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MINI WELL TORIC and MINI WELL PROXA TORIC

Pre-loaded foldable UV-filtering extended depth of focus aspheric intraocular lenses (I0Ls) for mini-incision

Description

MINI WELL (Wavefront Engineering Leading Lens) TORIC and MINI WELL PROXA TORIC 10Ls are progressive extended
depth of focus (EDF) 0Ls, intended to be implanted in the posterior chamber, more precisely in the capsular bag, to
replace the natural crystalline lens for surgical correction of aphakia and presbyopia in adult patients. Furthermore,
MINI WELL TORIC and MINI WELL PROXA TORIC lenses compensate for corneal astigmatism.

MINIWELL TORIC and MINI WELL PROXA TORIC IOLs are pre-loaded, come in a single-piece design and are intended
for mini-incision. These surgical implants are made of a hydrophili phobic copolymer with a UV-filtering
chromophore (Fig. A, Transmittance Curve), and a refractive index of 1.46 at 35°C. The anterior surface of MINIWELL
TORICand MINI WELL PROXA TORIC10Ls is based on a patented proprietary optics that provides an extended depth
offocus so to have a good progressive vision at all distances. The anterior surface of these I0Ls is aspheric while the
posterior surface is toric and designed to compensate pre-surgical astigmatism; all models have a posterior surface with
adouble square edge conceived with the aim to prevent the incidence of posterior capsule opacification.

The MINIWELL TORICand MINI WELL PROXA TORIC I0Ls have a biconvex optic shape across the whole diopter range.

Technical characteristics
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*The cylinder values at the corneal plane shown in the table have been calculated based on the average pseudophakic

10L model, spherical diopter power, spherical equivalent power, cylinder power, suggested A-constant and main
dimensions (diameter of optic surface, total diameter, vaulting) are reported on the case and the primary and secondary
packagings.
Device material
MINI' WELL TORIC and MINI WELL PROXA TORIC I0Ls are made of a hydrophilic — hydrophobic copolymer composed of
HEMA (about 70%), EOEMA (about 30%), UV absorber and cross-linker (<0.5%).
These devices are supplied in hydrated state, dipped in sterile and apyrogenic saline solution (0.9% NaCl).
The part of the injector supplied in direct contact with the patient’s eye - injector tip - consists of coated medical grade
Polyamide.
Sterilization and packaging
lIY!INI ngl.l TORICand MINIWELL PROXA TORICI0Ls are supplied hydrated. The package consists of a double sterile
arrier film.
The primary package of this 0L consists of a plastic container sealed by an aluminum foil containing a specific loading
chamber where the I0L is inserted. The plastic container is filled with a sterile and apyrogenic saline solution. The plastic
container is packaged in turn in a pouch. Both are sterilized by steam sterilization.
The primary package of the injector consists of a Tyvek blister. The injector and the blister are sterilized by ethylene
oxide sterilization.
The case representing the SKU contains the lens and its injector, the “Product Information” leaflet, the implant card and
the labels with the lens ID information.
Indications
The MINIWELL TORICand MINI WELL PROXA TORICintraocular lenses are intended for primary implantation for visual
correction of aphakia and pre-existing corneal astigmatism in adults (= 18 years old) with or without presbyopia after
removal of a cataractous lens and of aphakia after refractive lensectomy in presbyopic adults who desire increased
spectacle independence for distance and near vision. These implants must be positioned within the capsular bag.
Intended clinical benefit
The use of MINI WELL TORIC and MINI WELL PROXA TORICintraocular lenses will lead to the benefit of human crystalline
lens replacement in patients undergoing cataract surgery or refractive lensectomy for visual correction of aphakia.
Furthermore, the optical profile of these I0Ls will also allow the treatment of pre-existing corneal astigmatism and
presbyopia condition restoring patient vision in a range of distances from far to near.
Combined use of the devices
MINIWELL TORIC and MINI WELL PROXA TORICintraocular lenses have been designed to be used also in combined
bilateral implant condition.
The combined implant of MINI WELL TORIC and MINI WELL PROXA TORIC allows to obtain a unique system based on the
complementary optical design of the two lens models.
Intended user
MINIWELL TORIC and MINI WELL PROXA TORICintraocular lenses are intended for use by ophthalmic surgeons.
Patient information
Before surgery, each patient must receive all information about the implant. The surgeon performing the intraocular
lensimplantation, must inform the patient of any warning, precaution or adverse event related to the medical device.
Precautions for use
1. Inpatients who have undergone implantation of the MINI WELL TORIC and MINI WELL PROXA TORIC intraocular
lenses, the auto-refractometer values may not correspond to the actual post-operative refractive value; itis
therefore advisable to check the aforementioned values with the subjective examination, through the “fogging”
technique.
The recent use of contact lenses affects the patient’s refraction; therefore, in those wearing contact lenses, surgeons
must define corneal stability without contact lenses before determining the power of the intraocular lens.
Do not re-sterilise the intraocular lens.
Do not reuse the intraocular lens; reuse compromises the sterility of the implant.
Do not use the system if the package is damaged or open.
Do not use after the expiration date printed on the package.
Do not use balanced saline solutions, Ringer lactate and/or hydroxypropyl methylcellulose during the loading
procedures of the lens into the injector.
Improper handling of the preloaded system as well asimproper bending techniques may cause damage to the
haptics and/or the optical part of the lens. The surgeon must not attempt to implant lenses with a damaged optical
plane or haptics. For a correct handling of the medical device follow the instructions for use being provided.
Theintraocular lens implant requires adequate surgical skills.
10.0pening the protective packaging requiresimmediate use of the intraocular lens to prevent contamination or
dehydration.
11. The MINI WELL TORIC and MINI WELL PROXA TORIC intraocular lenses must be kept at room temperature. Itis
recommended to implant them after keeping them at least 60 minutes at the temperature of the operating room.
In this way it is possible to avoid that the thermal shock, resulting from an abrupt exposure to body temperature,
causes a transient loss of transparency of the device.
Storage conditions/Transport conditions
Store at temperatures between +5°C — +25°C. During transport, non-prolonged exposure of the product to
temperatures higher than those suggested for the storage (up to a maximum of + 45 ° () does not compromise the
characteristics of the product.
Warnings
Physicians considering a lensimplant in one of the following circumstances should evaluate the potential risks/
benefits ratio:
1. Patients with one or more of the following conditions could not be eligible candidates for implantation of a
progressive intraocular lens, as it can worsen the pre-existing condition, interfere with diagnosis or the treatment of
a condition or potentially be a risk for the patient’s sight:
a. zonularlaxity
b. irreqularity and decentration of capsulorhexis
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. recurrentinflammation of anterior or posterior segment of unknown etiology (chronic uveitis)

d. patientsin whom the intraocular lens might interfere with the ability to observe, diagnose or treat posterior
segment conditions

e. intraoperative challenges which could increase the risk of complications, such as severe bleeding, significant iris
damage, uncontrollable elevated intraocular pressure or significant vitreous loss

f. lack of capsular support forimplantation of the intraocular lens in the capsular bag

g. decompensated glaucoma

h. dystrophy of corneal endothelium

i proliferative diabetic retinopathy

j. microphtalmus

k. pediatric patients

1. suspected microbial infection

m. patients without an adequate support for the lens from the posterior chamber or the zonule

n. bilateral congenital cataracts

0. history of retinal detachment or susceptibility to this condition

p. monocular patients

MINIWELL TORIC and MINI WELL PROXA TORICI0Ls must be positioned within the capsular bag and not in the

ciliary sulcus.

. The MINIWELL TORIC and MINI WELL PROXA TORIC I0Ls are indicated for the correction of pre-existing corneal
igmati h inth ive table shown.
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in the range in the comp able shown.

The rotation of MINI WELL TORICand MINI WELL PROXA TORICIOLs far from their selected axis can reduce

astigmatism correction. Misalignment greater than 30° can increase post-operative refractive cylinder. If necessary,

lensrepositioning should be performed as soon as possible before lens encapsulation.

Carefully remove all viscoelastic material from the capsular bag. Residues not removed could lead to I0L

opacification and increase in intraocular pressure.

Any residual viscoelastic material can allow the lens to rotate causing misalignment of the lens with the intended

axis of placement.

Choice of type of I0L to be used as well as the implantation method to be adopted (monolateral, bilateral or

combined) must be evaluated case by case by the physician according to the clinical need of the patient.

Other potential ions following 0L i ion are correlated to cataract surgery.

Adverse events

The potential adverse events that may occur during or after cataract surgery with implantation of an intraocular lens

may include:

General adverse events forintraocular lenses

Residual refractive error

Increase of intraocular pressure

Corneal oedema

Inflammation (Endophthalmitis, Hypopyon, Cystoid macular oedema)

Pupillary block

Retinal detachment

Displacement of the intraocular lens (Tilt and decentralisation)

Secondary surgical intervention (including repositioning of the implant, removal and replacement, PO, or other

surgical procedure)

Adverse events for MINI WELL TORIC and MINI WELL PROXA TORIC intraocular lenses

1. Increased visual disorders related to the optical characteristics of the intraocular lens:

a. Reduction of contrast sensitivity
b. Light artefacts (halos, glare or starbursts)

2. Rotation of the positioning axis.

Instructions for use

The following instructions apply to models of intraocular lenses MINI WELL TORIC and MINI WELL PROXA TORIC.

1. Appropriate implant selection

a. Examine the label of the complete package to verify the model, dioptric power or spherical equivalent, design
and date of expiration of the product.

b. Suggested constant A: the constant A on the package is intended as a guideline and starting point for calculating
the dioptric power of the implant. We suggest that surgeons should develop the constant value based on their
clinical experience.

Removing the implant from its package

a. Aftimpeninqme case, check that the information on it corresponds to that listed on the label in the lens
package.

b. Open the lens external package and transfer the lens container in the sterile field in accordance with good
practices in sterile field management.

. Open theinjector blister and place it on the sterile operating table.

d. Carefully open the lens container and remove the loading chamber in which it is lodged.

e. Inserttheloading chamber holding the I0L into the specific injector slot (Fig. 1).

f. Apply viscoelastic solution first through the front hole until the tip s filled (Fig. 2) and then through the rear
hole towards the back of the chamber (Fig. 3) until the solution comes out, in order to obtain a barrier between
lens and silicone cushion.

g. Inaddition, apply a drop of viscoelastic solution on the tip of the silicone cushion (Fig. 4). Itis recommended to
use the SIFl viscoelastic solution, in order to allow the correct lens injection procedure.

h. Carefully remove the loading chamber block by lifting it from below with thumb finger and holding the upper
partwith index and middle fingers (Fig.5). Check that the lens s located at the centre of the loading chamber
(Fig. 6). Close the cartridge sides together until the “click-lock” mechanism engages (Fig. 7).

i. Push forward the plunger softly and ensure that the silicone cushion correctly enters the loading chamber.
Continue to push the plunger bringing the lens toward the tip of the injector.

Inthe event the lens-injector system gets jammed, stop using the device.

Lens Injection

a. Introduce the injector tip into the tunnel, with the sloping side facing down and inject the intraocular lens into
the bag (Fig. 8).

b. Afterthe injection, pull out the injector from the incision.

Attention: When the loading chamber is introduced into the injector, the plunger should be in the pulled-back
position. The injector tip must be handled with care, especially during insertion of the loading charge into the
injector. It must not be damaged in order not to jeopardise the injection operation.

Positioning of the lens

a. Rotate the lens within the capsular bag and place the indicators in correspondence with the axis of the
astigmatism to be corrected. The indicators identify the lower power meridian forming an imaginary line that
represents the axis of the positive cylinder; the I0L higher power meridian is located at 90° compared to the axis
of the indicators. The marks on the axis of the cylinder of the MINI WELL TORIC and MINI WELL PROXA TORIC lenses
must appear to be aligned with the corneal meridian to be corrected.

IMPORTANT. Before surgery, it is recommended that the eye to be operated should be marked by using a sclerocorneal

marker while the patient s sitting. The marked points identify the reference axis (which may be 90° or 180°, as

deievrlninbed by the surgeon) to determine the refractive axis to be corrected in order to position the lens into the
capsularbag.

Once the lens has been inserted into the capsular bag, carefully align the indicators of the MINI WELL TORIC and MINI

WELL PROXA TORICintraocular lenses with the astigmatism axis to be corrected. An incorrect alignment of the axis of

the lens compared to the required positioning axis may ise the corrective power. This incorrect alignment may

derive from a keratometry or from an inaccurate marking of the cornea; from the incorrect positioning of the axis of

the intraocular lens during surgery; from an unexpected surgically-induced alteration of the cornea; or from a physical

rotation of the lens itself after the implant.

Device disposal

MINIWELL TORIC and MINI WELL PROXA TORIC are aspheric I0Ls intended to be implanted in the posterior chamber of

the eye, more precisely in the capsular bag. In case of disposal, the abovementioned medical devices must be considered

as medical waste and disposed of as such (according to applicable national requirements).

The injector provided may be contaminated with potentially infectious substances of human origin after use. Dispose of

the injector after use according to the applicable guidelines of biological hazardous waste.

Implant card

Fill'in the implant card supplied with the medical device, reporting the required data and applying the adhesive label

containing the identification data of the implanted lens. The compiled implant card must be given to the patient.

Inform the patient to keep the card as a permanent record of the implant and to show it to any ophthalmologist to whom

he/she will address in the future.

The meaning of the symbols on the implant card and label provided is described in the “Symbols” table contained within

this package insert.

Limitations of Warranty and Liability

Theintraocular lenses MINI WELL TORIC and MINI WELL PROXA TORIC must be implanted exclusively with the injector

presentin the package. SIFI S.p.A. assumes no responsibility for the use of said lenses models with injectors other than

those that have been supplied.
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Theinjector included in the package should not be di itled nor Ifthe injector is mani| SIFIS.p.A.
does not guarantee compatibility between lens and injector.
Furthermore, SIFI S.p.A. guarantees the c ibility of the system injector-ints lar lens only with the viscoelastic

solution provided by SIFIS.p.A. In the absence of viscoelastic solutions provided by SIFI S.p.A. itis advisable to use
ophthalmic viscosurgical devices (VDs) with similar characteristics (check the information within the QR code printed
on the products box).
SIFIS.p.A. assumes no responsibility for the use of different viscoelastic solutions or alternative techniques that could
alter the normal functioning of the lens-injector system.
Expiry date
The expiry date refers to the sterility of the package. Do notimplant the lens after the expiry date.
Notification of adverse reactions
Adverse reactions and/or potential complications should be reported to the local Vigilance Authorities and to:
SIFIS.p.A. - Via Ercole Patti, 36 — 95025 Aci Sant’Antonio (CT) Italy
e-mail: Vigilance@sifigroup.com
Thisinformation is required to document the potential long-term effects of the intraocular lens implant.
Summary of safety and clinical performance
The summary document of the information relating to the safety and clinical performance of the devices is available
atthe following URL:
https://ec.europa.eu/tools/eudamed
Calculation of dioptric power
Preoperative calculation of the power for these intraocular lenses should be determined by the surgeon’s experience,
preferences and intended lens placement.
Some power calculation methods for intraocular lenses are described in the following publications:
Haigis W., “The Haigis formula”. In: Shammas HJ., ed, Intraocular Len Power Calculations. Thorofare, NJ., Slack,
2004; 41-57.
Hoffer K., “The Hoffer Q formula: a comparison of theoretic and regression formulas”. J. Cataract Refract Surg.
1993 Nov;19(6):700-12.
Basu S., “Comparison of I0L power calculations by the I0LMaster vs. theoretical calculations”. Eye. 2006
Jan;20(1):90-7.
Szaflik )., Kaminska A., Gajda S., Jedruch A., “Accuracy of the SRK II, SRK/T, Holladay and Hoffer Q 10L power
calculation formulas in hyperopic patients after phacoemulsification”. Klin Oczna. 2005;107(10-12):615-9. Polish.
Manufacturer
SIFIS.p.A. - Via Ercole Patti, 36
95025 — Aci Sant'Antonio (CT) Italy
www.sifigroup.com
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The cutoff wavelength and the spectral transmittance curves presented here represent the range of
transmittance values of I0Ls made from acrylate copolymer with bonded UV-absorber.

Transmittance spectrum was measured with a diameter of 6 mm using a disk of thickness equivalent
t0a20D.

UV cutoff <10% at 370nm

Fig. A
-
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Symbols

Utilizzare prima di (anno — mese)
Use before (year - month)

Utiliser avant (annee — mois)
Utilizar antes de (ano — mes)

Ase utiliza inainte de (anul — luna)
Kapampbinbik Mep3ii (Xbin - aif)
Son kullanma tarihi (yil-ay)

Utilizar antes de (ano —més)
Verwendbar bis (Jahr - Monat)
Wcnonb3oBaTh He no3aHee (roa-mecau)
1E GFE-HD i
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Consultare le Istruzioni per I'impiego
Consult the instructions for use
Lirele mode d'emploi

Consultar las Instrucciones de uso
Consultati instructiunile de utilizare
KonaHy XeHiHaeri HyckaynbiKTbl
KapaHbia

Kullanim talimatlarina bakiniz

Consultaras Instrugdes de uso

Die Gebrauchsanweisung sorgfaltig
durchlesen
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Diametro del Piatto Ottico (mm)
Optical Plate Diameter (mm)
Diametre du Corps Optique (mm)
Diametro de optico (mm)
Diametrul structurii optice (mm)
OnTyKanblk 6eTTiH Anametpi (m)
Optik yiizey capt (mm)

Diametro do prato 6tico (mm)
Plattendurchmesser (mm)
OnTiyeckwit anamerp (Mm)
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Diametro Totale (mm)
Total diameter (mm)

Diametro total (mm)
Gesamtdurchmesser (mm)

Diametre Total (mm) 061wt guamerp (Mm)
g Diametro Total (mm) AR (BEAD)
T Diametrul total (mm) SISk
Kannbi puamerpi (Mm) el IS L)
Toplam ¢ap (mm)
Fabbricante Fabricante
Manufacturer Hersteller
Producteur Msrotosutens
u Fabricante il
Fabricantul 3 e S
Snaipywi ol
Uretici
Conservare all'asciutto Conservaraseco
Dry storage Trocken lagern
g Conserver au sec XpaHuTb B Cyxom mecTe
Conservar en lugar seco BRI e
Pastrare intr-un loc uscat 23 5 o SR sla
Kyprak xeppe CakTaHbi3 s e 8 By

Kuru olarak saklayin

Non riutilizzare

Do notreuse

Ne pas reutiliser

Novolvera utilizar
Anusereutiliza

KaiiTa konpaHyra Gonmaiigs!
Tekrar kullanmayin

Nao reutilizar

Nicht wieder verwenden
He noanexut nosTopHomy
UCMONb30BaHHI0
RS
solitul s J g2
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Sterilized using steam

Sterilizzato a vapore

Stérilisé a la vapeur

Esterilizado a vapor

Sterilizat cu aburi

BymeH 3apapcbi3fanabipy

Buhar kullanilarak sterilize edilmistir

Esterilizado a vapor

Mit Dampf sterilisiert
(Tepunu308aHo NOCPeCTBOM napa
AR
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Limitazione nella temperatura di
conservazione/trasporto

Limite da temperatura de conservagao/
transporte

Limitations in g ]
temperature

Limitation dans la température de
conservation / de transport

Limitacion en la temperatura de
conservacion/transporte
Limitari ale temperaturii in timpul
depozitarii/transportului
CaKray/TaceiMangay TemnepaTypackiHa
KoiibinaTblH WeKTeynep
Saklama/tasima sicakligindaki kisitlamalar

Besc der Lager-/
Transporttemperatur

OrpaHuuenns no Temneparype xpaHenus/
nepesoski

At SR R

Sl 338 all ds 3 250
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C€ 0426

Marchio CE e codice dellEnte Notificato
CEMarkand Notified Body Code

Marquage CEet code de I'Organisme Notifie
Marcado CEy codigo del Organismo
Notificado

Marcajul CE si codul organismului notificat
CE Genrici xaHe eKineTTi opraH

Geprex kop,

CEisareti ve Onayli Kurulus kodu

Marca CE e c6digo da Entidade Notificada
CE-Kennzeichnung und Code der
Notifizierten Stelle

Mapxkupoka CE 1 Kogy, npuCBOEHHbIi
YMONHOMOYEHHbIM OpraHOM
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Nome Paziente o ID Paziente
Patient Name or patient ID

Nom du patient

Nombre del paciente

Numele pacientului sau datele de
identificare ale pacientului
ATbI-X6Hi HEMECE NAUMEHTTIH Xeke
Kyanir HeMipi
HastaAdiveyaHastaKimligi

Nome do paciente ou identificacao
do paciente

Name oder ID des Patienten

Vima u damunua wam UH naunenta
BH L THARHAID
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Data dell'impianto

Date of Implantation

Date de I'implant chirurgical
Data del implante

Data implantérii
VIMnnaHTaus XacansaH kyH
implantasyonTarihi

Data doimplante
Implantationsdatum
Jlata umnnaHTaumum
i WNEE ]
syl

Sl

Nome e indirizzo della struttura sanitaria
dell'impianto / operatore

Name and Address of the implanting
healthcare institution / provider

Nom et adresse de la structure sanitaire

Nome e endereco do estabelecimento de
satide que implantou/fornecedor

Name und Anschrift der einsetzenden
Gesundheitsbehorde / des Providers
Ha3BaHie H a7Ipec MeAULMHCKOTO y4peX ieia

del'implant chirurgical /
desanté

Nombrey direccion del centro sanitario del
implante / profesional sanitario
Denumirea si adresa institutiei medicale
care efectueaza implantarea/funrizorului
VMRaHTaLWS XaCaliToiH MeAMUMHaNsIK
MEKEMEHIH / fieHCayMblK CaKTay YibIMbIHbIH
aTaybl XaHe MeKeH-Kallel
implanteedensagikkurumunun/
saglayiasininadiveadresi

O(YNC(TKMBWEW WMNNaHTaLo
RINBESTHLR /AR 0 4
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Sito web informativo per i pazienti
Information website for patients

site web d'information pour les patients.
sitio web informative para los pacientes
Website de informare a pacientilor
MauveHT Typansl aknapar Be6-caiit
Hastalaricinbilgisitesi

Sitio Internet com informagdes para

0s pacientes.

Webseite mit Informationen fiir Patienten
WHdopmaumonHbiii BeGcaitt ana
NaUMEHTOB
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MD

Medical device / device Name

Dispositivo médico / Nome do dispositivo

Dispositivo Medico / Nome disp

Dispositif médical / Nom du dispositif
Producto sanitario / Nombre del producto
Dispozitiv medical / Numele dispozitivului

KypbINFbl / Kyp!
araysl
Tibbi cihaz/cihaz adi

/F
MepuunHckoe ycTpoiicTeo / uma
ycTpoiicTea
BEIT et/ WA AT
A8 o ] Sy oy
Sl e [l Sen
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Numero di serie
Serial Number
Numéro de série
Nimero de serie
Numar de serie
Cepysinsik Homip
Seri numarasi

Nimero de série
Seriennummer
CepuiiHblit Homep
2k

dlpms o et

el

LOT

Numero di lotto

Lot Number/Batch code

Numéro de lot

Nimero de lote

Numér lot/Cod identificare lot

MapTus Hemipi / OHpipywwiHiK Gyma Kopb!
Lot kod numarasi

Nimero do lote/Codigo da remessa
Losnummer

Homep nocranaemoii naprum / Koa
NapTuv Npon3BoAuTeNa
/AR
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Sistema UDI (sistema di identificazione
unica del dispositivo)

UDI System (Unique Device Identification
system)

Systeme UDI (systeme d'identification
unique du dispositif médical)

Sistema UDI (identificacion tnica del

SistemaUDI (Sistema de identificacdo
tinica do dispositivo)

UDI-System zur Systemidentifikation
Cuctema NYC (MaenTudmkauu
YHUKaNIbHOTO yCTPOiCTBa)

UDIRZE (B gt WU RGD
dlabis UDI (oK pnmlaaial 4l ailales)

dispositivo) Sead) iy jaily jillaldal
Sistem UDI (Sistem Identificare Unica a

Dispozitivului)

KEC xyiteci (Kypbinbikbl Epekue

CaiikecTeHaipy)

UDI Sistemi (BenzersizCihazTanimla

masistemi)

Attenzione Atencao

Caution Achtung

Attention 06paTuTb BHUMaHHe
Atencion ¥

Atentie s

Haaap aynapeineia gl
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Singolo sistema di barriera sterile
Single sterile barrier system
Systeme de barriére stérile simple
Sistema de barrera estéril simple
Sistem cu barierd sterila unica
Bip cTepunbai Tockaybin Xyiteci
Tekli steril bariyer sistemi

Sistema de barreira estéril inica
einfach steriles Barrieresystem
OpvHapHas cTepunbHas GapbepHas
cvicTema
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Doppio sistema di barriera sterile
Double sterile barrier system
Systeme de barriére stérile double
Sistema de barrera estéril doble
Sistem cu bariera sterila dubla
Koc cTepunbpi Tockaybin Xyiec
Ikili steril bariyer sistemi

Sistema de barreira estéril dupla
doppelt steriles Barrieresystem
[1BoitHas cTepunbHas Gapbepas
cicTema
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Numero catalogo
Catalogue number
Numéro de catalogue

Namero do catalogo
Artikelnummer
KatanoxHeiit Homep

Nimero de catlogo H5

Numér catalog [ZNSY
Karanor Hemipi ES o ek
Katalog numarasi

Numero modello Nimero do modelo
Model number Modell-Nr.
Numéro de modele Homep moaenn
Nimero de modelo iiRs

Numar model Jiasall 8

Ynri Hemipi Jsaojla

Model numarasi

Data di produzione Data de fabrico
Date of Manufacture Herstellungsdatum
Date de fabrication [JlaTa urotonexus
Fecha de fabricacion Enask]
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