%. Product stored out of recommended conditions may
impact its stability, compromising its intended use.

If for any reason the device is removed from sterile condition and it is
not implanted, then, the device must not be used and appropriately
discarded on hospital waste according to the procedure established
in the institution in which the surgical procedure would be performed.

Implant identification labels supplied must be affixed to patient and/
or hospital and/or surgeon files to in order to allow tracing of each
individual device to its end user (patient)), if necessary, as required
by national and international regulations. The implantation of the de-

vice should be performed in a sterile room with all the precautions
associated with intraocular surgical procedures.

12.  PATIENT PREPARATION

If the patient wears contact lenses, he/she should be advised to dis-
continue its use at least two weeks before their final preoperative
examination to allow accurate refraction and corneal topography
measurements.

Patients should be instructed not to wear makeup, especially around
the eyes, on the day of surgery.

Patients should be instructed not to rub their eyes after implantation
to avoid migration or extrusion of the device and to ensure proper
incision healing.

Patients should be instructed on the importance of using all postope-
rative medication according to prescription.

Patients should be instructed to contact their physician immediately if
they experience pain, irritation, foreign body sensation, or if they expe-
rience a sudden change in vision after in the postoperative period.

The patient should be instructed about the post-surgical follow-up to be
performed to evaluate the surgical results achieved and complications,
the periodicity of such follow-up should be defined by the surgeon.

NOTE: Failure to follow the care described above may compromise the
results of the intended use of the product.

13.  PATIENTS INFORMATION

Implant card supplied must be filled by the surgeon and it must be
given to the patient.

The possible extractable substances from the Keraring Intrastromal
Corneal Ring Segment identified through laboratory tests were Zinc
and Bumetrizole (which is the UV blocker of Keraring - [IUPAC name:
2-(2-hydroxy-3-tert-butyl-5 ‘-methylphenyl)-5-chlorobenzotriazole)).
According to the toxicological limit calculated for each substance,
the amounts found are at least 6 million times lower than the toxi-
cological limit.

14.  GUIDELINES FOR SURGICAL TECHNIQUE

Perform cleaning, disinfection and sterilization of surgical instruments, ac-
cording to the instructions of the instrument manufacturer. Before use, che-
ck that each surgical instrument is intact and without signs of degradation
or damage, also check that they are completely clean, without any deposit,
dirt or particle and sterile. Do not use surgical instruments if there are signs
of degradation or damage or if the sterile package is open and/or damaged.
Damaged packaging can compromise the sterility of the product, leading to
the risk of contamination of the patient.

Open the sealed box and remove the envelope containing the sterile device.
Open the sterile envelope and transfer the plastic case to sterile field. Remove
the seal from the case. Place a few drops of sterile balanced salt solution (BSS)
on the case lid and on the tip of the sterile tweezers, to eliminate any electrosta-
tic charge and easy gripping of the implant by the tweezers. The case must be
opened continuously and carefully, avoiding abrupt movements, to ensure the
ring integrity. Using appropriate aseptic techniques, remove the segment from
the kit using a specific forceps for manipulating intrastromal comeal rings. The
use of the product without observation of the aseptic techniques can promote
inflammatory reactions and contamination of the patient. Carefully inspect the
device for any breakage and/or imperfections and/or adhered particles on the
surface of the product to avoid inflammatory reactions and contamination of
the patient. Proceed with the implant in the comneal stroma by specific surgical
technique.

On the Mediphacos website can be found the surgical techniques recom-
mended for the implantation of Keraring.

The ring implant surgery takes a few minutes, varying according to the sur-
gical technique, skill and experience of the surgeon.

MANUAL TECHNIQUE

In the mechanical or manual technique, the surgeon must mark the center of
the pupil in order to use it as a reference point during the procedure. The pupi-
llary center of the cornea is marked with a Sinskey hook. This is the reference
point. For the manual procedure, a 1 mm long radial incision created 70-80%
deep in the thickness of the curved meridian of the comea, in the diameter
of 5.0 mm or 6.00 mm, with the calibrated diamond scalpel. This is facilitated
by intraoperative ultrasound pachymetry. Snap hooks are then used to create
corneal pockets on either side of the radial incision. Then, two semicircular dis-
sectors are infroduced into the lamellar pouch by rotating clockwise and coun-
terclockwise. Two semicircular tunnels are then created and the ring segments
are inserted into the channels.

FEMTOSECOND LASER-ASSISTED TECHNIQUE

The femtosecond laser acts through the photodisruption mechanism pro-
moting tissue dissection, forming micro bubbles of carbon dioxide and water
vapor at the chosen depth. It has the benefit to create a tunnel with uniform
and precise depth of 360 degrees, being therefore, safer and liable to less
intraoperative complications than the manual technique.

Identification of the corneal optic center is done using a pen based on the
corneal reflex of the surgical microscope coaxial light, asking the patient
to fix the center of its filament. Then the patient is positioned under the
laser and the suction and applanation system of the femtosecond laser is
applied;. The suction and applanation system are centered flattening the
cornea and the laser is activated forming a tunnel of 360 degrees according
to the chosen depth (usually 70% of the thickness of the thinner point in
the 5-6 mm area, ring implant place)and with the incision on the corneal
axis defined by the chosen Keraring type. Then, patency of the tunnel is
ensured with a spatula passed through it followed by implantation of the
Keraring segments.

The Keraring Intrastromal Corneal Ring Segment has an estimated lifetime
of, at least, 3 years after implantation. After this period, the ophthalmologist
should examine the patient, to verify that the ring continues to be safe and
effective and that the ring’s performance continues to meet its intended use.

15.  WARRANTY AND LIMITATION OF LIABILITY

Mediphacos Industrias Médicas S/A guarantees that the product when deli-
vered, is free from defect materials and in compliance with product's current
version specifications. This warranty is valid until the expiration date of the
product indicated on external labeling. Mediphacos may, in accordance with
its policy, restore or arrange the exchange if any defects are found, as soon
as the defective product returns to Mediphacos.

Mediphacos shall not be liable for any incidents and consequential loss and/
or damage resulting directly or indirectly from the use or inability to use
the product in any patient. Mediphacos neither assume, nor authorizes any
person to assume on its name, any other liability responsibility with respect
to this product other than set forth herein.
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Keraring Intrastromal Corneal Ring Segmen!

ISPEJIMAS! §j prietaisa gali implantuoti tik patyres akiy chirurgas,
Sio prietaiso il i ikos.

pmoky
1. APRASYMAS

Keraring yra intrastrominis ragenos Ziedas (prietaisas, implantas) — tai tiks-
liai implantuojami prietaisai, implantuojami j Zmogaus ragenos stroma, skirti
morfologiniams ir refrakcijos sutrikimams koreguoti. Prietaisas pagamintas
i§ r implantuojamas | ragenos stromg pagal
specifine chirurgine technika. Prietaisas veikia ragenos audinj, pakeisda-
mas jo centrinj kreivumga ir forma, taip sumaZzindamas arba pasalindamas
morfologinius nelygumus ir astigmatizma. Prietaisas sudarytas i§ vieno
arba dviejy pusapvaliy kintamo lanko ilgio, virsaninio skersmens ir storio
segmenty. Kiekvienas Ziedo segmento galas turi anga, palengvinancia ma-
nipuliavima ir implantavima.

MODELIS SPECIFIKACIJA DIFERENCIACIJA

Intrastrominis Ziedas
-~ | ragenos ektazijai re-

Keraring =~ e
guliuoti.

@ m@

~£ N

Lanko ilgis:

nuo

Standartinis produktas

Storiai: nuo 0,100 mm iki
400 mm (nuo

o )

Pagrindo pilotis: nuo

Asimetrigkas intrastro-
minis Ziedas ragenos
ektazijai reguliuoti.

Keraring

Lankas:

Kintamasis storis igilgai
Storis: nuo 0,100 mm iki | lanko. P
0,400 mm ir nuo 0,400
mm iki 0,100 mm (nuo

ir nuo

= rvidurinj
(MT) storis didéja.

&

Pagrindo plotis: nuo

lintrastrominis Ziedas
ragenos kreivumui keisti.

Keraring SG

Lankas: nuo 90° iki 340°

Suplanuotas ragenos

ISlinkimai: nuo 22 D kreivumo pokytis.

iki 67 D

Storiai: nuo 0,100 mm iki
0,400 mm (nuo 100 ym
iki 400 pm)

2. PRISTATYMAS

. Pateikiamos implanto identifikavimo etiketés,
kuriose yra modelio informacija, matmenys, serijos numeris, partija ir sterili-
zavimo galiojimas. Taip pat yra implanto kortelé.

Produktas skirtas vienkartiniam naudojimui ir jo negalima pakartotinai steri-
lizuoti ar naudoti pakartotinai. Pakartotinis sterilizavimas naudojant fizinius
(sauso karscio ar gary) arba cheminius (etileno oksido) metodus ir (arba)
pakartotinai naudojant gaminj pakenks prietaiso fizinei buklei ir (arba) funk-
cinéms sAvybéms, o tai sukels Zalg pacientui.

3. NUMATOMAS TIKSLAS

Keraring yra intrastrominis ragenos Ziedas,

Naudoti chirurgy oftalmologai, ap-
mokyti intrastrominio ragenos Ziedo chirurginés technikos. Intrastromalinio
ragenos Ziedo veikimo principas yra pridéti masés ir apimties ragenos
audiniui, kad jo centriné sritis baty lygesné ir taisyklingesne. Keraring im-
plantavimas gali bati svarstomas Siais atvejais: keratokonusas pacientams,
netoleruojantiems kontaktiniy lesiy; Astigmatizmas po prasiskverbiancios
keratoplastikos; Ragenos ektazija po Lasik; Pelluciding ribiné degeneracija.

4. NAUDOJIMO INDIKACIJOS

Norint teisingai implantuoti Keraring, reikia nuodugniai jvertinti ragenos
topografines ir pachimetrines salygas, be pilno oftalmologinio tyrimo. Prie-
taiso implantavimas gali bati svarstomas $iais atvejais:

5. KONTRAINDIKACIJOS

Keraring implantavimas negali bati svarstomas Siomis sglygomis:

Sunkus keratokonusas (keratometrinis rodmuo statesnis nei 70,0 D);

Stiprus centrinés ragenos drumstumas;

= Hydrops;

Po prasiskverbiancios keratoplatijos, kai transplantatas yra decen-
truotas;

Sunki atopiné liga, susijusi su létiniais akiy trynimo jprociais;

Aktyvi infekcija, lokalizuota ar sisteminé;

Autoimuniné arba imunodeficitiné diazé;

Pasikartojantis ragenos erozijos sindromas;

Didelis ragenos ggsdinimas;

Ragenos distrofija;

jprociu.

Per plonos ragenos

Pavasarinis keratokonjunktyvitas, susijes su létiniu akiy trynimo

PASTABA: Mediphacos nerekomenduoja naudoti prietaiso si-
tuacijose, kurios nenurodytos Sioje instrukcijoje, nes tai gali turéti 1
jtakos gaminio veikimui ir (arba) sukelti galimus nepageidaujamus
reiskinius. Tokiais atvejais uZ naudojima atsakys vartotojas



6. NUMATYTAS NAUDOTOJAS
Gydytojai (oftalmologai), iSmanantys ICRS chirurgijos technika.
7. NUMATOMA PACIENTY GRUPE

Keraring gali bati implantuojamas 8 mety ir vyresniems vaikams ir suaugu-
siems, vyrams ir moterims.

8. VEIKSMY CHARAKTERISTIKA

Keraring prideda ragenos audinio masés ir tirio. Prietaisas veikia ragenos
audinj, pakeisdamas jo centrinj kreivuma ir forma, taip sumazindamas arba
pasalindamas morfologinius nelygumus ir astigmatizma.

9. NUMATOMA KLINIKINE NAUDA

Keratokonuso gydymas, siekiant atidéti ar iSvengti invaziniy pro-
cedary;

Gerinti regéjimo astruma, regéjimo kokybe ir gyvenimo kokybe ir
(arba) akiniy ar kontaktiniy lesiy toleravima;

Sumazina IGZio ydg, cilindrinius, topografinius ir keratometrinius
parametrus.

10.  |SPEJIMAI

Kiinikiniy tyrimy metu buvo nustatytos Sios komplikacijos: segmenty
i8spaudimas; segmenty migracija; tunelio vaskuliarizacija, neskaidru-
mas ir randai, susije su segmento migracija; decentracija; sunku jterpti
segmentg arba implantuoti; decentracija arba decentruotai sukurtas
tunelis; nebaigtas tunelio sukdrimas / neuzbaigtas kanalo formavimas;
pacientai nepatenkinti dél prasty refrakcijos rezultaty; prastas regéjimo
rezultatas; priekinés kameros perforacija; priekinés ragenos perforacija;
ragenos perforacija; lokalizuotas infiltratas; neteisingas Ziedo segmento
nukreipimas j stroma; apverstas implantuotas Ziedas; steroidy sukelta
glaukoma; gilus implantavimas; seklus arba pavirSutiniskas Ziedo seg-
menty iSdéstymas; asimetriné Ziedo padétis; neteisinga segmento pa-
deétis arba segmento judéjimas po proceddiros; ragenos vaskuliarizacija;
ragenos neovaskuliarizacija; naktinio matymo sutrikimai; lazerinés siste-
mos gedimas; pasikartojanti ragenos erozija; epitelio erozija pjvio vieto-
je; epitelio defektai; epitelio hiperplazija; pavirsinis ragenos drumstimas;
pjavio drumstumas; endotelio perforacija; neteisingas kanalo jvedimas;
segmento poslinkis; ragenos tirpimas; ragenos edema; jtariamas infekci-
nis keratitas; infekcija po implantacijos (keratitas); mikrobinis / bakterinis
keratitas; meticilinui atsparus Staphylococcus aureus (MRSA) Gminis
keratitas; vélyva arba ankstyva infekcija; sterilus keratitas; uzdegimas
aplink ICRS; akinimas; nuolatiné fotofobija; nuolatinis svetimknio poja-
tis; lokalizuotas Descemet atsiskyrimas; ragenos plonéjimas pjavio vie-
toje; sultizes Ziedo korpusas ar segmentas; sulauZyta Ziedo galo anga;
tolimojo regéjimo astrumas blogesnis nei prie$ operacijg; Ziedo antgalis
Salia pjlvio vietos; sterilios baltos/geltonos nuosédos; progresuojantis
regéjimo sutrikimas arba susilpnéjes regéjimas; vakuumo arba siurbimo
praradimas lazerinio tuneliavimo metu; pokonjunktyvinis kraujavimas dél
disektoriaus siurbimo Ziedo; pakartotiné intervencija; segmento nepaisy-
mas; likutiné migla toje vietoje, kurioje buvo uzdéti iSsodinti Ziedali, epitelio
jaugimas ICRS tunelyje.

Paprastai Sios komplikacijos pasireiské pradiniais atvejais dél chirur-
go mokymosi kreivés arba rankinio implantavimo technikos. Ziedo
iSspaudimo atvejai gali biti susije su ilgais lankiniais Ziedais, gydymu
Cross-Linking, atliekamu kartu su Ziedo implantu, ir pacientais, kuriems
anksciau buvo atopija ir akiy trintis. Keraring implantacijos saugumas ir
veiksmingumas buvo nustatytas naudojant pagal nurodymus. Taciau re-
gos reabilitacija gali biti nepatenkinama, jei patyres chirurgas $j prietaisg
naudoja ne pagal Cia pateiktas gaires ir tiksliai ipjausto intrastrominj tu-
nelj, ypac taikant ranking technika, arba jei pacientas nesugeba tinkamai
atlikti pooperacinio gydymo. prieZidra.

Keraring implanto saugumas ir veiksmingumas nustatomas naudo-
jant pagal naudojimo instrukcijas, tagiau vizualinis rezultatas gali bati
paZeistas, jei prietaisas implantuojamas ne pagal rekomenduojamag
chirurging technika, patyrusio chirurgo ir tiksliai iSpjaustant. intrastro-
minio tunelio, ypa¢ naudojant ranking technika, arba jei nesilaikoma
ispéjimy ir kontraindikacijy, arba net jei pacientas néra tinkamai ste-
bimas po operacijos.

Kai kurie pacientai, kuriy vyzdziy skersmuo yra i$siplétes, yra linke
i silpno apsvietimo regéjimo simptomus, todél juos reikia tinkamai
informuoti.

Tikétina, kad po $Sio prietaiso implantavimo vis tiek gali prireikti ko-
reguoti akinius arba koreguoti kontaktinius lgsius, ypa¢ pacientams,
kuriems yra vidutinio sunkumo ar pazenges keratokonusas.

Esant mezopinéms salygoms, esant Zemiems erdviniams dazniams,
pacientai gali Siek tiek prarasti kontrasto jautruma.

Alternatyviy refrakcijos proceddry po Keraring implantavimo saugu-
mas ir veiksmingumas nenustatytas.

Kai kuriems pacientams po Keraring implantacijos gali sumazéti re-
géjimo astrumas. Pacientg reikia informuoti apie galimybe sumazéti
regéjimo astrumas po operacijos.

Pacientai, kuriy CDVA (koreguoto atstumo regéjimo astrumas) auks-
tesnis prieSoperacinio arba regéjimo praradimo po LASIK ektazijos
metu, neturéty bati laikomi tinkamais kandidatais Keraring implantui,
nes po implantacijos gali pablogéti regéjimas.

Keratokonuso progresavimas nesusijes su produkto veikimu, jis
susijes su pacios ligos raida. Pacientg reikia informuoti apie kera-
tokonuso progresavima.

Keraring implantas yra apverciamas ir reguliuojamas keratokonuso
gydymui kiekvienam pacientui. Be to, segmento eksplanto atveju po
jo implantacijos be tinkamos sékmés, gery rezultaty galima pasiekti
implantuojant naujg segmenta, Zymiai pagerinant regéjima ir refrak-
cijos funkcijg. Pacientas turi bati informuotas apie Keraring implan-
tacijos griztamuma.

Jei gaminio etiketéje ar naudojimo instrukcijose yra kokiy nors pazei-
dimy ar defekty arba jtariate, kad gaminys nukrypsta nuo kokybés,
jis neturéty bati naudojamas ir turi bati perduotas Mediphacos klienty
aptarnavimo tamybai (SAC), kad produktas bty jvertintas. kokybés.

Jei kyla jtarimy dél komplikacijy ar nepageidaujamy reiskiniy, su-
sijusiy su Keraring implantavimu arba rimtu incidentu su Keraring,
turi bati informuojamas Mediphacos SAC, jgaliotas atstovas ir kom-
petentinga valstybés narés, kurioje yra jsisteige vartotojai ir (arba)
pacientai, institucija.

11.  NAUDOJIMO IR LAIKYMO ATSARGUMO PRIEMONES

Nenaudoti pasibaigus ant pakuotés nurodytam sterilizavimo tinkamu-
mo laikui. Pasibaigusio galiojimo gaminio naudojimas negarantuoja
produkto sterilumo i$laikymo.

Tik vienkartinis naudojimas. Negalima pakartotinai sterilizuoti. Pakar-
totinis apdorojimas draudziamas. Pakartotinis produkto naudojimas ir
(arba) pakartotiné dezinfekcija ir (arba) pakartotiné sterilizacija gali bati
neveiksmingi ir gali sukelti uzdegimines reakcijas, infekcijg ir paciento

uztersima, toksinj ir mutageninj poveikj, padidéjusj jautruma ir (arba)
pasalinima.

= Produktas neturi bati veikiamas jokiu kitu tirpalu, iSskyrus sterily suba-
lansuotg fiziologin tirpalg (BSS).

§j prietaisg gali implantuoti tik patyres ragenos chirurgas, apmokytas
intrastrominio ragenos Ziedo implantavimo metody ir susijusiy kom-
plikacijly valdymo. PrieSingu atveju gali nepavykti pasiekti numatyto
produkto naudojimo.

Norint dirbti su Siuo prietaisu, reikia naudoti atitinkamus metodus ir
instrumentus, kad bty uZtikrintas prietaiso vientisumas ir chirurginés
technikos veikimas. Rekomenduojama naudoti Mediphacos teikiamas
priemones. Profesionalus, nei$mokes ICRS implantavimo technikos,
naudoja chirurginius instrumentus, gali pakenkti ragenai.

Negalima implantuoti jokio prietaiso, kuris buvo paZeistas tvarkant.
Prietaisg reikia iSmesti j ligoninés atliekas laikantis jstaigoje, kurioje
baty atliekama chirurginé proceddra, nustatyta tvarka.

Teisingas prietaiso matmeny ir padéties pasirinkimas konkreciam
pacientui priklauso nuo prieSoperacinés akivaizdzios refrakcijos ir kity
ragenos bakliy, pvz., keratokonuso, buvimo ir masto. Zr. klinikines gai-
res ir atnaujintas nomogramas, kurias rasite i$ Mediphacos. PraSome
susisiekti su keraring@mediphacos.com

Nenaudokite, jei sterilus maiselis buvo atidarytas ir (arba) pazeistas.
PaZeista pakuoté gali pakenkti produkto sterilumui ir sukelti paciento
uzterS$imo rizika. Prietaisg reikia iSmesti j ligoninés atliekas laikantis
istaigoje, kurioje baty atliekama chirurginé proceddra, nustatyta tvarka.

Sterilioje pakuotéje, be rudos spalvos, gali bti smélio ir Zalios spalvos
sterilizavimo indikatorius, nurodantis, kad gaminys yra sterilus.

Prie$ atidarydami sterilig pakuote, etiketéje patikrinkite implanto mat-
menis, asimetriniy Ziedy orientacijg (pagal laikrodZio rodykle arba prie$
laikrodZio rodykle) ir sterilizacijos galiojima.

Laikyti kambario temperattroje (18-25 °C) ir drégmés diapazone nuo
30 iki 70 HR%. Gaminys, laikomas ne rekomenduojamomis salygo-
mis, gali turéti jtakos jo stabilumui ir pakenkti jo numatytam naudojimui.

Jei dél kokiy nors priezasciy prietaisas yra iSimamas i$ sterilios buklés
ir jis néra implantuojamas, prietaiso negalima naudoti ir tinkamai iSmes-
ti j ligoniniy atliekas pagal jstaigoje, kurioje bity atliekama chirurginé
procedra, nustatyta tvarka.

Pateiktos implanto identifikavimo etiketés turi bti pritvirtintos prie
paciento ir (arba) ligoninés ir (arba) chirurgo byly, kad prireikus baty
galima atsekti kiekvieng jrenginj iki galutinio vartotojo (paciento), kaip
reikalaujama pagal nacionalinius ir tarptautinius reglamentus. Prietai-
so implantavimas turi bati atliekama sterilioje patalpoje, laikantis visy
atsargumo priemoniy, susijusiy su intraokulinémis chirurginémis pro-
ceddromis.

12.  PACIENTO PARUOSIMAS

Jei pacientas nesioja kontaktinius lesius, jam/jai reikia patarti nu-
traukti jy naudojimg likus maziausiai dviem savaitéms iki paskutinio
prieSoperacinio tyrimo, kad bty galima tiksliai iSmatuoti refrakcijg ir
ragenos topografijg.

Pacientus reikia jspéti, kad operacijos dieng nedévéty makiaZo, ypa¢
aplink akis.

Pacientus reikia jspéti, kad po implantacijos netrinkite akiy, kad
iSvengtuméte prietaiso migracijos ar i§spaudimo ir uztikrintuméte
tinkama pjivio gijima.

Pacientai turi bati informuoti, kaip svarbu vartoti visus pooperacinius
vaistus pagal recepta.

Pacientus reikia jspéti, kad jie nedelsdami kreipkités j gydytoja, jei
pooperaciniu laikotarpiu pajunta skausma, dirginima, svetimkinio
pojdtj arba staiga pasikeicia regéjimas.

Pacientas turi bati instruktuotas apie pooperacinj stebéjima, kuris bus
atliekamas siekiant jvertinti pasiektus operacijos rezultatus ir komplika-
cijas, tokio stebéjimo periodiskuma turi nustatyti chirurgas.

PASTABA: Nesilaikant aukSciau apradyty priezidros taisykliy, gali bati
pakenkta produkto naudojimo rezultatams pagal numatytg paskirt].

13.  INFORMACIJA PACIENTAMS

Pateikta  implanto turi

atiduoti pacientui.

kortele uzpildyti  chirurgas ir ja

Galimos ekstrahuojamos medziagos i$Keraring Intrastromal Corneal
Ring Segment, nustatytos atliekant laboratorinius tyrimus, buvo cinkas
ir bumetrizolis (kuris yra Keraring UV blokatorius — IUPAC pavadini-
mas:  2-(2"-hidroksi-3-tret-butil-5")metilfenil)-5-chlorbenzotriazolas)).
Pagal kiekvienai medziagai apskaiGiuotg toksikologing riba, rasti
kiekiai yra maziausiai 6 milijonus karty mazesni uz toksikologine ribg.

14.  CHIRURGIJOS TECHNIKOS REKOMENDACIJOS

Atlikti chirurginiy instrumenty valyma, dezinfekcijg ir sterilizavimg pagal instru-
mento gamintojo instrukcijas. Prie$ naudodami patikrinkite, ar kiekvienas chi-
rurginis instrumentas yra nepazeistas, ar néra suirimo ar pazeidimo pozymiy,
taip pat patikrinkite, ar jie yra visiskai vards, be jokiy nuosédy, neSvarumy ar
daleliy ir yra sterilds. Nenaudokite chirurginiy instrumenty, jei yra gedimo ar
pazeidimo pozymiy arba jei sterili pakuoté atidaryta ir (arba) pazeista. PaZeis-
ta pakuoté gali pakenkti gaminio sterilumui, todél gali kilti paciento uzter$imo
pavojus.

Atidarykite sandarig déZute ir nuimkite voka su steriliu prietaisu. Atidarykite
sterily voka ir perkelkite plastikinj dékla j sterily laukg. Nuimkite sandariklj nuo
korpuso. UZlasinkite kelis lasus sterilaus subalansuoto druskos tirpalo (BSS)
ant déklo dangtelio ir ant sterilaus pinceto galiuko, kad pasalintuméte bet kokj
elektrostatinj krvj ir palengvintuméte implanto sugriebimg pincetu. Déklas turi
biti atidaromas nuolat ir atsargiai, vengiant staigiy judesiy, kad baty uztikrintas
Ziedo vientisumas. Naudodami atitinkamus aseptikos metodus, pasalinkite
rinkinio segmentg naudodami specialias Znyples, skirtas manipuliuoti intrastro-
miniais ragenos Ziedais. Produkto naudojimas nesilaikant aseptikos taisykliy
gali paskatinti uzdegimines reakcijas ir paciento uzterSima. Atidziai apzitrékite
prietaisg, ar ant gaminio pavirSiaus néra 0Ziy ir (arba) netobulumy ir (arba)
prilipusiy daleliy, kad iSvengtuméte uzdegiminiy reakcijy ir paciento uztersimo.
Teskite implantg ragenos stromoje naudodami specifing chirurging technika.

Mediphacos svetainéje galite rasti chirurginius metodus, rekomenduoja-
mus implantuoti Keraring.

Ziedo implantavimo operacija trunka keleta minugiy, priklausomai nuo chi-
rurgo operacijos technikos, jgtidziy ir patirties.

RANKINE TECHNIKA

Taikant mechanine arba ranking technika, chirurgas turi pazyméti vyzdZio
centrg, kad galéty jj naudoti kaip atskaitos taskg proceddros metu. Rage-
nos vyzdzZio centras pazymétas Sinskey kabliuku. Tai atskaitos taskas.
Atliekant ranking proceddra, su kalibruotu deimantiniu skalpeliu 1 mm ilgio
radialinis pjavis buvo sukurtas 70-80 % gylio ragenos lenkto dienovidinio
storyje, 5,0 mm arba 6,00 mm skersmens. Tai palengvina intraoperaciné

ultragarsiné pachimetrija. Tada naudojami kabliukai, skirti sukurti ragenos
kiSenes abiejose radialinio pjvio pusése. Tada j lamelin maidelj jdedami du
pusapvaliai iSskaidikliai, sukdami pagal laikrodZio rodykle ir prie$ laikrodZio
rodykle. Tada sukuriami du pusapvaliai tuneliai ir Ziedo segmentai jterpiami
i kanalus.

FEMTOSEUNDE LAZERIU PAGALBAMA TECHNIKA

Femtosekundinis lazeris veikia per fotoardymo mechanizma, skatinantj au-
diniy skaidymasi, suformuodamas anglies dvideginio ir vandens gary mikro
burbuliukus pasirinktame gylyje. Tai naudinga sukurti vienodo ir tikslaus 360
laipsniy gylio tunelj, todél jis yra saugesnis ir sukelia maziau intraoperaciniy
komplikacijy nei rankiné technika.

Ragenos optinis centras identifikuojamas naudojant rasiklj, pagristg chirur-
ginio mikroskopo koaksialinés Sviesos ragenos refleksu, prasant paciento
pritvirtinti sidlelio centra. Tada pacientas paguldomas po lazeriu ir taikoma
femtosekundinio lazerio siurbimo ir aplikacijos sistema;. Siurbimo ir aplika-
cijos sistema yra centruota, lygindama ragena, o lazeris jlungiamas for-
muojant 360 laipsniy tunelj pagal pasirinkta gylj (dazniausiai 70% plonesnio
tasko storio 5-6 mm srityje, Ziedo implanto vieta) ir su pjiviu ragenos asyje,
apibréZtu pasirinkto Keraring tipo. Tada tunelio praeinamumas uztikrinamas
per jj perleidZziama mentele, po to implantuojami Keraring segmentai.

Keraring intraastromalinio ragenos Ziedo segmento tarnavimo laikas yra
maziausiai 3 metai po implantacijos. Pasibaigus Siam laikotarpiui, oftalmo-
logas turi apZidréti pacienta, kad jsitikinty, jog Ziedas ir toliau yra saugus bei
veiksmingas ir ar Ziedo veikimas ir toliau atitinka numatyta paskirt].

15.  GARANTIJA IR ATSAKOMYBES APRIBOJIMAS

Mediphacos Industrias Médicas S/A garantuoja, kad pristatytas gaminys
yra be medziagy ir gamybos defekty ir atitinka dabarting gamintojo gaminio
specifikacijos versija. Si garantija galioja iki gaminio galiojimo datos, nu-
rodytos iSorinéje etiketéje. Mediphacos, vadovaudamasi savo politika, gali
atkurti arba organizuoti keitima, jei nustatomi defektai, kai tik nekokybiskas
produktas grgZinamas Mediphacos.

Mediphacos neprisiima atsakomybés uz jokius incidentus ir pasekminius
nuostolius ir (arba) Zala, tiesiogiai ar netiesiogiai atsiradusig dél gaminio
naudojimo arba negaléjimo jo naudoti bet kuriam pacientui. Mediphacos
neprisiima ir nejgalioja jokiam asmeniui savo vardu prisiimti jokios kitos at-
sakomybés, susijusios su $iuo gaminiu, nei nurodyta ¢ia.
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1. DESCRIPCION

Keraring segmentos es un anillo corneal intraestromal (producto, implan-
te) es un producto sanitadrio implantable en el estroma corneal de una
persona con el fin de reducir las irregularidades de la superficie corneal y
compensar los errores refractivos relacionados con los trastornos ectéticos
corneales. Este producto esta fabricado a partir de polimetiimetacrilato (por
sus siglas en inglés, PMMA) y se implanta en el estroma de la cdrnea si-
guiendo una técnica quirtrgica especifica. Este producto actia en el tejido
corneal alterando sul curvatura y forma central, con lo que consigue la re-
duccién o eliminacion de las irregularidades morfolégicas, asi como del as-
tigmatismo. El producto consta de un segmento semicircular con longitudes
de arco, diametros apicales, y grosor variables. Cada extremo del segmen-
to de anillo tiene un orificio para facilitar sul manipulacion e implantacion.

MODELO ESPECIFICACION DIFERENCIACION

Anillo intraestromal para
la regularizacion de la
ectasia corneal.

Keraring SI5 y SI6

P

Longitud de arco: de
60° a 355°
Espesores: de 0.100 mm Producto estandar
a0.400 mm

(de 100 pm a 400 pm)

Ancho de la base:
0.600mm a 0.800mm

Anillo intraestromal
asimétrico para regu-
larizacién de ectasias
corneales.

Keraring AS5 y AS6

Espesor variable a lo lar-
go del arco. El espesor
aumenta en el sentido de
las agujas del reloj (W),

Arco: de 90° a 355°

Espesor: de 0,100 mm

a 0,400 mm y de 0,400
mm a 0,100 mm (de 100

en el sentido contrario a
las agujas del reloj (C) y

) - desde las puntas hasta
B Hm a 400 um y de 400 | o'ce o del arco (MT)
N pm a 100 ym)
Ancho de la base:
0.600mm a 0.800mm
Keraring SG

Anillo intraestromal para
cambiar la curvatura de
la cérnea.

Arco: de 90° a 340 Cambio programado de

Curvaturas: 22 D a 67 D la curvatura corneal.

Espesor: de 0,100 mm a
0,400 mm (de 100 pm a
400 pm)

2. PRESENTACION

Cada Keraring Intrastromal Comeal Ring Segmentse presenta individual-
mente esterilizado por 6xido de etileno en estuche pléstico neutro sellado
en sobre de esterilizacion. Se proveen etiquetas de identificacion del im-
plante con informacién del modelo, dimensiones, nimero de serie, lote y
validez de la esterilizacion. También se proporciona una tarjeta de implante.

El producto es de uso Unico, no debe ser reesterilizado o reutilizado. La
reesterilizacion utilizando métodos fisicos (calor seco o vapor) o quimicos
(oxido de etileno) compromete la condicion fisica y / o las caracteristicas
funcionales del dispositivo causado dafio al paciente.

3. OBJETIVO PREVISTO

Keraring es un anillo corneal intraestromaindicado para el tratamiento del
Queratocono en la poblacion pediatrica (a partir de los 8 afos) y adulta.
Para ser utilizado por cirujanos oftalmélogos entrenados en la técnica
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Razotajs ET Tootja CZ Vyrobce
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PT BR Limite de umidade PT PT Limite de humidade EN Humidity limitation DE
TFeuchtigkeitsbegrenzung ES Limitacion de humedad FR Limitation d'humidité IT
Limite dell'umidita DA Fugt begraensning NL Vochtigheidsbeperking EL Mepiopiopdg
uypaaiag RO Limitarea umiditatii SK Obmedzenie vihkosti SL Omejitev viaznosti LT
Drégmés apribojimas LV Mitruma ierobeZojums ET Niiskuse piirang CZ Omezeni
vihkosti.

PT BR Tradugao PT PT Tradug&o EN Translation DE Ubersetzung ES Traduccion FR
Traduction IT Traduzione DA Overseettelse NL Vertaling EL Metagpaon RO
Traducere SK Preklad SL Prevajanje LT Vertimas LV Tulko$ana ET Tolge CZ
Preklad

AN

PT BR Diémetro interno PT PT Diametro interno EN Inside diameter DE
Innendurchmesser ES Diametro interior FR Diamétre intérieur IT Diametro interno DA
Indvendig diameter NL Binnendiameter EL Eowrepikr didpetpog RO Diametrul
interior SK Vnutorny priemer SL Notranji premer LT Vidinis skersmuo LV lek$&jais
diametrs ET Sisemine 1abim66t CZVnitni primér

PT Fabricado por / EN Manufactured by / DE Hergestellt von / ES Fa-
bricado por / FR Fabriqué par / IT Fabbricato da / DA Fremstillet af
/ NL Gemaakt door / EL Karaokeuaopévo améd / RO Produs de / SK
Vyraba / SL Proizvajalec / LT Gamintojas / LV Razots / ET Toodetud

>

PT BR Cuidado PT PT Cuidado EN Caution DE Vorsicht ES Precaucion FR Mise en
garde IT Attenzione DA Advarsel NL Voorzichtigheid EL Mpogoyii RO Prudenta SK
Pozor SL Previdnost LT Atsargiai LV Uzmanibu ET Ettevaatust CZ Pozor

PT BR Nimero de série PT PT Nimero de série EN Serial number DE Seriennummer
ES Numero de serie FR Numéro de série IT Numero di serie DA Serienummer NL
Serienummer EL Zeipiakog apibuog RO Numar de serie SK Sériové Cislo SL Serijska
Stevilka LT Serijos numeris LV Sérijas numurs ET Seerianumber CZ Sériové ¢islo

PT BR Seguro para ressonancia magnética PT PT Seguro para ressonancia
magnética EN MR Safe DE MR-sicher ES Seguro para resonancia magnética FR
Sans danger pour I''RM IT Risonanza magnetica sicura DA MR sikker NL MRI veilig
EL Aogahig payvnriki Topoypagia RO RMN sigur SK MRI bezpeéné SL MRI varno
LT MRT saugus LV MR dross ET MR Safe CZMR v bezpe¢i

PT BR Reembalagem PT PT Reembalagem EN Repackaging DE Umpacken ES
reenvasado FR Reconditionnement IT Riconfezionamento DA Ompakning NL
Ompakken EL Avaouokeuacia RO Reambalarea SK Prebalovanie SL Prepakiranje
LT Perpakavimas LV Parpakosana ET Umberpakendamine CZ Prebalovani

E.O.

PT BR Indicador de viragem de esterilizagdo PT PT Indicador de viragem de
esterilizagdo EN Sterilization turn indicator DE Sterilisation Wendeanzeiger ES
Indicador de giro de esterilizacién FR Indicateur de tour de stérilisation IT Indicatore di
cambio sterilizzazione DA Indikator for aendring af sterilisation NL Sterilisatie beurt
indicator EL ‘Evdeién oTpogri amooteipwong RO Indicator de schimbare a sterilizarii
SK Indikéator zmeny sterilizacie SL Indikator spi be sterilizacije LT Sterilizacijos
keitimo indikatorius LV Sterilizacijas pagrieziena radtajs ET Steriliseerimise suunatuli
CZ Ukazatel sméru sterilizace

PT BR Representante Autorizado na Comunidade Europeia PT PT Representante
Autorizado na Comunidade Europeia EN Authorized representative in the European
Community DE Bevollméchtigter Vertreter in der Européischen Gemeinschaft ES
Representante autorizado en la Comunidad Europea FR Représentant autorisé dans
la Communauté européenne IT Rappresentante autorizzato nella Comunita Europea
DA Autoriseret repreesentant i Det Europeeiske Feellesskab NL Geautoriseerde
vertegenwoordiger in de Europese Gemeenschap EL E¢ouaiodornpévog
avTimpdowog atnv Eupwraikr Koivémra RO Reprezentant autorizat in
Comunitatea Europeana SK Autorizovany zastupca v Eurépskom spolocenstve SL
Pooblas¢eni zastopnik v Evropski skupnosti LT |galiotas atstovas Europos bendrijoje
LV Pilnvarotais parstavis Eiropas Kopiena ET Volitatud esindaja Euroopa Uhenduses
CZ Autorizovany zastupce v Evropském spolecenstvi

PT BR Importador PT PT Importador EN Importer DE Importeur ES Importador FR
Importateur IT Importatore DA Importer NL Importeur EL Eicaywyéag RO Importator
SK Dovozca SL Uvoznik LT Importuotojas LVImportétajs ET Maaletooja CZ Dovozce

PT BR Identificag&o Unica do dispositivo PT PT Identificag&o Unica do dispositivo EN
Unique device identifier DE Eindeutige Geratekennung ES Identificador de dispositivo
Unico FR Identifiant unique de I'appareil IT Identificatore univoco del dispositivo DA
Unik enhedsidentifikator NL Unieke hulpmiddel-ID EL Movadiké avayvwpioTiko
ouakeung RO Identificator unic de dispozitiv SK Jedinecny identifikator zariadenia SL
Enoli¢ni identifikator naprave LT Unikalus {renginio identifikatorius LV Unikals ierices
identifikators ET Seadme kordumatu identifikaator CZ Jedinecny identifikator zafizeni
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EN Date of Implantation. DA Implementeringsdato. DE Umsetzungsdatum. EL
Hyepopnvia epgureuong. ES Fecha de implantacion. FR Date d'implantation. IT Data
dellimpianto. LT Implantavimo data.NL Implementatiedatum. PT BR Data de implante
PT PT Data do implante. RO Data implantarii. SK Datum implantacie.SL Datum
implantacije LV Implantacijas datums ET Implantatsiooni kuupéev CZ Datum
implantace

PT BR Distribuidor PT PT Distribuidor EN Distributor DE Verteiler ES Distribuidor FR
Distributeur IT Distributore DA Distributer NL Distributeur EL Aiavoyéag RO
Distribuitor SK Distribttor SL Distributer LT Platintojas LV Izplafitajs ET Turustaja CZ
Distributor

PT BR Numero de referéncia PT PT Numero de referéncia EN Catalogue number DE
Katalognummer ES Numero de catalogo FR Numéro de catalogue IT Numero di
catalogo DA Katalognummer NL Catalogus nummer EL ApiBuég kataAéyou RO
Numar de catalog SK Katalogové ¢islo SL Kataloska Stevilka LT Katalogo numeris LV
Kataloga numurs ETKataloogi number CZ Katalogové ¢islo

PT BR Nimero do modelo PT PT Nimero do modelo EN Model number DE
Modellnummer ES Nimero de modelo FR Numéro de modele IT Numero di modello
DA Model nummer NL Modelnummer EL ApiBpdg poviéhou RO Numar de model SK
Cislo modelu SL Stevilka modela LT Modelio numeris LV Modela numurs ET Mudeli
number CZ Modelové Cislo

PT BR Néo use se a embalagem estiver danificada PT PT N&o use se a embalagem
estiver danificada EN Do not use if package is damaged DE Nicht verwenden, wenn
die Verpackung beschadigt ist ES No utilizar si el embalaje esta dafiado FR Ne pas
utiliser si l'emballage est endommagé IT Non utilizzare se la confezione &
danneggiata DA Ma ikke anvendes, hvis emballagen er beskadiget NL Niet gebruiken
als de verpakking beschadigd is EL Mn xpnaiporoigire edv n guokeuaaia €xel
umrooTei {nuiat RO Nu utilizati dacé ambalajul este deteriorat SK NepouZivaite, ak je
obal poskodeny SL Ne uporabljajte, ¢e je embalaza poskodovana LT Nenaudokite, jei
pakuote pazeista LV Nelietot, ja iepakojums ir bojats ET Arge kasutage, kui pakend
on kahjustatud CZ Nepouzivejte, pokud je obal poSkozen

EN Unique numeric code specific to a device model. DA Unik numerisk kode specifik
for en enhedsmodel. DE Eindeutiger numerischer Code, der fiir ein Geratemodell
spezifisch ist. EL Movadikdg apiBunTIkég KwdIKOG GUYKEKPIPEVOS yia éva HOVTEAD
ouokeunig. ES Codigo numérico Unico especifico para un modelo de dispositivo. FR
Code numérique unique spécifique a un modele d'appareil. IT Codice numenco
univoco specifico per un modello di dispositivo. LT Unikalus skaitmeninis kodas,
badingas jrenginio modeliui. NL Unieke numerieke code die specifiek is voor een
apparaatmodel. PT BR Cddigo numérico exclusivo especifico para um modelo de
dispositivo. PT PT Cddigo numérico exclusivo especifico para um modelo de
dispositivo. RO Cod numeric unic specific unui model de dispozitiv. SK Jedineény
¢iselny kod Specificky pre model zariadenia SL Edinstvena $teviléna koda, znagilna
za model naprave. LV Unikals ciparu kods, kas ir raksturigs ierices modelim ET
Seadme mudelile omane unikaalne numbrikood CZ Jedineény Giselny kod specificky
pro model zafizeni

PT BR Lote PT PT Lote EN Batch code DE Batch-Code ES Cédigo de lote FR Code
du lot IT Codice lotto DA Batch kode NL Batchcode EL Kwdikdg maptidag RO Cod lot
SK Kod 8arze SL Sifra paketa LT Partijos kodas LV Partijas kods ET Partii kood CZ
Kod Sarze

PT BR Pais de fabricagdo PT PT Pais de fabricagéo EN Country of manufacture DE
Herstellungsland ES Pais de fabricacion FR Pays de fabrication IT Paese di
Produzione DA Fremstillingsland NL Land van fabricage EL Xwpa mapaywyrig RO
Tara de fabricatie SK Krajina vyroby SL Drzava proizvajalca LT Gamybos $alis LV
RaZo3anas valsts ETTootja rik CZ Zemé vyroby

PT BR Cddigo Interno PT PT Cddigo Interno EN Internal code DE Interner Code ES
Codigo interno FR Code interne IT Codice interno DA Interne Kode NL Interne Code
EL Eowrepikdg Kwdikag RO Codul intern SK Interny kddex SL Notranja kod LT
Vidinis kodas LV Leksgjais kods ET Sisekood CZ Interni kod

I
3]

PT BR Esterilizado usando 6xido de etileno PT PT Esterilizado usando 6xido de
etileno EN Sterilized using ethylene oxide DE Sterilisiert mit Ethylenoxid ES
Esterilizado con oxido de etileno FR Stérilisé a 'oxyde d'éthyléne IT Sterilizzato con
ossido di etilene DA Steriliseret med ethylenoxid NL Gesteriliseerd met ethyleenoxide
EL AmoaTeipwbnke pe xprion aiBulevogeidiou RO Sterilizat cu oxid de etilena SK
Sterilizované pomocou etylénoxidu SL Sterilizirano z etilen oksidom LT Sterilizuota
naudojant etileno oksidg LV Sterilizéts, izmantojot etilénoksidu ET Steriliseeriti
etiileenoksiidiga CZSterilizovano pomoci ethylenoxidu

PT BR Sistema Unico de barreira estéril com embalagem protetora interna PT PT
Sistema Unico de barreira estéril com embalagem protetora interna EN Single sterile
barrier system with protective packaging inside DE Einzelnes Sterilbarrieresystem mit
innenliegender Schutzverpackung ES Sistema de barrera estéril simple con embalaje
protector en el interior FR Systéme de barriére stérile unique avec emballage de
protection a I'intérieur IT Sistema a barriera singola sterile con imballo protettivo
interno DA Enkelt sterilt barrieresystem med beskyttende emballage indene NL Enkel
steriel barriéresysteem met beschermende verpakking aan de binnenkant EL Movo
QTTOOTEIPWHEVO TUTTNUA QPAYAG LE TIPOCTATEUTIKF GUOKEUATTa e0wWTEPIKG RO
Sistem de bariera steril unic cu ambalaj de protectie in interior SK Jednoduchy
sterilny bariérovy systém s ochrannym obalom vo vnatri SL Enojni sterilni pregradni
sistem z za$¢itno embalaZo v notranjosti LT Viena sterili barjeriné sistema su
apsaugine pakuote viduje LV Viena sterila barjeras sistéma ar aizsargajosu
iepakojumu ieképuse ET Uks steriilne tokkestisteem, mille sees on kaitsepakend CZ
Jediny sterilni bariérovy systém s ochrannym obalem uvnitf

PT BR Responsavel Técnico PT PT Responsavel Técnico EN Technical Responsible
DE Technischer Leiter ES Responsable técnico FR Responsable technique IT
Responsabile tecnico DA Teknisk chef NL Technisch verantwoordelijke EL Texvikog
AiguBuvtrig RO Manager tehnic SK Technicka zodpovednost SL Tehniéni vodja LT
Techninis vadovas LV Tehniski atbildigs ET Tehniline vastutaja CZTechnicka
odpovédnost

CRFMG

PT BR Registro de Responsabilidade Técnica PT PT Registo de Responsabilidade
Técnica EN Registration of Technical Responsibility DE Registrierung der technischen
Verantwortung ES Registro de responsabilidad técnica FR Enregistrement de la
responsabilité technique IT Registrazione della responsabilita tecnica DA Registrering
af teknisk ansvar NL Registratie van technische verantwoordelijkheid EL
Karaydpnon mg Texvikig eubivng RO Inregistrarea responsabilitétii tehnice SK
Registracia technickej zodpovednosti SL Registracija tehni¢ne odgovornosti LT
Techninés atsakomybeés registravimas LV Tehniskas atbildibas registracija ET
Tehnilise vastutuse registreerimine CZ Registrace technické odpovédnosti

&

PT BR Néo reutilizar PT PT N&o reutilizar EN Do not reuse DE Nicht
wiederverwenden ES no reutilizar FR Ne pas réutiliser IT Non riutilizzare DA Ma ikke
genbruges NL Niet hergebruiken EL Mnv emavaypnoipomoroete RO Nu reutilizati
SK Nepouzivajte opakovane SL Ne uporabljajte ponovno LT Nenaudoti pakartotinai
LVNelietot atkartoti ETArge taaskasutage CZNepouzivejte znovu

PT BR Nome do paciente PT PT Nome do paciente EN Patient name DE
Patientenname ES Nombre del paciente FR Nom du patient IT Nome paziente DA
Patientnavn NL Patiént naam EL ‘Ovopa agBeviy RO Numele pacientului SK Meno
pacienta SL Ime bolnika LT Paciento vardas LV Pacienta vards ET Patsiendi nimi CZ
Jméno pacienta

PT BR Registro no Ministério da Satde PT PT Registo no Ministério da Satide EN
Registration in the Ministry of Health DE Registrierung im Gesundheitsministerium

ES Registro en el Ministerio de Sanidad FR Enregistrement aupres du ministére de la
santé IT Registrazione presso il Ministero della Salute DA Registrering i
sundhedsministeriet NL Registratie in het ministerie van Volksgezondheid EL
Eyypagi aTo Ymoupyeio Yyeiag RO Inregistrarea la Ministerul Sanataii SK
Registracia na ministerstve zdravotnictva SL Registracija na Ministrstvu za zdravje LT
Registracija Sveikatos apsaugos ministerijoje LV Registracija Veselibas ministrija ET
Registreerimine tervishoiuministeeriumis CZRegistrace na ministerstvu zdravotnictvi

®

PT BR Néo reesterilizar PT PT N&o reesterilizar EN Do not resterilize DE Nicht
resterilisieren ES No reesterilizar FR Ne pas restériliser IT Non risterilizzare DA Ma
ikke resteriliseres NL Niet opnieuw steriliseren EL Mnv emavamooTeipiwvete RO Nu
resterilizati SK Nesterilizujte SL Ne sterilizirajte ponovno LT Negalima pakartotinai
sterilizuoti LV Nesterilizét atkartoti ETMitte uuesti steriliseerida CZNesterilizujte

PT BR Identificagéo do paciente PT PT Identificagdo do paciente EN Patient
identification DE Patientenidentifikation ES Identificacion del paciente FR
Identification des patients IT Identificazione del paziente DA Patient identifikation NL
Naam patiént EL Tautomoinon aoevoug RO Identificarea pacientului SK
Identifikécia pacienta SL Identifikacija bolnika LT Paciento identifikavimas LV
Pacienta identifikacija ET Patsiendi tuvastamine CZ Identifikace pacienta

PT BR Arco PT PT Arco EN Arch DE Verneigung ES Arco FR Arc IT Arco DA slgjfe
NL Boog EL 16¢o RO Arc SK Obluk SL Lok LT lankas LV Arch ET Arch CZ Oblouk

PT BR Leia as instrugdes de uso PT PT Leia as instrugdes de uso EN Read the
instructions for use DE Lesen Sie die Gebrauchsanweisung ES Lea las instrucciones
de uso FR Lire les instructions d'utilisation IT Leggi le istruzioni per I'uso DA Laes
brugsanvisningen NL Lees de gebruiksaanwijzing EL AiaBdoTe Tig 0dnyieg xprong
RO Cititi instructiunile de utilizare SK Pregitajte si navod na pouzitie SL Preberite
navodila za uporabo LT Perskaitykite naudojimo instrukcijas LVIzlasiet lietoSanas
instrukciju ETLugege kasutusjuhendit CZPFectéte si navod k pouziti

PT BR Informagéo ao paciente em website PT PT Informagao ao paciente em
website EN Patient information website DE Website fiir Patienteninformationen ES
Sitio web de informacion al paciente FR Site d'informations pour les patients IT Sito
web di informazioni sui pazienti DA Patientinformationshjemmeside NL Patiént
informatie website EL loTétomog evnpépwong aoBeviwv RO Site-ul de informatii
pentru pacienti SK Webova stranka s informaciami pre pacientov SL Spletno mesto z
informacijami o bolnikih LT Paciento informacijos svetainé LV Pacientu informacijas
vietne ET Patsiendiinfo veebisait CZ Web s informacemi pro pacienty

PT BR Largura de base PT PT Largura de base EN Base width DE Breite der Basis
ES Ancho de la base FR Largeur de la base IT Larghezza della base DA Bredde af
bund NL Breedte basis EL MAGrog Béong RO Latimea bazei SK Sirka zakladne SL
Sirina podiage LT Bazés plotis LV Pamatnes platums ET Aluse laius CZ Sitka
zakladny

tl| =

PT BR Data de validade PT PT Data de validade EN Use-by date DE
Haltbarkeitsdatum ES Utilizar por fecha FR Utiliser par date IT Usare entro la data DA
Sidste anvendelsesdato NL Gebruiken bij datum EL Gebruiken bij datum RO Data
limita de utilizare SK Datum spotreby SL Rok uporabe LT Tinkamumo laikas LV
Deriguma termin$ ET Kélblikkusaeg CZDatum spotfeby

PT BR Dados do centro de satde ou do médico PT PT Dados do centro de satide ou
do médico EN Health care centre or doctor DE Gesundheitszentrum oder Arzt ES
Centro de salud 0 médico FR Centre de santé ou médecin IT Centro sanitario o
medico DA Sundhedscenter eller lzege NL Gezondheidscentrum of arts EL Kévtpo
Yyeiag 1} yiarpdg RO Centru de sanatate sau medic SK Zdravotné stredisko alebo
lekar SL Zdravstveni dom ali zdravnik LT Sveikatos priezidros centras arba gydytojas
LV Veselibas apripes centrs vai arsts ET Tervishoiukeskus voi arst CZ Zdravotni
stredisko nebo Iékaf

PT BR Diametro do apice PT PT Didmetro do apice EN Apex diameter DE
Durchmesser des Apex ES Diametro del apex FR Diametre de ['apex IT Diametro
dell'apice DA Diameter af apex NL Diameter van Apex EL AicipeTpog g kopugprig RO
Diametrul apexului SK Priemer vrcholu SL Premer vrha LT VirStnés skersmuo LV
Virsotnes diametrs ET Tipu 1abim&ot CZ Priimér vrcholu

PT BR Espessura PT PT Espessura EN Thickness DE Dicke ES Espesor FR
Epaisseur IT Spessore DA Tykkelse NL Dikte EL Méyoc RO Grosime SK Hribka SL
Debelina LT Storis LV Biezums ET Paksus CZ Tloustka

/ CZ Vyrobeno:

Mediphacos Industrias Médicas S/A

CNPJ: 21998885/0001-30 / SRN: BR-MF-000015743
Av. Deputado Cristovam Chiaradia, 777, Belo Horizonte, MG, 30575-815

Brasil.

www.mediphacos.com / relacionamento@mediphacos.com

+55 312102 2211
Aline L. Freitas - CRFMG 23364
MS: 10161000006

PT Representante Autorizado em EEC /
EN EEC Authorized Representative /
DE Bevollméchtigter EWG-Vertreter /
ES Representante Autorizado CEE /

FR Mandataire CEE /
IT Rappresentante autorizzato CEE /
DA E@F-autoriseret reprasentant /
NL EEG htigde ver diger /

g g

ELEg nuévog AvTiTpd ¢ g EOK /

RO Reprezentant autorizat CEE /
SK Splnomocneny zastupca EHS /
SL Pooblaséeni predstavnik EGS /

LT EEB jgaliotasis atstovas /
LV EEK pilnvarotais parstavis /
ET EMU volitatud esindaja /
CZ Zplnomocnény zastupce EHS:

MDSS — Medical Device Safety Service GmBH
RN: DE-AR-000005430
Schiffgraben 41, 30175 Hannover, Germany
www.mdss.com / info@mdss.com
+49 511 6262 8630

PT Versao aprovada em 2023/05/22
EN Version approved in 2023/05/22
DE Version genehmigt in 2023/05/22
ED Version aprobada en 2023/05/22
FR Version approuvée en 2023/05/22
IT Versione approvata nel 2023/05/22
DA Version godkendt i 2023/05/22
NL Versie goedgekeurd in 2023/05/22
EL H ékdoon eykpibnke 1o 2023/05/22
RO Versiune aprobata in 2023/05/22
SK Verzia schvélena v 2023/05/22
SL Razli¢ica odobrena v 2023/05/22
LT Versija patvirtinta 2023/05/22
LV Versija apstiprinata 2023/05/22
ET aastal kinnitatud versioon 2023/05/22

CZ Verze schvélena v 2023/05/22

MEDIPHACOS

Together to see further

6



