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RAPORT DE EVALUARE
PENTRU CEREREA NR.50641/24.07.2025

OPERATOR ECONOMIC EVALUAT

KEMBLI-MED S.R.L

Adresa sediului social: MUNICIPIUL BRASOV, STR.DE MIJLOC , NR.173, JUDET BRASOV
CUL: 10511100, Nr. inregistrare Registrul Comertului: J1998000499081

OBIECTUL EVALUARII
Modificarea avizului de functionare nr.5351/04.07.2025 detinut de operatorul economic evaluat pentru

extinderea activititii prin adaugarea unor producitori pentru care OE are calitatea de importator si
distribuitor.

Data intocmirii raportului de evaluare : 09.09.2025

DOCUMENTE DE REFERINTA:

- Documentele depuse la dosar de catre OE care fac obiectul cererii privind modificarea avizului de
functionare, in vederea emiterii unei anexe in conformiate cu Art. 13 din Ordinul nr. 566/2020 pentru
aprobarea Normelor metodologice de aplicare a Titlului XX din Legea nr. 95/2006 privind reforma in
domeniul sandtdfii, referitoare la avizarea activittilor in domeniul dispozitivelor medicale, din 03.04.2020,
in vigoare de la 08 aprilie 2020.

- Procedura operationala a Directiei Avizare din cadrul Directiei Generale a Dispozitivelor Medicale a
Agentiei Nationale a Medicamentului si a Dispozitivelor Medicale din Romania , Avizare activitati in
domeniul dispozitivelor medicale” Cod PO-DGDM/DA/01 Versiunea 03 , Ed. 02.2025

CONCLUZII
Se va addauga urmatorii producatori, dupa cum urmeaza:

Nr.
Crt. PRODUCATOR [ [ D|RA] TARA
L TOWA MEDICAL INSTRUMENTS Co.,Ltd. X JAPONIA
2. |OHIRA Co.,Ltd. % JAPONIA
3. [FINDEX Inc. X JAPONIA
4. |[HEINE Optotechnik GMBH&CO.KG. X GERMANIA
5. MMT MERAN MEDIKAL TEKNOLOJI KOOL.STI. X TURCIA
Digitally signed by Pereteatco Alina
Date: 2026.07.07 20:08:40 EEST
Reason: MoldSign Signature
Location: Moldova
MOLDOVA EUROPEANA

Cod: PO-DGDM/DA/01 -F4 V.03, Ed. 02.2025 Pagina 1 din 1
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ANEXA din data 11.09.2025
LA AVIZUL DE FUNCTIONARE
Nr. 5351/04.07.2024 al KEMBLI-MED SRL
CUI 10511100, J1998000499081

In conformitate cu art. 926 din Legea nr. 95/2006 privind reforma in domeniul sdnitatii,
republicatd §i in baza documentatiei inaintate si a raportului de evaluare pentru cererea

50641/24.07.2025 care fac parte integrantd din prezenta anexd, Avizul de functionare nr.
5351/04.07.2024 se completeaza dupd cum urmeazi:

Operatorul economic este importator si pentru urmatorii producitori:

Nr

crt | Nume producitor Tara

1 FINDEX INC Japonia
2 [ MMT MERAN MEDIKAL TEKNOLOJI KOLL STI Turcia

3 | OHIRA CO. LTD. Japonia
4 | TOWA MEDICAL INSTRUMENTS CO. LTD. Japonia
Operatorul economic este distribuitor si pentru urmatorul producator:

Nr

crt | Nume producator Tara

1 HEINE OPTOTECHNIK GMBH & CO. KG Germania

Prezentul document este valabil doar insotit de avizul initial.
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RAPORT DE EVALUARE
PENTRU CEREREA NR. 62051/08.09.2025 .

OPERATOR ECONOMIC EVALUAT

KEMBLI-MED SRL

Cod Unic de nregistrare: 10511100

Nr. de ordine in registrul comertului: J1998000499081
Sediu social: Str. De Mijloc nr. 173, Brasov, Judetul Brasov

OBIECTUL EVALUARII

Modificarea avizului de functionare nr. 5351/04.07.2024 detinut de operatorul economic evaluat pentru
extinderea activititii prin addugarea unor producitori pentru care OE are calitatea de importator, distribuitor
sau reprezentant autorizat.

DATA INTOCMIRII RAPORTULUI DE EVALUARE: 25.09.2025

DOCUMENTE DE REFERINTA:

- Documentele depuse la dosar de citre OE care fac obiectul cererii privind modificarea avizului de
functionare, in vederea emiterii unei anexe in conformiate cu Art. 13 din Ordinul nr. 566/2020 pentru
aprobarea Normelor metodologice de aplicare a Titlului XX din Legea nr. 95/2006 privind reforma in
domeniul sandtatii, referitoare la avizarea activititilor in domeniul dispozitivelor medicale, din 03.04.2020,
in vigoare de la 08 aprilie 2020.

- Procedura operationald a Directiei Avizare din cadrul Directiei Generale a Dispozitivelor Medicale a
Agentiei Nationale a Medicamentului si a Dispozitivelor Medicale din Roméania ,, Avizare activitiati in
domeniul dispozitivelor medicale” Cod PO-DGDM/DA/01 Versiunea 03 , Ed. 02.2025.

CONCLUZII

Se vor adauga urmétorii producatori, dupa cum urmeaza:

éﬁ: PRODUCATORI I|D|RA UE TARA

1. | PST -PLASTIC STERILIZING TRAY CORPORATION | X SUA

SRR e R v
Cod: PO-DGDM/DA/01 -F4 V.03, Ed. 02.2025 Pagini 1 din 1
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ANEXA din data 26.09.2025
LA AVIZUL DE FUNCTIONARE
Nr. 5351/04.07.2024 al KEMBLI-MED SRL
CUI 10511100, J1998000499081

in conformitate cu art. 926 din Legea nr. 95/2006 privind reforma in domeniul sanitatii,
republicata i in baza documentatiei inaintate si a raportului de evaluare pentru cererea
62051/08.09.2025 care fac parte integranti din prezenta anexd, Avizul de functionare nr.
5351/04.07.2024 se completeaza dupd cum urmeaza;

Operatorul economic este importator pentru urmitorii producitori:
Nr

crt | Nume producitor Tara

1 PST -PLASTIC STERILIZING TRAY CORPORATION SUA

Prezentul document este valabil doar insotit de avizul initial.
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AVIZ DE FUNCTIONARE
Nr. 5351 din 04.07.2024

In conformitate cu art. 926 din Legea nr. 95/2006 privind reforma in domeniul sanatatii, republicati, cu
modificarile si completdrile ulterioare, in baza documentatiei inaintate si a raportului de evaluare nr.
300201/04.07.2024 care face parte integranti din prezentul aviz de functionare, Agentia Nationala a
Medicamentului i a Dispozitivelor Medicale din Romania avizeazi operatorul economic:

KEMBLI-MED SRL
cod unic de inregistrare: 10511100
numdr de ordine in Registrul Comertului: J08/499/1998
cu sediul social cu activitate in Brasov, Str. De Mijloc nr. 173, judetul Brasov

pentru a desfasura activititi de:

import dispozitive medicale v’ DA NU
distributie dispozitive medicale v/ DA NU
instalare dispozitive medicale v DA NU
mentenanta dispozitive medicale v DA NU

Categoriile §i grupele de dispozitive medicale pentru care se executa lucriri de instalare si/sau mentenanta sunt

urmatoarele:
Categoria dispozitive medicale Grupa dispozitive medicale Instalare|intretinere|[Reparare
= = - = .
B tve n'fedlcale penttu uz sterlizator cu abur Ps x V < 50 (bar x L) DA DA DA
general spitalicesc :
Di iti ical t ;
ISPOthW.G "?"d“’a SPARUNE L ese de operatie DA DA DA
general spitalicesc
i iti i t ; .
ispox: Ve n?edlcale PERITUYZ s caune pentru chirurgie DA DA DA
general spitalicesc
i iti ical o
DlSpOZ]thlf: m.ledica B EER e mese pentru consultatii DA DA DA
general spitalicesc
in OZIth‘e n?edlcale Detthm-va scaune pentru consultatii DA DA NU
general spitalicesc :
DlSP O,ZI.twe mechcalle pentru microscop specular DA DA DA
optica si oftalmologice
. = Tl . .
DISP (:ZIFWG ificilce ? — aparat crioterapie DA DA NU
opticd gi oftalmologice
DlS.p?Zﬂ.LlVf: med1calf: pentru ST DA DA DA
opticd si oftalmologice
Dls.p ?Zlee medlcala’: pentry biometru cu ultrasunet DA DA DA
optica si oftalmologice

RN R R SRR S
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Categoria dispozitive medicale Grupa dispozitive medicale Instalare|intretinere[Reparare
Dispozitive medicale pentru o
opticd si oftalmologice biomicroscop DA DA DA
. = - : . ‘
D1s.p (321F1ve medlcalf: penttu perimetru computerizat DA DA DA
optica si oftalmologice
i iti ical t g
D].SP ?quve G, o pentru perimetru cu scaner confocal DA DA DA
opticd si oftalmologice
i iti ical ; ;
D1s.pcjzr.[1ve e b S biometru optic DA DA DA
optica si oftalmologice
. = . ” 2 —
Dlspovm‘twe medlcalfe pentru tonometru de aplar-lape ;’ noncontact / DA DA DA
optica si oftalmologice noncontact cu pahimetrie
DISP?ZIFIVC medwal.e pentr autorefractokeratometru DA DA DA
opticd si oftalmologice
Dls.p (321.t1ve mechcalfe P proiector de teste DA DA DA
optica gi oftalmologice
Rifpasiiiethedion’s Juiics lensmetru (dioptrimetru) DA DA DA
optica si oftalmologice
; = ol ;
Dispositive medicale pentru 1 pa | DA | DA
optica si oftalmologice
D1s.p(ioz1.t1ve medlcal?: pentru ki DA DA DA
optica si oftalmologice
i iti ical t ;
DlS.p?Zl?lVC LaRLs ? pentrd electroretinograf DA DA DA
optica si oftalmologice
DISP (321.t1ve medlcalfa_pentm fundus camera DA DA DA
optica si oftalmologice
'SP (321F1ve medu:alf: pentru oftalmoscop direct/indirect DA DA NU
optica si oftalmologice
DIS.}'_)?ZI"[IV& medlcal.e pentru microscop operator DA DA DA
optica si oftalmologice
Dislla?ziFive medicalfe pentru Forr?ograf ocular:OCT (fara radiatii DA DA DA
optica si oftalmologice ionizante)
. = - al ‘ .
DISP (321‘t1ve S N B combina oftalmologica DA DA DA
optica si oftalmologice
Di iti i t T
‘lS'pO“ZI'.[lVG medlcalfe PRRR scanner confocal de imagistica DA DA DA
optica si oftalmologice
Dlspoumpve medlcal.e pemim topograf cornean DA DA DA
optica si oftalmologice
st.povmltwe medlcal(le pentru sisteme del chirurgie vitroretiniana si DA DA DA
optica si oftalmologice facoemulsificare
Dispozitive medicale pentru laser oftalmologic, fotodisruptor,
iy ; . - DA DA DA
optica si oftalmologice fotocoagulator, trabeculoplastie selectiva

TR RN
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Operatorul economic este importator al producatorilor:

Nr ert Nume producitor Tara
1 [APTISSEN SA Elvetia
2 |AUROLAB India
3 [BEAVER-VISITEC INTERNATIONAL INC. SUA
4 |CHONGQING IRC MEDICAL EQUIPMENT CO. LTD. China
5 |CHONGQING KANGHUARUIMING SCIENCE TECHNOLOGY CO.LTD China
6 |CRYSTALVUE MEDICAL CORPORATION Taiwan
7 |DENT4YOU AG Elvetia
8 [DIOPSYS INC. SUA
9 |[EAGLE LABS, LLC SUA
10 |[ELLEX MEDICAL PTY LTD Australia
11 [HAAG-STREIT AG Elvetia
12 [HAAG-STREIT UK LIMITED Mared

Britanie
13 [ISCON SURGICALS LIMITED India
14 |[KANEHARA TRADING INC. Japonia
15 |KEELER LIMITED i,
Britanie
16 |[LANG-STEREOTEST AG Elvetia
17 [MADHU INSTRUMENTS PRIVATE LIMITED India
18 |[MANIINC. Japonia
19 [MEDICEL AG Elvetia
20 |[MERIDIAN AG Elvetia
21 |NATUS MEDICAL INCORPORATED DBA EXCEL-TECH LTD. (XLTEK) Canada
22 |[OPTOVUE INC, SUA
23 [PLASMAPP CO., LTD I
Sud
24 |RAY VISION INTERNATIONAL CORPORATION China
25 |RAYNER INTRAOCULAR LENSES LIMITED vames
Britanie
26 |SHANGHAI MEDIWORKS PRECISION INSTRUMENTS CO. LTD. China
57 [SURGICAL SPECIALTIES MEXICO, S. DE R.L. DE C.V. ALSO TRADING AS i
SURGICAL SPECIALTIES CORPORATION
28 |SURGISTAR INC. SUA
29 [TEKIA INC. SUA
30 |[TRACEY TECHNOLOGIES CORPORATION SUA
31 |[TRANSAMERICAN TECHNOLOGIES INTERNATIONAL DBA TTI MEDICAL SUA
TR R R b s
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Nr ert Nume producitor Tara
32 |UNICOS CO. LTD Chirsea da
Sud
33 |[VISION ASSESSMENT CORPORATION SUA
34 [VOLK OPTICAL INC SUA
Operatorul economic este distribuitor al producatorilor:
Nr ert Nume producitor Tara
1 |1 STQ GMBH Germania
2 |ADAPTICA SRL Italia
3 |AESCULAP AG Germania
4 |ALBERT HEISS GMBH & CO.KG Germania
5 |ALBOMED GMBH Germania
6 |ARCADOPHTA Franta
7 |BON OPTIC VERTRIEBSGESELLSCHAFT MBH Germania
8 |CEFLAS.C. Italia
9 |CENTERVUE SPA [talia
10 |CSO SRL Italia
11 |D.O.R.C. DUTCH OPHTHALMIC RESEARCH CENTER (INTERNATIONAL) B.V. |Térile de Jos
12 [HS DOMS GMBH Germania
13 |[ICARE FINLAND OY Finlanda
14 |M.E.D.MEDICAL PRODUCTS GMBH Germania
15 |[MABEL MAKINA MEDIKAL SANAYI VE TICARET A.S. Turcia
16 [MDJ SARL ' Franta
17 MDT SP. Z O.0. Polonia
18 |MEDICONTUR MEDICAL ENGINEERING CO LTD Ungaria
19 |MELAG MEDIZINTECHNIK OHG Germania
20 |MERAN TIP URUNLERI TEKNOLOJI SAN. VE TIC. LTD. STL Turcia
21 |[MERIDIAN MEDICAL D.O.O. Slovenia
22 |NORLASE APS Danemarca
23 |QUANTEL MEDICAL Franta
24 |SERAG WIESSNER GMBH & CO.KG Germania
25 |SMIAG Belgia
26 [UFSK INTERNATIONAL OSYS GMBH Germania
Operatorul economic este reprezentant autorizat in Uniunea Europeana al producitorilor:
Nu este cazul.
RN SN R
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Orice modificare a conditiilor stabilite prin reglementirile Agentiei Nationale a Medicamentului si a
Dispozitivelor Medicale din Romania care au stat la baza avizdrii atrage anularea prezentului aviz de
functionare.

Avizare initiala la data 05.07.2018
Valabil pana la 03.07.2027
VICEPRESEDINTE
Elena Valeria BRODEALA
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LENSTAR 900
Improving outcomes

ll HAAG-STREIT
DIAGNOSTICS

Look closer. See further.




02 | 03 LENSTAR 900

Lenstar 900

The all-in-one optical biometer &
IOL planning platform

From automated and precise measurement acquisition to 0L calculation
and surgical planning, Lenstar 900 provides a seamless workflow that
boosts your practice’s efficiency and optimizes your patients’ refractive
outcomes.

With a single scan, Lenstar 900 captures axial dimensions, keratometry, and
pupillometry, while simultaneously generating a cornea map* to assess
the regularity and symmetry of astigmatism. The dual zone keratometry
is equivalent to manual keratometry, providing precise K values, axis, and
astigmatism measurements'?2.

Equipped with state-of-the-art formulas such as Hill-RBF, Olsen, Barrett,
and the EyeSuite IOL toric planner, Lenstar 900 ensures accurate IOL
predictions for any patient.

*Availability may vary by region. Please contact your local Haag-Streit Distributor
for details.



Precise measuring data for
the Hill-RBF Method

The Lenstar 900's precise measurement technique
in combination with the unique Hill-RBF Method
allows accurate prediction of the 10L power for all
types of eye.

Perfect K values -
best toric results

The Lenstar 900 features dual zone keratometry
or T-Cone topography for precise astigmatism
and axis measurement'?. Its toric calculator,
featuring Barrett®, Hill-RBF*, and Olsen®, predicts
ic IOL power, considering the posterior cornea
efractive outcomes.




04 | 05 LENSTAR 900 MEASUREMENTS

Optical biometry

Fast & precise measurement
of the anterior & posterior
segments of the eye

ise optical biometry for a variety of eye
silicone oil-filled eyes.



Axial dimensions

Using Optical Low Coherence Reflectometry (OLCR), Lenstar 900 precisely
measures all key axial dimensions such as central corneal thickness (CCT),
anterior chamber depth (ACD), lens thickness (LT), and axial length (AL) with
high precision and reproducibility.

The Dense Cataract Measurement (DCM) mode uses advanced digital
signal processing to achieve high success rates in AL measurements, even
in patients with dense cataracts.

White-to-white & pupillometry

Based on high-resolution color photography of the eye, Lenstar
900 provides reliable white-to-white measurements to be used in
advanced I0OL calculation formulas. In addition, Lenstar 900 includes
measurement of the pupil diameter, an indicator of the patient’s
suitability for premium I0Ls, as well as for laser refractive procedures.

Keratometry

Lenstar 900's unique dual zone keratometry provides axis and astigmatism
measurements equivalent to the “gold-standard” manual keratometry’2.
The closely spaced 32 measurement point pattern improves precision, both
delivering more data and minimizing the need for software data interpolation.

Ccornea map*

Simultaneously with the keratometry measurement, the Lenstar 900
generates an axial curvature map of the central 3 mm zone of the anterior
cornea using 48 measurement points. The cornea map indicates the
astigmatism’s regularity and symmetry and therefore provides decision
support in choosing the appropriate I0L type for toric candidates.

T-Cone topography

For even greater confidence in toric procedures, the optional T-Cone toric
platform offers a mountable true 11-ring Placido topographer, delivering
detailed axial, tangential, and elevation maps of the central 6 mm optical zone.
Integrated with the EyeSuite IOL toric planner, the T-Cone toric platform ensures
optimal intervention planning, improving surgical outcomes and accuracy.

*Availa ary by region. Please contact your local Haag-Streit Distributor

for details.



06 | 07 IOL CALCULATION

EyeSuite IOL
The comprehensive IOL
calculation platform

180°

EyeSuite 10L is designed to meet the needs of all patients, including those
with toric or post-refractive requirements. Its intuitive dashboard ensures
accurate I0L power calculations and streamlines lens selection. The platform
enables side-by-side comparisons of IOL calculation methods and anticipated
outcomes for monofocal, toric, or multifocal lenses across manufacturers.

The IOL editors streamline management and customization of the I0OL
database, allowing surgeons to adjust IOL constants based on their outcomes

and improve calculation accuracy. The database can also be expanded with
IOLs from new manufacturers or external libraries like IOL Con, ensuring
maximum flexibility and adaptability to individual preferences.




Hill-RBF 3.0

Hill-RBF 3.0 uses the predictive power of artificial intelligence, built on high-
quality data collected by leading cataract surgeons worldwide. By leveraging
pattern recognition and big data, it delivers highly accurate I0L predictions
for any anatomical configuration. Its unique reliability check identifies
unusual eye configurations and labels them as outliers, providing confidence
beyond simple power values.

Barrett Universal Il & Olsen

Standard 10L calculations work well for average eyes but often fall short in
cases like short or long eyes or those with unique anatomical features, as
they tend to misinterpret lens positioning. To enable excellent refractive
results for any patient anatomy, EyeSuite I0L features latest generation 10L
calculation formulas, i.e., Barrett Universal II° and Olsens. For improved 10L
prediction, they include anterior chamber depth (ACD) and lens thickness
(LT) in their calculation besides the standard axial length measurements
and K-readings.

Post-refractive solutions

IOL calculation for post-refractive patients presents unigue challenges.
To support surgeons managing patients with prior RK, LASIK, RK or PRK,
EyeSuite I0L offers a comprehensive set of cutting-edge formulae for post
refractive patients. For patients without surgical history, the integrated
Barrett True-K and Shammas No-History methods are employed. If the
change in refraction caused by the refractive procedure is known, then
the Barrett True-K with history, Masket and modified Masket formulae may
also be used®’s.

Toric solutions

For planning toric 10Ls, correct calculation of the cylinder power and
orientation are key. To achieve this, the optional EyeSuite IOL toric planner
features the Barrett Toric Calculator, the Hill-RBF, Koch/Abulafia toric
planner?, and Olsen Toric® for accurate I0L prediction.



08 SURGICAL PLANNING

EyeSuite I0OL toric planner
Enhance efficiency & refractive
outcomes

EyeSuite IOL toric planner is an intuitive platform designed to  All critical planning details—including 10L data, calculations,
simplify toric intervention planning. It displays the implantation — and custom markings—are consolidated into a tailored printout,
axis, the incision location and overlays of critical data such as  providing clear, actionable guidance for the operating room.
IOL orientation or curvature maps. The incision optimization tool

helps surgeons identify the ideal incision location to minimize

residual astigmatism.

To enhance intraoperative orientation, surgeons can manually
mark anatomical landmarks on the iris and sclera images. They
either serve as a baseline point for the intraoperative orientation
or as a fallback strategy if external marking is not successful.




09 EYESUITE PLATFORM

connectivity Is key

Seamless integration for optimal

workflow

With EyeSuite software, the Lenstar 900 seamlessly integrates
into your practice network, providing real-time access to all data.

Standardized interfaces, such as GDT or DICOM, enable effortless
connection to most electronic medical record (EMR) systems.
Additionally, EyeSuite’s open data interface and Lenstar 900's
separate computer automatically populate data fields with
imported values from refraction devices or your EMR.

This integration not only saves time but also reduces the risk of
transcription errors, ensuring efficiency and accuracy throughout
your workflow.




“The Lenstar 900 is a remarkably easy to

use all-in-one IOL power calculation tool that
delivers exceptionally accurate axial length,
anterior chamber depth & lens thickness by
optical biometry. At the same time, its dual zone
autokeratometry feature is precise & uniformly
consistent. The Lenstar 900 is an excellent
choice for surgeons migrating towards torics

& other premium channel IOLs where highly
accurate outcomes are critical for success.”

WARREN E. HILL, MD, FACS




Technical specifications
Lenstar LS 900

Measured variables & modes

Corneal thickness €™ Keratometry ¥ Onboard IOL calculation formulae
Measurement range  300-800um Measurement range Hill-RBF Method, Hill-RBF/Abulafia-
Display resolution Tum for radius 5-10.5mm Koch Toric Calculator, Olsen, Barrett

Display resolution 0.01 mm Universal Il, Barrett True-K, Barrett
Anterior chamber depth Ac® Measurement range  0—180° True-K Toric, Barrett Toric, Haigis, Hof-
Measurementrange  1.5-6.5mm for axis angle fer Q, Holladay 1, SRK/T, SRK Il, Masket,
Display resolution 0.01mm Display resolution 1° Modified Masket, Shammas No-History.
Lens thickness'" Pupillometry "> IOL calculation data interfaces
Measurementrange  0.5-6.5mm Measurementrange  2-13mm - Holladay IOL Consultant Profes-
Display resolution 0.01 mm Display resolution 0.01 mm sional Edition (Holladay 2 formula &

Holladay toric calculator)™

Axial length A- Measurement modes » PhacoOptics (Olsen formula)™
Measurement range  14-32 mm = ‘Normal’ eye = Okulix (Ray-Tracing by
Display resolution 0.01 mm = Aphakic eye Prof. Preussner)™.

= Pseudophakic eye
White-to-white distance W™ = Silicone-filled eye Electronic medical record
Measurement range  7-16 mm = Combination of the above. system interfaces
Display resolution 0.01 mm » DICOM (SCU)

Laser safety = EyeSuite Script Language

Class 1 laser product = GDT

= EyeSuite command line interface.

The above-mentioned measurement ranges are based on the standard settings of the device for automatic measurement and analysis.

Lenstar LS 900 optical biometer intended use

The Lenstar LS 900 is a non-invasive, non-contact OLCR (optical low-coherence reflectometry) biometer used for obtaining
ocular measurements and performing calculations to assist in the determination of the appropriate power and type of IOL
(intraocular lens) for implantation after removal of the natural crystalline lens.

The Lenstar LS 900 measures:

+ Axial length + Corneal curvature

» Corneal thickness + Radii for flat and steep meridian
= Anterior chamber depth = Axis of the flat meridian

= Agueous depth = White-to-white distance

» Lens thickness = Pupil diameter.

1 Hill W, Osher R, Cooke D, Solomon K, Sandoval H, Salas-Cervantes R, Potvin R. Simulation of toric intraocular lens results: manual keratometry versus dual zone
automated keratometry from an integrated biometer. J Cataract Refract Surg. 2011 Dec; 37(12): 2181-7. 2 Gundersen KG, Potvin R. Prospective study of toric IOL outcomes
based on the Lenstar LS 900 dual zone automated keratometer. BMC Ophthalmol. 2012 Jul 16; 12:21. 3 Barret G. Flight of the arrow: improving outcomes with toric
intraocular lenses, XXXII Congress of the ESCRS 2014 London, Video Prize Winner, Category Innovation, available on ESCRS on demand, http://escrs.conference2web.
com/content/23476/ accessed March 16, 2015. 4 W.E. Hill; IOL Power Selection by Pattern Recognition; ASCRS EyeWorld Corporate Education; ASCRS 2016. 5 Olsen
T. Improving IOL power Calculation by measurement of the lens thickness with the Lenstar LS 900 presented at the ESCRS in Paris 2010. 6 Wang L, Hill WE, Koch DD.
Evaluation of intraocular lens power prediction methods using the American Society of Cataract and Refractive Surgeons Post-keratorefractive Intraocular Lens power
Calculator. J Cataract Refract Surg. 2010 Sep; 36(9): 1466-73. 7 McCarthy M, Gavanski GM, Paton KE, Holland SP. Intraocular lens power calculations after myopic laser
refractive surgery: a comparison of methods in 173 eyes. Ophthalmology. 2011 May; 118(5): 940-4. 8 Wang L, Tang M, Huang D, Weikert MP, Koch DD. Comparison
of Newer Intraocular Lens Power Calculation Methods for Eyes after Corneal Refractive Surgery. Ophthalmology. 2015 Dec;122(12):2443-9. 9 Abulafia A, Barrett GD,
Kleinmann G, Ofir S, Levy A, Marcovich AL, Michaeli A, Koch DD, Wang L, Assia El. Prediction of refractive outcomes with toric intraocular lens implantation. J Cataract
Refract Surg. 2015 May;41(5):936-44. 10 https.//www.hicsoap.com/ 11 https://www.phacooptics.net/ 12 http://okulix.de
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Traducere din limba engleza

CERTIFICAT CE

(Sistemul integral de asigurare a calitatii) | r'j——
L@&l )

Prin prezenta. se atestd ¢a socictatea

HAAG-STREIT AG
Gartenstadtstrasse 10)
3098 Koenirs

Elvetia

A implementat si mentine un sistem complet de asigurare a calitatii care se aplica produselor
in fiecare stadiu de la proiectare la controalele finale.

Prin intermediul unui audit, documentat intr-un raport. efectuat de DQS Medizinprodukte
GmbH. s-a veriticat ¢a sistemul de manacement indeplineste cerintele

Anexei 1 — excluzand Sectiunea 4 din Directiva Consiliului 93/42/CEE cu privire la
dispozitive medicale

Cu privire la urmatoarele dispozitive medicale:
Instrumente oltalmice in conformitate-cu Anexa.

Producatorul este supus supravegherii in conformitate cu Anexa I Sectiunea 3, Marcajul CE
cy Numarul de identificare al Organismului Notificat (0297) poate fi aphicat pe dispozitivele
enumerate in certificat. Un Certificat de examinare al designului CE in conformitate cu Anexa
1, Sectiunca 4 este necesar pentru dispozitivele din clasa [l acoperite de acest Certificat.
Certificatul este in cazul dispozitivelor din clasa I(s) (1(s) = produsele din clasa | plasate pe
piatd in conditii sterile) limitat la aspectele fabricatiei care se refera la asigurarea si mentinerea
unor conditii sterile. Certificatul este in cazul dispozitivelor din clasa I(m) (I(m) =
dispozitivele din clasa | cu o functie de masurare) limitat la aspectele fabricatiei care se refera
la conformitatea produsclor cu cerintele metrologicee.

Nr. de inregistrare al Certificatului: 335325 MR2

Nrt. de identiticare unic al Certificatului: 170769818

Data intrarii in vigoare: 17.05.2020

Data expirarii: 17.01.2024

Frankfurt am Main: 17.05.2020

DOQS Medizinprodukte Gmbll

Semmatura indesciirabila Semmndrurd indescitrabila

Sigrid Uhlemann Dr. Thomas Feldmann

Director General Directorul Organismului de certificare
August-Schanz-Strafie 21, 60433 Frankfurt am Main.

Tel: #49(0) 69 95427-300. |

DQS Medizinprodukte Gmbll este un Organism Notificat in conformitate cu Directiva
Consiliului 93/42/CEE cu privire la dispozitive medicale cu Numarul de identificare
0297.
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ANEXA LA CERTIFICAT

Nr. de inregistrare al Certificatului: 335325 MR2
Nr. de identificare unic al Certificatului: 170769818
Data intririi in vigoare: 17.05.2020

HAAG-STREIT AG
Gartenstadtstrasse 10
3098 Koeniz

I lvetia
Familia de dispozitive Dispozitivul Clasa
Biometru LENSTAR LS 900 lla
EYESTAR 900 lla
Perimetru electronic OCTOPUS 900 |14
QOCTOPLUS 600 [la
Tonometru Tonometru de aplanare AT 900D Im
Tonometru de aplanare AT 900 Im
Tonometru de aplanare AT 870 - Im
Atasament steril de unica folosinta Stery Cup Set Is
Software EyeSuite 3
EyeSuite Imaging [m

Prezenta Anexi este valabild doar impreund cu Certilicatul mentionat mai sus.

Subsemnata TOSA GEORGETA LUCIANA. traducator si interpret autorizat pentru limbile
engleza si francezd in temeiul Autorizapiel nr, 93575 din data de 31.07.2003. eliberata de
Ministerul Justitiei din Romania. certilic acuratetea traducerii efectuate din limba engleza in
limba roménd. ca textul prezentat a fost tradus complet. fard omisiuni, $i ca. prin traducere.
inserisului nu i-au fost denaturate continutul i sensul.

PERSOANA FIZICA
TOSA GEORGETA LUCIANA C
Traducatoare autorizata |y M
pentru limbile engleza si franceza
Autorizatia ae. 9375/31.07.2003 pagitia 2 i 2




Traducere din limba engleza

DECLARATIE DE CONFORMITATE CE

HAAG-STREIT AG
Gartenstadtstrasse 10
3098 Koeniz, Elvetia
CHRN-MF-20000022

BEIS HAAC-STREI
izt I e i) |

EC REP
HAAG-STREIT Surgical GmbH & Co. KG
Rosengarten 10

172880 Wedel. Germania

Subscrisa. declaram pe proprie raspundere ¢a urmatoarele dispozitive medicale

1009000 7220096 7220376 7220400
Biometru LENSTAR LS 900

Clasa lla Regula 10 din Anexa IX

1009001 7220460

7220494 7220497 7221015

indeplinesc toate prevederile Directivelor 93/42/CEL si 201 1/65/LIT uplicabile acestora.

- Standardele armonizate saul

internationale aplicate Al:2013

EN 60601-1:2006 + | Echipamente electrice medicale - Prevederile

cenerale pentru siguranta de baza si

performanta esentiala

TEN 60601-1-2:2015

EN 1SO 15004-
1:2009

Echipamente electrice medicale — Partea -2

Prevederi generale pentru siguranta de bazi

si performanta esentiald — Standardul

colateral: Interferente electromagnetice —
Prevedert siteste

Instrumente oftalmice — Preveder

fundamentale si metode de testare — Partea |:

Prevederile generale aplicabile tuturor

nstrumentelor oftalmice

CEN I1SO 15004-
‘ 2:2007

CEN 60825-1:2014

EN 62471:2008

Instrumente oftalmice  Prevederile
fundamentale si metode de testare
Partea 2: Protectia impotriva pericolelor

luminoase

Sivuranta produselor laser - Clasificarea
| echipamentelor si cerinte

Sieuranta fotobiologicd a lampilor si

sistemelor de lampi




Procedura de evaluare a conformitatil
[ [

Organismul Notificat (dacd este consultat) DOQS Medizinprodukte Gmbl.

Anexa ll

August-Schanz-Stralle 21.

60433 Frankfurt am Main # ®

DES|\MED
N de inregistrare; 335325 MR2 N

| Eticheta Clr CL 0297
_Pi'.t:EL"ﬂTﬂ Declaratie de x:nr"lfurlrlilu_i.t‘_::iE vul_albilﬁ | Zﬁ.{l'S.Z{}ZlTl?.HlEZ-'I B

Koeniz, 07.06.202 1 Semndturd indescifrabila Semndtura indescifrabild
Locul si data de emitere Harald Miller 1org Breitenstein
Director Managementul Calititii Director Cercetare si Dezvoltare

s Probleme de reglementare

St VG0 SH0EOnE 07 18C Dl Buometer L ENETAR LS S0 da

Subsemnata TOSA GEORGETA LUCTANA, traducator si interpret autorizat pentru limbile
engleza si franceza in temeiul Autorizatiei nr. 9375 din data de 31.07.2003. eliberata de Ministerul
Justitiei din Romania. certific acuratetea traducerii efectuate din limba englezd in limba romana,
ca textul prezentat a fost tradus complet. fard omisiuni. si ¢a. prin traducere. inscrisului nu j-au fost
denaturate continutul si sensul,
PERSOANA FIZICA
TOSA GEORGFTA LUCIANA
Traducatoare autcrizata
zentru limbile engleza s) franceza
Autorizatia nr. $378/31.07.2003
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Thank you for choosing a HAAG-STREIT appliance. Provided you comply carefully 122 ﬁgﬁfg:e;m :
with the regulations in these instructions for use, we can guarantee the reliable and 1,655 10L constants derived from data from an optical
unproblematic use of our product. biometer 7
WARNING! 1.6.6 IOL constants derived using data from an immersion
A Read the instruciiops for use.carefully before commissioning this de- 167 ,g‘cr:ss:;?]::z:j\:; from data from a contact !
vice. They contain important information concerning the safety of the ultrasound biometer 7
user and patient. 1.7 Optical radiation 7
1.8 Disinfection 7
1.9  Warranty and product liability 7
Purpose of use 110 symbol 7
The Lenstar LS 900 is a non-invasive, non-contact OLCR (optical low-coherence .
reflectometry) biometer for measuring various ocular parameters necessary forcal- 2. Introduction 8
culating and determining suitable IOLs (intraocular lenses) for patients, for implanta- 21 _ Basic construction 8
. . . 2.2 Examination components (LS 900) 8
tion after removal of the natural crystalline lens. The Lenstar LS 900 measures: 23 G
. .3 Control component (PC) 9
* Axial eye |ength 2.4 Instrument table (option) 9
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*Anterior chamber depth 3. Appliance assembly / installation 9
* Aqueous depth 3.1 Safe system configuration according to EN 60601-1 9
* Lens thickness 3.2 Instrument table (option) assembly 10
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* Axes of the meridians 3.3.1 Device connection, cables under the device 1
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. pup" diameter 3.4 Computer connection 12
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optional T-Cone 12
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1. Safety

FORBIDDEN!
Failure to comply with the instructions can result in material damage

and pose a danger to users and patients.

WARNING!
A These warnings must absolutely be complied with to guarantee safe

operation of the device and to avoid any danger to users and to pa-
tients.

NOTE!
Important information: please read carefully.

o

1.1 Areas of application of the device
The device is intended for use in doctor’s practices, hospitals and optometrists’ and
opticians’ premises.

1.2  Patient population

The patient must be capable of sitting up straight and keeping his head still. He
must be physically and mentally able to cooperate well and mentally capable of fol-
lowing the examination. Patients must be at least 6 years old.

1.3 Ambient conditions

Transport: Temperature from -40°C  to +70°C
Air pressure from 500 hPa to 1060 hPa
Relative humidity from 10% to 95%

Storage: Temperature from -10°C  to +55°C
Alir pressure from 700 hPa to 1060 hPa
Relative humidity from 10% to 95%

Use: Temperature from -10°C  to +35°C

Air pressure from 800 hPa to 1060 hPa
Relative humidity from 30% to 75%

1 4  Shipment and unpacking
Before unpacking the appliance, check whether the packaging shows traces of im-
proper handling or damage. If this is the case, notify the transport company that has
delivered the goods to you.

* Unpack the equipment together with a representative of the transport company. Make
a report of any damaged parts. This report must be signed by you and by the repre-
sentative of the transport company.

* Leave the device in the packaging for a few hours before unpacking it (condensation).

* Check the appliance for damage after it is unpacked.

* Return defective appliances in the appropriate packaging.

* Store packaging material carefully, so that it can be used for possible returns or when
moving.

* Check that the contents of the packaging correspond to the contents specified on the
leaflet included in the packaging.

1.5 Installation warnings

WARNING!
A + Only use a HAAG-STREIT approved external medical power supply (EN
60601-1, UL 60601-1, CAN/CSA C22.2 No 601.1-M90).

+ The plug, cable and socket must be functioning perfectly.

+ Before carrying out maintenance or cleaning work, the device must al-
ways be disconnected from the mains by unplugging the power supply
or plug.

+ Computers and further ancillary devices (printers, etc.) must comply with
the EN 60601-1 standard, or be connected through galvanic isolation to
external networks (isolating transformer, galvanic Ethernet isolator, etc.),
see also "Safe system configuration in accordance with EN 60601-1".

+ For connection to PC, only use the supplied USB cable (2 m).

+ The power supply must be positioned in such a way that proper heat dis-
persion is guaranteed.

1.6  Operation, environment

FORBIDDEN!
« It is expressly forbidden to open the device!
+ Never use the device in potentially explosive environments where volatile

solvents (alcohol, benzine, etc.) and combustible anaesthetics are in use.

WARNING!
A + The doctor or the operator is obliged to inform the patient about the safe-

ty instructions concerning him and to ensure that these instructions are
complied with.

+ Only staff trained and experienced in the generation of measuring data
and calculations and the manual entry, editing and deletion of data may
examine patients, operate the device and interpret results.

+ All users must be appropriately trained and familiarised with the contents
of the instructions for use, especially with regard to the safety instructions
contained therein.

+ Measurements can be carried out with dilated or undilated pupils. Dilation
of the pupil only influences pupillometry.



+ We recommend checking the calibration of the T-Cone when fitting it and
repeating it if necessary (see section "Function check").

NOTE!

+ This appliance may only be used for the purpose described
in these instructions for use.

+ Installation only by trained specialists.

+ The PC on which the EyeSuite software is installed may not
contain any other software which could restrict the correct
operation of EyeSuite.

+ Please switch the computer off if it is not used for a long time.

+ The appliance may not be transported, stored or operated outside the
specified ambient conditions (see section "Ambient conditions").

* The appliance is used in a room in the medical area with
attenuated light.

+ « |f exposed to the effects of an external force (e.g., by being accidental-
ly knocked or dropped), this type of sensitive measuring device must be
promptly checked according to section "Function check" and, if neces-
sary, returned to the factory for repair.

+ If the device is moved/transported, a functional check must be performed
in accordance with section "Function check".

+ Perform a zero adjustment and function check when prompted by the
software.

+ The selected measuring mode must be checked before every measure-
ment.

+ Keep these instructions for use in a place where they are accessible to
those working with the device at all times.

+ Warranty claims can only be made if the instructions in these instructions
for use are complied with.

+ The manufacturer of the appliance is not liable for loss or damage due
to unauthorised handling of the same. All warranty claims arising in this
case are null and void.

+ Always remove the dust cover before switching the appliance on. The
light sources can be destroyed by overheating. Likewise, make sure that
the appliance is switched off before attaching the dust cover.

+ Repairs may only be conducted by suitably trained and authorised spe-
cialist personnel. Incorrect repairs can pose considerable risks for operat-
ing staff and patients.

+ Only original spare parts and original accessories may be used
for repairs.

+ The software must be installed by trained personnel.

[
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+ The optional T-Cone may only be used with the Lenstar.

+ The optional T-Cone may only be used with Lenstar devices with a serial
number of > 2000 or Lenstar devices converted to white light illumination.

+ The optional T-Cone must be checked for damage before use.

+ The T-Cone must not be exposed to strong direct sunlight.

1.6.1 Plausibility of the measurements

JAN

WARNING!

+ Users must check measurement readings for plausibility. This includes
the checking of the A scan and the cursors, which automatically adjust
to the signal, the keratometry values, the white to white distance and the
pupillometry, whenever one of the measurements displays an unusual-
ly high standard deviation. The operator must also take into account the
type (e.g., posterior subcapsular cataract) and density of the cataract
when evaluating plausibility.

+ Prior to the measurement, the user must verify that the patient is not
wearing contact lenses. Wearing contact lenses will result in erroneous
measuring results.

+ [t may not be possible, under certain circumstances, to carry out mea-
surements on persons with fixation problems.

+ In cases of thick cataracts and uncertain measurement of the axial
length, ultrasound biometry should be performed as a control examina-
tion.

+ Dense lenticular opacities may make it impossible to measure the axial
eye length and lens thickness.

+ Pronounced opacities of the central cornea can likewise make it impossi-
ble to measure corneal thickness, anterior chamber depth, lens thickness
or axial eye length.

+ Blood in the vitreous may make it impossible to measure the axial eye
length.

+ Keratometry may be erroneous in eyes that have undergone keratore-
fractive surgery because such eyes may significantly deviate from spher-
ical surfaces.

+ The user should make a visual check, when carrying out the measure-
ment procedure, to ensure that all light spots are present.

+ If the appliance repeatedly generates error messages, stop using it and
contact the customer service.

* You are recommended always to examine both of the patient's eyes five
times. The user should subject the measurement readings to extra scruti-
ny if there is a notable difference between the right and left eye.
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+ The following are classed as notable differences:

+ More than 1 D with respect to central comeal refractive power
=>0.18 mm difference with respect to the corneal curvature radius

+ More than 0.3 mm with respect to axial eye length

+ More than 1 D with respect to emmetropic IOL refractive power

+ The user must check the A-scan when measuring anterior chamber depth
in pseudophakic mode. If only one IOL signal is visible, it is not clear
whether this signal relates to the front or back of the IOL. Uncertainty in
this case can lead to the displayed reading for anterior chamber depth
being inaccurate by the thickness of the IOL (approx. £1 mm).

+ The measured corneal thickness is not intended as a basis for the correc-
tion of intraocular pressure readings for diagnosing glaucoma.

+ An excessively tilted or decentered IOL may make it impossible to mea-
sure the anterior chamber depth, lens thickness and aqueous depth.

* Measurement readings obtained from patients with a non-intact cornea
(e.g., due to a corneal transplant, corneal opacity or corneal scarring,
etc.) may possibly be inaccurate (this applies to keratometry in particu-
lar), and the user should check the data for plausibility.

+ Ambient light has a bearing on pupil-diameter measurement readings.
The user is responsible for ensuring the correct level of ambient light
when carrying out pupillometry. The LS 900 cannot monitor ambient light,
so do not use pupillometry as the decisive factor when considering kera-
torefractive surgery.

+ Keratometry may not be accurate in eyes with keratoconus, and so the
user must verify its plausibility.

+ The user must verify that the eye assignment (OD, OS) is correct for the
measured eye.

+ The white-to-white distance reading is merely an indirect measurement
of the inner lateral dimensions of the anterior ocular section. It therefore
provides only approximate indications of the actual inner lateral dimen-
sions of the anterior ocular section and of the size of the implant used.

+ The measured results of patients with asteroid hyalosis may not be accu-
rate (in particular the axial length measurement) and must therefore be
verified by the user in terms of their plausibility.

+ If the optional T-Cone is used, the user should verify the even illumina-
tion of the cone.

1.6.2 IOL calculation

The measurements taken with the LS 900 are a central element of every IOL cal-
culation. A further important parameter in calculating the lens to be implanted is the
IOL constant. When using the Lenstar LS 900, only IOL constants optimised for op-
tical biometers should be used. Please contact your I0L manufacturer for informa-
tion on optimised IOL constants for optical biometry. An alternative source of infor-
mation for IOL constants optimised for optical biometry is the website of the “User
Group for Laser Interference Biometry” (ULIB) at the University of Wuerzburg, Ger-
many. Even though the constants published there have been optimised for a differ-
ent optical biometer, published data [1, 2, 3] indicate that these IOL constants can
also be used for calculating I0L power with the Lenstar.

To further improve the clinical result, HAAG-STREIT recommends that every sur-
geon creates personally optimised |OL constants based on pre-operative mea-
surement data generated with the Lenstar and reliable postoperative data (e.g., 3
months after the operation).

1.6.3 References

[1] Buckhurst P J, Wolffsohn J S, Shah S, Naroo S A, Davies L N, Berrow E J, “A
new optical low coherence reflectometry device for ocular biometry in cataract pa-
tients”, British Journal of Ophthalmology 2009;93:949-953

[2] Holzer M P, Mamusa M, Auffarth G U, ,Accuracy of a new partial coherence in-
terferometry analyser for biometric measurements”, British Journal of Ophthalmo-
logy 2009;93: 807-810

[3] Rohrer K, Frueh B E, Walti R, Clemetson | A, Tappeiner C, Goldblum D, “Com-
parison and Evaluation of Ocular Biometry Using a New Noncontact Optical
Low-Coherence Reflectometer”, Ophthalmology 2009, 116:2087-2092

1.6.4 IOL constants

HAAG-STREIT recommends using personalised IOL constants to achieve maximum
prediction accuracy of the IOL calculation. Using personalised IOL constants minimis-
es the effects of individual surgical techniques, individual measurement and surgical
equipment and individual physiological differences in the patient cohort under treat-
ment on the IOL calculation.
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1.6.5 IOL constants derived from data from an optical NOTE!
biometer :(:}:’ The device complies with the limit values for risk group 1 in accordance
with EN 62471 insofar as no more than 100 individual measurements

If there are optimised or personalised IOL constants available from a different opti-
cal biometer, these may also be used with the Lenstar [1, 2, 3]. Optimised constants
for optical biometers can also be found on the website of the “User Group for Laser

are performed per day and per patient’s eye with dilated pupil. If this
limit value of 100 individual measurements is exceeded, the patient’s
eye may be damaged by the white illumination.

Interference Biometry” (ULIB) at the University of Wirzburg, Germany. (Radiance 1,800 Wm?2sr)
1.6.6 IOL constants derived using data from an immersion 1.8 Disinfection
ultrasound biometer NOTE!
If there are optimised IOL constants available from an immersion ultrasound biome- I:P « The device does not need to be disinfected.
ter, they may be used as a starting point for further optimation with IOL calculation with « If the optional T-Cone is used, its tip must be cleaned with max. 70% al-
the Lenstar. Differences in IOL calculation may still occur as the keratometry data are cohol after each patient.

collected in different ways. The “User Group for Laser Interference Biometry” (ULIB) at

the University of Wiirzburg, Germany has published on its website a manual explain- For more information on cleaning, please refer to the <Maintenance» section.

ing how to correct the effect of keratometry on the 0L constants. Still, the IOL con- 1 9 Warranty and product |IabI|Ity
stants acquired in this way should only be used as a starting point for further optimisa- The product should be treated as described in the "Safety” chapter.
tion/personalisation. * Improper handling can damage the product. This would void all guarantee claims.

* Continued use of a product damaged by incorrect handling may lead to personal inju-

1.6.7 IOL constants derived from data from a contact ! b
ry. In this case, the manufacturer accepts no liability.

ultrasound biometer * Repairs and modifications to the product must only be performed by HAAG-STREIT
If there are optimised IOL constants available based on data from a contact ultra- service technicians or authorised personnel.
sound biometer, they must be stringently recalculated for use with the Lenstar. The * The optional T-Cone must be stored in its original dust cover and protected from di-
“User Group for Laser Interference Biometry” (ULIB) at the University of Wiirzburg, rect sunlight.
Germany has published on its website a manual explaining how to correct the effect
of ultrasound biometry and keratometry on the IOL constants. Constants acquired 1.10 Symbols
in such a way should only be used as a starting point for further optimisation/per-

sonalisation. Read the instructions for use Q General warning: Read the ac-

carefully companying documentation
1.7 Optical radiation . : . -

In accordance with EN 60825-1, the limiting values for class 1 lasers are respected ﬁ gmpsggl mstr:ictlontls SP C?hA cert|f|ca|t|]?n er}g;{(
when the device is used in the defined manner. — ©C€ DiSpOSAl’ section. us With approva for

WARNING! C European certificate Manufact
The light from this device may be dangerous. The risk of eye damage of conformity LCLUIR]
increases with the irradiation period. An exposure time with this device

at maximum intensity of over 100 individual measurements per patient M Year of production =—— Direct current
eye with dilated pupil per day exceeds the risk guideline value.
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"\~ Alternating current

HS reference number

=S Logo of manufacturer:

IP20 Housing protection HAAG.STREIT AG

@ Serial number

2. Introduction

21 Basic construction

The system is divided into two parts: one concerned with examination (LS 900) and
the other with control (Notebook, PC). The examination part communicates via a
USB connection with the external PC. The LS 900 is operated using the "EyeSuite"
software installed on the PC. Integral, automatic error recognition for measurements
guarantees reliable examination results.

2.2 Examination components (LS 900)

Overview

. Frontring 8 1
. Housing 9

. Service cover

. Cable cover 10
. Control lever

. Type plate 1
. Side identification sticker

~NOoO oA wWwN -

12

Head rest (option)
8. Head rest
9. Headband
10. Mark for optimum eye

height 13
11. Chin rest
12. Chin rest height adjust-

ment
13. Hand grips for patient

T-Cone (option)

14. Dust cover of storage packaging lg
15. T-Cone topography add-on 16
16. “Top” — shows which side of the T-Cone is up. 17
17. Locking/release clip 18
18. Type plate 19
19. Base plate of storage packaging 20

20. Short forehead band with four Phillips screws

Device state
The device state indicator allows device monitoring without PC software:

21. State indicator Dark  Off

21
Orange Standby —
Green On [ — —— —1

Blue Light source on
RED  ERROR

Control lever
The joystick is used to position the device in
relation to the patient’s eye.
22. Trigger

Connections

23. USB-device connection

24, DC-device connection

25. USB 2.0 cable

26. DC cable

27. Cable tension compensator
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2.3 Control component (PC) 3. Appliance assembly / installation
A commercial PC is used as the control component for the biometer. 3.1 Safe system configuration according to EN 60601-1
FORBIDDEN!

WARNING!
A The software must be installed by trained personnel in accordance with « Itis not permitted to make modifications to the measuring device.

the separate installation instructions. For further information, please
contact your HAAG-STREIT representative.

WARNING!
. { l 5 + The device must only be installed on a stable, horizontal surface.
24 I.ns"ur.nent table (opthn) . . + All externally connected devices must comply with the standards rele-
An adjustable instrument table (option) allows the height of the device to be set vantto safey
comfortably to the height of the individual patient. :
o
o

NOTE!

+ After installation, a zero adjustment and function check must be per-
formed in accordance with the section "Function check".

28. Table top

29. Left-hand drawer (for external medical power supply) / Switch box SB01
30. Right-hand drawer (empty)

31. Elevator column (mechanical with spring)

32. Stand base with castors

NOTE!

+ The device should be set up in such a way that the plug is always eas-
ily accessible and the device can be disconnected from the power sup-
ply easily.
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33. Power supply (LS 900)
34. Instrument table

35. Isolation Transformer
36. Laptop / PC

37. Power supply (PC)
38. Printer

12DC/1A

33

34

100V/240V

med. approved EN 60601-1

35

=D
med. approved EN 60601-1

100V /240 V

Galvanic
isolation 4 kV
UsSB 2.0 LAN

o

o~

o

n

o)
36
37

100V /240 V

3.2 Instrument table (option) assembly
The instrument table is delivered in a separate package.
To assemble the table, please consult the instructions for use enclosed with it.

3.2.1 Mounting the roller rails/slide plate

The roller rails/slide plate must be positioned in such a way that, when the device
is centered, the patient’s eye will be at a distance of 68 mm from the front of the
device.

39. Rail

40. Side identification sticker
41. Slide plate

42. Headrest columns

43. Aperture for cables

30010.2
200
150102
g\@%\ 42
3
8
o @
30
39 43
40 g
# 70| <

140
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3.2.2 Mounting the sticker for automatic position recognition 3.3.1 Device connection, cables under the device

* Take off rail cover and move the device The device can be invisibly wired by passing cables through the cross slide and us-
to the side, if already in position. ing the cable channel undereath. To do this, you need either the HAAG-STREIT

* Clean surface of table. instrument table HSM 901 (option) or an aperture in the table-top used.

* Remove protective film (44) from back * Remove cable cover (50).
of the sticker. Start lifting it off carefully 44 * Expose USB and supply cables (table aperture, (51)).
from the corner opposite the white area. * Insert the supply cable through the opening beneath the cross slide until the cable

* Position the sticker with the white side emerges from the opening at the top at the front (52).
against the left roller rail (44) and the 45 Insert the USB cable through the same opening (52) on the cross slide.
edge of the table (46). Press the black/ Insert both cables in the appropriate box and fix with the tension compensator (53).
white area down firmly and stroke out  4g Replace the cable cover (54).
any air bubbles. Replace the rail cover.

* Carefully tear off the rest of the sticker
(47) (Positioning Tool) along the perfo-
rations

* Check whether the position recognition

function in the software works correctly. \%& O

3.3 Transporting the appliance

Transport the appliance over longer distances in its original packaging.

WARNING!
A In its original packaging, the device can withstand the transport condi-

tions as per EN ISO 15004-1.

For short distances, grasp the device by the base with both hands and lift (48), then
support the cross slides with your second hand (49).
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3.3.2 Device connection, cables at side (option)

12

Remove cable cover (55).

Expose USB and supply cables (left or right aperture on rail cover).

With a knife, cut carefully into the snap-off point provided on the left or right of the
cable cover (56).

Carefully use fingers to snap off the cut part (57).

Insert both cables in the appropriate box and fix with the tension compensator.

Join both cables together with a spiral wrap and fix in place using the cable channel
on the rail cover (58).

Replace cable cover

Replace the rail cover.

3.4 Computer connection

WARNING!
A For connection to PC, only use the supplied USB cable (2 m)

* Connect the electric power supply cable. Integral mains components work with the
voltages specified under section A.1.1 "Electrical data". It is not necessary to select
the voltage on the appliance.

* If aninstrument table HSM 901 (option) has been supplied, the power supply of the
LS 900 can be connected to the Switchbox SB01 (left drawer). Use the instructions
for use enclosed with the switchbox and the instrument table.

3.4 Installing a short forehead rest when using the
optional T-Cone

NOTE!
o

If the Lenstar LS 900 biometer with the T-Cone topography add-on is
used on an instrument table with a HAAG-STREIT head rest (HS art.
no. 7200123), the short forehead band delivered with the T-Cone must
be used on the head rest for better measurability. If the Lenstar is oper-
ated without the T-Cone, the short forehead band does not need to be
replaced with the long one.

* Detach the forehead band by removing the four
Phillips screws (60) using a size 1 Phillips screw-
driver.

* Remove the forehead band (59).

* Insert the short forehead band (HS art. no. 60
1021653) into the head rest and align the holes
with the holes in the head rest.

*Attach the short forehead band using the four Phil-
lips screws supplied.

4. Operation

4.1 Position of patient during measurement

The positioning of the device is done manually by the user. The patient must be po-
sitioned in such a way that the distance from the measuring head to the eye is ap-
prox. 68 mm. A steady head position is promoted by resting the patient's head well
against the chin rest and forehead band, and by the patient holding on to the han-
dles supplied. This can positively influence adjustment time and measuring accura-
cy. The patient should sit up as straight as possible.
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[

68 mm

NOTE!

In order to get the best possible results, the patient should be request-
ed to keep the eye as wide open as possible during the measurement
and to focus on the measuring beam. Blinking is permitted, but should
be kept to a minimum.

Measuring with the optional T-Cone

4 2.1 Fitting the T-Cone

.

Remove the dust cover from the storage packaging.

Hold the T-Cone with the locking clip (17) pressed down
next to the metal ring and fit it on the front ring of the Len-
star as shown on the right.

Keep the locking clip depressed so that the T-Cone lies
flush with the front ring. Make sure that "TOP" on the met-
al ring of the T-Cone is at the top. The T-Cone is held in
place on the front ring of the Lenstar LS 900 biometer by
strong magnets.

Ensure that the red safety mark is no longer visible on the locking clip. If the red
safety mark is stil visible, remove the T- Cone and fit it agaln

| v 1 x L

J
The T-Cone is fitted correctly. Thered  The T-Cone is not f|tted correctly. The red
safety mark is not visible. safety mark is visible. Please remove the

T-Cone and fit is again.

ENGLISH

WARNING!
A The T-Cone can only be used with the Lenstar with which it was cal-

ibrated. To use the T-Cone on another Lenstar or to use another
T-Cone on a Lenstar with an already saved T-Cone calibration, the cali-
bration must be performed again.

WARNING!
A The measuring distance from the T-Cone to the eye (apex) is approx.

6 mm. Depending on the anatomy of the patient, the tip of the T-Cone
may touch the eyelid or bridge of the nose. To avoid injuries, care must
always be taken when moving the Lenstar with fitted T-Cone towards
the patient.

NOTE!

T When you use the T-Cone for the first time with the Lenstar LS 900 bi-
ometer, the software will prompt you to calibrate the T-Cone with the
Lenstar LS 900 biometer. To do so, follow the software wizard and read
the software operating instructions (F1 key).

NOTE!

]:P We recommend performing a test measurement every time the T-Cone
is fitted and removed. The test measurement can be invoked in the
software’s biometry menu. To do so, follow the software wizard and
read the software operating instructions (F1 key).

4.2.2 Measuring with the optional T-Cone

* Fitthe T-Cone as described in 4.2.1.

* Prior to every measurement procedure, the tip of the T-Cone should be cleaned with

a lint-free cloth soaked in 70% alcohol To do so, use a moistened cotton bud or lint-

free cloth. The cloth or cotton bud must not be so wet that it drips. Ensure that the

T-Cone is dry after the cleaning. Information on cleaning the T-Cone can be found

under "Cleaning".

Retract the Lenstar / T-Cone completely before positioning the patient in the head

rest. Always start the measuring procedure with the Lenstar / T-Cone in the position

furthest away from the patient.

Explain to the patient that he should focus on the red, flashing light (measuring

beam) in the centre of the T-Cone. The second eye (the one not being measured)

can be covered with the eye patch on the optional head rest.

¢ Start the measuring procedure by pressing the button on the joystick and following
the instructions on your PC screen. Detailed information on the measuring procedure
can be found in the operating instructions for the software (F1 key).

13
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NOTE!

Ensure that the Lenstar / T-Cone is in the position furthest away from
the patient before switching from the first eye to the second eye. This
ensures that the T-Cone will not collide with the bridge of the patient’s
nose.

0

4.2.3 Removing the T-Cone

* Hold the T-Cone by the metal ring and press the locking /N
clip. Now remove the T-Cone by tilting it off the frontring — /» |
of the Lenstar as shown in the image. \

* Place the T-Cone on the base plate of the storage pack-
aging (19).

* Place the dust cover (14) on the base plate of the storage
packaging (19) to protect the T-Cone from dust and dirt.

4.3 Fixation

To obtain usable results, the patient must stare at the red fixation light in the mea-
suring lens during measurement. If the patient has difficulty seeing the fixation light
with the eye being measured, this can be remedied by fixating a remote object with
the other eye.

4.4 Measured variables

4.41 A-Scan

Depending on the patient’s gaze at the fixation light, the optical path length of the

visual axis is measured (61).

CT: Corneal thickness

AD: Aqueous depth (back of cornea to front of
lens).

LT: Lens thickness

AL: Eye length (front of cornea to the inner limiting
membrane).

NOTE!

Since the device measures up to the retinal pigmented epithelium, the
reading displayed is adjusted to the internal limiting membrane, either
automatically, as a function of axial length, or manually, according to
the mode selected. (Manual correction is not available in the USA)

4.4.2 Keratometry
Keratometry is calculated through the position of 32 projected light reflections. Six-
teen measuring points on each eye are arranged in two rings with the following di-

ameters
(standard eye R=7.8 mm) 2.3 mm

1.65 mm

Outer measuring points:
Inner measuring points:

For each measuring point, the equivalent of an ideal
sphere is calculated.
The values displayed (flat radius, steep radius) corre-
spond to the radii of an ellipsoid that fits into the array
of points. The axis of its rotation is measured count-
er-clockwise from the horizontal to the flat radius (62).

* e: Flat radius

¢ f: Steep radius

* g: Axis of rotation

4.4.3 White-to-white distance

The white-to-white distance (WTW) is determined using the image of the iris and
the eye radii obtained from keratometry. The value displayed corresponds to the di-
ameter of an ideal circle (63).

63 64

4.4.4 Pupillometry & visual axis

Pupil diameter (&) corresponds to the diameter of an ideal circle, with the smallest
error square to the established pupil border. At the same time, the shift of visual axis
towards the centre of the pupil is provided. The calculated dimensions are located
on the theoretically derived level of the iris. The image enlargement achieved by the
refraction of the eye is disregarded (64).
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5. Commissioning

Energy to the Lenstar LS 900 biometer is supplied by the medical power supply
FRIWO 3288-DT12/12 HED (HS no:1020392).

5.1  Switching on the appliance
* Connect the power supply up to the mains.

* Switch on the PC.
* Start the software on the PC.

5.2 Switching off the appliance

* Exit the software on the PC.
* Switch off the PC.

* Disconnect the Lenstar from the mains if you do not intend to use it for an extended

period of time.

6. Technical data
Type designation

Dimensions (W x D x H):
Weight:

LS 900
310 x 260 x 420 mm
6.2 kg

6.1  Power supply (primary side)

Power supply:

6.1.1 Device (secondary side)

Voltage:
Current:

100 - 240 V /50 — 60 Hz 280 — 140 mA
HS no:1020392, FRIWO 3288-DT12/12
HED

12V =—=
1A

6.2 Eye length measurement (A-Scan) and central fixation

Light source:
Wavelength:
Power on patient's eye:

6.2.1 Keratometry
Light source:
Wavelength:

Superluminescent diode
820 nm
<0.6 mwW

LED
950 nm
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6.2.2 Illumination Serial number of the system

Up to 1999* As of 2000
Light source: LED LED
Light colour: Green White

* Devices with a serial number < 1999 can be subsequently converted to white light illumination

6.2.3 Positioning aid (as of serial number 2000)

Light source: LED
Wavelength: 940 nm
6.2.4 Technical data of T-Cone (option)
Type designation: T-Cone
Diameter: 2 84 mm
Length: 63.5mm
Weight: 0.2kg
Placido rings: "
Covered optical zone: <6mm

6.3 Reproducibility
* The T-Cone complies with the requirements of the ISO 19980:2012 standard for the

central and medial measuring zones; the T-Cone does not cover the peripheral mea-

suring zone.

* International standard for ophthalmological instruments.

* Corneal topograph, type B.

* The T-Cone complies with the requirements of the ANSI Z80.23-2012 standard for
the central and medial measuring zones; the T-Cone does not cover the peripheral
measuring zone.

¢ US national standard for ophthalmological instruments
Corneal topography system, type B.

15
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6.4 Measuring accuracy
Exact test area (axial curvature difference in mm / elevation difference in um)

Central zone Medial zone
(Diameter < 3 mm) (Diameter < 6 mm)
Average  2st.dev.  2st.dev.  Average  2st.dev.  2st dev.
value Curvature  Elevation value Curvature  Elevation
Curvature diff. diff. Curvature diff. diff.
diff. diff.

Torus (mm),
R1=7.987, 0.006 0.065 0.66 0.004 0.044 0.33
R.=7.584
Ellipsoid (mm),
R=7.79, 0.001 0.083 0.78 0.020 0,038 1.51
k=-0.255
Sphere 1 (mm),
R=6.448, 0.013 0.037 0.61 0.012 0.025 1.12
Sphere 2 (mm),  _ ~
R=7.804, 0.008 0.034 0.33 0.008 0.026 0.75
Sphere 3 (mm), _
R=8.844, 0.017 0.056 0.46 0.024 0.038 1.61
Sphere 4 (mm), ~
R=10.501, 0.040 0.082 0.48 0.069 0.044 0.58

Sphere 1: 11.5 mm

Torus, asphericity, sphere 2,3,4: @14 mm

All surfaces: Precision + <1 um

Test surfaces were centred within £ 0.1 mm and their symmetry axes within + 0.5°
with regard to their measuring axis.

6.4.1 Reproducibility table B
Human cornea (axial curvature difference, D / elevation difference, pm)

Zone 1: Centre
(Diameter < 3 mm)

Zone 2: Average value
(Diameter < 6 mm)

Average value 1 st. dev. 2st.dev.  Averagevalue  1st. dev. 2 st. dev.
-0.001/- 0.38/0.66  0.76/1.31 -0.020/-  0.36/3.22  0.72/6.45
n =42 eyes

6.5 Measured variables
Measurement ranges are based on the ‘Phakic’ measurement mode.

6.5.1 Corneal thickness (CT)

Measurement range: 300 - 800 um
Display resolution: 1um
In vivo repeatability (1.SD): +2.3 um

6.5.2 Anterior chamber depth (ACD)

Measurement range: 1.5-6.5mm
Display resolution: 0.01 mm

In vivo repeatability (1.SD): +0.04 mm
6.5.3 Lens thickness (LT)

Measurement range: 0.5-6.5mm
Display resolution: 0.01 mm

In vivo repeatability (1.SD): +0.08 mm
6.5.4 Axial length (AL)

Measurement range: 14 -32 mm
Display resolution: 0.01 mm

In vivo repeatability (1.SD): +0.035 mm
6.5.5 Keratometry (R)

Measurement range radius: 5-10.5mm
Display resolution: 0.01 mm

In vivo repeatability (1.SD): +0.03 mm
Measuring area of axial angle: 0-180°

Display resolution: 1°

In vivo repeatability (1.SD):

+11°

6.5.6 White-to-white distance (WTW)

Measurement range: 7-16 mm
Display resolution: 0.01 mm
In vivo repeatability (1.SD): +0.04 mm
6.5.7 Pupillometry

Measurement range: 2-13mm
Display resolution: 0.01 mm
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The above mentioned measurement ranges correspond to the default setting for the Tab. 2: Special Eyes

automatic analysis. The in vivo reproducibility was evaluated in a clinical study of [unit] n Meangrand SDrepeat cv
cataract patients (see Tables 1 "All eyes" and 2 "Special eyes") AL ] 10/20 24,087 0.056 0.00234
6.5.8 Study design CT [um] 11722 564.4 28 0.00496
The clinical trial for deriving in vivo reproducibility was approved by the local ethics ACD [mm] 5/10 775 003 0.00333
committee. The study was planned and conducted as a prospective, non-randomised o
comparative study. Axis [°] 3/6 80 13 0.16092
* Two phases were scheduled in the approved study protocol. In the first phase, mea-
surements of axial length (AL), central corneal thickness (CT), anterior chamber Abbreviations
depth (ACD), central lens thickness (LT), median comeal radius (R) and the axis po- n Number of subjects / number of eyes
sition of the flat meridian (axis) were taken. Meangrand  Overall f result I
* The white-to-white distance (WTW) was measured in the second phase. verall mean of results on all eyes
* Atotal of 144 eyes in 80 subjects were included in study stage 1 and a total of 40 SDrepeat  Repeatability standard deviation
eyes in 20 subjects in study stage 2. cv Coefficient of variation
* Subjects with different conditions of the anterior and posterior segment of the eye sD o T .
(cataract in different stages, pseudophakia with different IOLs, aphakia, silicone-oil Standard deviation Lens thickness
fill) and subjects with healthy eyes were included in this clinical study. Data were an- AL Axial length R Corneal radius of curvature
alyzed for all eyes (see Tab. 1) and for a subgroup of eyes with special health con- CT  Corneal thickness Axis  Axis of flat meridian
ditions (see Tab. 2), with a complete set of 5 repeat measurements on both eyes of ACD  Anterior chamber depth WTW  \White-to-white distance

each subject.
* The special eyes group included eyes with one or more of the following conditions:

pseudophakia, aphakia and silicone-oil fill. 7. Software/ Help menu | Error messages
Tab. 1: All Eyes The software’s help section contains instructions and help for performing an exam-
[unit] n Meangrand SDrepeat cv |nat|onland descriptions of the error messages. The help can be opened via the F1
key or in the [?] - [Help] menu.
CT [um] 53/106 557.1 23 0.00407 A The software must be installed by trained personnel in accordance with
ACD [mm] 34768 3.19 0.04 0.01220 separate installation instructions.
LT [mm 27154 4.56 0.08 0.01784 .
[ 8. Maintenance
R [.mm] 34768 7.67 0.03 0.00396 The LS 900 is practically maintenance-free and requires only minimum care to work
Axis [°] 27154 72 1 0.14191 for as long as possible to your complete satisfaction. However, we recommend in-
WTW [mm] 9/18 12.27 0.04 0.00337 structing a service engineer to inspect the biometer periodically. HAAG-STREIT or

your local agent will be happy to provide further information.
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8.1 Function check / zero adjustment

The inspection gauge (65) supplied with the device will assist the user in check-
ing the proper functioning of the unit. The type plate with the serial number can be
found on the rear of the gauge. This check takes place for the first time when the
device is commissioned. Subsequent test intervals (1 week) will be specified by the
software (message displayed). For exact procedure see software instructions for
use. Should the test be outside the tolerance limits, a software message appears
and the unit must be taken out of use. Notify your HAAG-STREIT customer support
center.

8.2 Cleaning

Regular dusting of the device with a soft cloth is sufficient. More stubborn dirt can
be removed using a soft, lint-free cloth dampened with water or alcohol at maxi-
mum 70%.

WARNING!
A Avoid making the device wet and use only the means listed above. Un-

der no circumstances use solvent or any abrasives.

WARNING!
A The T-Cone must never be immersed in cleaning fluid or disinfectant.

No abrasive or otherwise aggressive agents must be used for cleaning/
disinfection. Suitable media include water and up to 70% alcohol. En-
sure that the T-Cone is dry after every cleaning/disinfection.

A dust cover is included in the accessories of the LS 900. Cover the appliance when
the room is being cleaned or if it is not used for longer periods of time. Always re-
move the dust cover before switching on the power.

WARNING!
A The appliance must not be switched on when covered! (Heat build-up,

fire hazard).

8.3 Maintenance of T-Cone (option)
The T-Cone requires practically no maintenance apart from the cleaning of the tip
between patients (see Measuring with the T-Cone).

A. Appendix
A1 Accessories / spare parts
A1.1 LENSTARLS 900

Component HS art. no. Note

Electric power supply lead CH 1001319 Max. length 2.50 m
USA power supply lead 1001316  Max. length 3.10 m
Dust cover (small) 1001395
Checking gauge (replacement) 1021124
Head rest (LS 900) 7200123
Eye patch 1400113
Instrument table HSM 901 Workstation, manual 7220085
Instrument table HSM 901 Workstation, electric lifting 7220149
column 230 V
A1.2 T-Cone (option)
Component HS art. no. Note
T-Cone topography add-on 1021534
Dust cover of storage packaging 1021665
Base plate of storage packaging 1021666
Short forehead band with 1021653

Phillips screws for forehead band 1005072 4 pcs

B. Legal regulations

* HAAG-STREIT maintains a quality management system in accordance with EN ISO
13485. The device has been developed and designed taking into consideration all
the standards listed in section E ‘Standards’.

This is a Class lla device in accordance with Appendix IX of Directive 93/42/EEC. By
affixing the CE mark we confirm that our device complies with the applicable stan-
dards and directives.

You can request a copy of the declaration of conformity for the appliance from
HAAG-STREIT at any time.
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C. Classification
C.1 LENSTARLS 900 biometer

EN 60601-1:

EN 60825-1:

EN 60529:

EN 62471:

EN 1SO 15004-2

93/42EEC (medical devices)
FDA:

C.2 T-Cone (option)
1SO 19980:2005
ANSI Z80.23-2008
93/42EEC (medical devices)
FDA:

D. Disposal

Continuous operation
Laser class |

Enclosure protection IP20
Risk group 1

Group 2

Class lla

Class Il

Corneal topograph, type B
Corneal topograph, type B
Class |
Class |

* Electrical and electronic devices must be disposed of separately from
household waste! This appliance was made available for sale after the

13th August 2005.

* For correct disposal, please contact your HAAG-STREIT representa-
tive. This will guarantee that no hazardous substances enter the envi-
ronment and that valuable raw materials are recycled.

E. Standards

EN 60601-1

EN 60601-1-2

EN 62471:2008
EN 60825-1:2007
EN 60529

ANSI 780.23:2008

EN ISO 15004-1

EN 1SO 15004-2
EN ISO 10343

EN 1SO 22665:2013
ISO 19980:2005

© HAAG-STREIT AG, 3098 Koeniz, Switzerland — HS-Doc. no. 1500.7220055.04060 — 6. Edition / 2013 - 09
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F. EMC supplement

F1  General

The Lenstar LS 900 complies with the standard EN 60601-1-2. The instrument is
constructed such that the generation and emission of electromagnetic interference
is limited so as not to disrupt the intended use of other devices, while the instrument
itself possesses an appropriate immunity to electromagnetic interference.

F.2 Emitted interference (standard table 1)

Guidance and manufacturer's declaration - electromagnetic emissions

WARNING!
A + Electrical medical devices and systems are subject to special EMC mea-

sures and must be installed in accordance with the EMC instructions con-
tained in this accompanying document.

+ Portable and mobile HF communication systems may interfere with elec-
trical medical devices.

WARNING!
A The use of cables or equipment other than those listed may lead to a

higher emission or to reduced interference immunity of the Lenstar LS
900 biometer system.

This product is intended for use in the electromagnetic environment specified below. The customer or the user of this product should assure that it is used in such an envi-

ronment.

Emission test Compliance  Electromagnetic environment - guidance

RF emissions CISPR 11 Group 1 This product uses RF energy only for its internal function. Therefore, its RF emissions are very low and are not likely to
cause any interference in nearby electronic equipment.

RF emissions CISPR 11 Class B This product is suitable for use in all establishments, including domestic establishments and those directly connected to

Emission of harmonics Class A the public low-voltage power supply network that supplies buildings used for domestic purposes.

according to EN 61000-3-2
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F.3 Immunity (standard tabee 2)

Guidance and manufacturer's declaration — electromagnetic immunity
This product is intended for use in the electromagnetic environment specified below. The customer or the user of this product should assure that it is used in such an envi-

ronment.

Immunity test standard

Electrostatic discharge (ESD)
EN 61000-4-2

Electrical fast transient / burst
EN 61000-4-4

Surge

EN 61000-4-5

Voltage dips, short interruptions
and voltage variations on power
supply lines

EN 61000-4-11

Power frequency (50/60Hz)
magnetic field EN 61000-4-8

EN 60601 test level

+ 6 kV contact
+ 8 kV air

+ 2 kV for power supply lines

+ 1 kV for symmetrical voltages
+ 2 kV for asymmetrical voltages
<5% U, (>95% drop in U,)

for % cycle

<40% U (> 60% drop in U,)
for 5 cycles

<70% U, (> 30% drop in U,)
for 25 cycles

< 5% U, (>95% drop in U,)
for5s

3A/m

NOTE: U,= the AC mains voltage prior to application of the test level.

Compliance level

+ 6 kV contact
+ 8 kV air

+ 2 kV for power supply lines

+ 1 kV for symmetrical voltages
+ 2 kV for asymmetrical voltages
<5% U, (>95% drop in U,)

for % cycle

<40% U (> 60% drop in U.)
for 5 cycles

<70% U (> 30% drop in U,)
for 25 cycles

<5% U, (>95% drop in U,)
for5s

0.3A/m

© HAAG-STREIT AG, 3098 Koeniz, Switzerland — HS-Doc. no. 1500.7220055.04060 — 6. Edition / 2013 - 09
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Electromagnetic environment - guidance

Floors should be wood, concrete or ceramic tile. If floors are

covered withs ynthetic material, the relative humidity should
be at least 30%.

Mains power quality should be that of a typical commercial
or hospital environment.

Mains power quality should be that of a typical commercial
or hospital environment.

Mains power quality should be that of a typical commercial
or hospital environment. If the user of this product requires
continued function even in the event of interruptions in the
energy supply, this product should be powered from an un-
interruptible power supply or a battery.

Power frequency magnetic fields should be at levels char-

acteristic of a typical location in a typical commercial or hos-

pital environment.
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F.4 Immunity on non-life support devices (standard table 4)

Guidance and manufacturer's declaration — electromagnetic immunity

This product is intended for use in the electromagnetic environment specified below. The customer or the user of this product should assure that it is used in such an envi-
ronment.

Electromagnetic environment - guidance

Portable and mobile RF communications equipments hould be used no closer to any part of this product, including cables, than the recommended separation distance cal-
culated from the equation applicable to the frequency of the transmitter.

Immunity test standard EN 60601 test level Compliance level Recommended distance:
Conducted RF EN 61000-4-6 3 Vims 3 Vims D=12VP
150 kHz - 80 MHz
Radiated RF EN 61000-4-3 3Vim 3Vim D=1.2./P 80 MHz - 800 MHz
80 MHz - 2.5 GHz 80 MHz - 800 MHz D=2.3/P 800 MHz - 2.5 GHz

distance in metres (m). Field strengths from fixed RF transmitters, as determined by an electromagnetic site survey?, should be less than the compliance level

in each frequency range® Interference may occur in the vicinity of equipment marked with the following symbol:

NOTE 1: At 80 MHz and 800 MHz the higher frequency applies.

NOTE 2:  These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from structures, objects and people.

a. Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, amateur radio, AM and FM radio broad-
cast and TV broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic
site survey should be considered. If the measured field strength in the location in which this product is used exceeds the applicable RF compliance level above, this
product should be observed to verify normal operation. If abnormal performance is observed, additional measures may be necessary, such as re-orienting or relocating
this product.

b. Ovefthe frequency range 150 kHz to 80 MHz, field strengths should be less than 10 V/m.

Where P is the maximum output power rating of thet ransmitter in watts (W) according to the transmitter manufacturer and D is the recommended separation (((.)))
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F.4 Safe distances on non-life support devices (standard table 6)

Recommended safe distances between portable and mobile HF communication devices and this device.

This product is designed to be operated in an electromagnetic environment in which radiated HF interference is controlled. The customer or user of this product can help to

prevent electromagnetic interference by maintaining minimum distances between portable and mobile HF communication systems (transmitters) and this product, as rec-
ommended below in accordance with the maximum output of the communication system.

Safe distance according to transmission frequency (m)

150 kHz — 80 MHz 80 MHz - 800 MHz 800 MHz - 2.5 MHz
Nominal output of the transmitter (W) D=12+P D=12+/P D=23+P
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 38 38 7.3
100 12 12 23

For transmitters with a nominal output not listed in the table above, the distance D can be calculated in meters (m) using the equation for the respective column, in which P
is the nominal output of the transmitter in watts (W) according to the specifications of the transmitter manufacturer.

NOTE 1:  Tocalculate the recommended safe distance of transmitters in the frequency range of 80 MHz to 2.5 GHz an additional factor of %/, was used to reduce the
probability of a mobile/portable communication device causing interference if inadvertently brought into the patient area.

NOTE 2:  These guidelines may not apply in all situations. Electromagnetic wave propagation is influenced by absorption and reflection of buildings, objects and people.
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Should you have any further questions, please contact your HAAG-STREIT dealer at:
http://lwww.haag-streit.com/contact/contact-your-distributor.html

"5 HAAG-STREIT

PRODUCTS CERTIFIED FORBOTH THE U.S
SP ® AND CANADIAN MARKETS, TO THE APPLI-

Us CABLE U.S. AND CANADIAN STANDARDS

Manufacturer:
Certified Quality Management System c E HAAG-STREIT AG
Gartenstadtstrasse 10
(c,:s @ )g 1250 3098 Koeniz, Switzerland
Phone  +413197801 11
E§9L$N0,_ 13485 Fax +4131978 02 82

eMail info@haag-streit.com
Internet  www.haag-streit.com
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INSTRUCTION MANUAL Continut

. 1. Siguranta 4

Biometru 1.1 Domenii de utilizare a dispozitivului 4

1.2 Populatia tinta 4

L t L S 9 0 0® 1.3 Conditii ambientale 4

e n s a r 1.4 Transport si despachetare 4

15 Avertizari la instalare 4

6. Edition / 2013 — 09 16 Utilizare, mediu 4

1.6.1 Plauzabilitatea masuratorilor 5

Introducere 162 Calcularea LIO 6

V& multumim c4 ati ales o aparatura HAAG STREIT. Putem garanta utilizarea 163 Referinte 6

siguré si fira probleme a aparatelor noastre cu conditia s& respectati in 164 Constante LIO 6

totalitate instructiunile de utilizare aflate in acest manual. 1.6.5 Constantele LIO derivate din datele de la un biometru optic 7

AVERTIZARE! 166 Constantele LIO derivate din datele obtinute in urma utiliz&rii unui biometru

A Cititi cu atentie instructiunile de utilizare nainte de a pune in cu ultrasunete in imersie 7
functiune acest dispozitiv. Contin informatii importante despre 1.6.7 Constantele LIO derivate din datele obtinute in urma masuratorilor unui biometru

siguranta utilizatorului si a pacientului. cu ultrasunete prin contact 7

1.7 Radiatie optica 7

Scopul utilizarii 18 Dezinfectarea : : 7

Lenstar LS 900 este un biometru optic noninvaziv, noncontact, pentru 1.9  Garantia si raspunderile asupra ProdusUlUI .............ccceeeeeenerierereneneenns 7

masurarea diferitilor parametrii oculari necesari pentru calcularea si 140 Simboluri 7

determinarea LIO potrivita (lentild intraoculara) a pacientilor, pentru 2. Introducere 8

|mplementarea dupa inlaturarea cristalinului. Lenstar LS 900 masoara: 21 Constuctia de baza 8

Axial eye length / Lungimea axiala 2.2 Componentele de examinare (LS 900) 8

* Corneal thickness / Grosimea corneei 2.3 Componenta de control (PC) 9

* Anterior chamber depth / Adancimea camerei anterioare 24 Stativul instrumentului (optional) 9

* Aqueous depth / Adancimea polului posterior (capsulad posterioara - retina) 3. Asamblarea | instalarea instrumentului 9

* Lens thickness / Grosimea lentilei 3.1 Configurarea in sigurantd a aparatului in conformitate cu EN 60601-1...9

* Corneal curvature / Curbura corneei 3.2 Asamblarea stativului aparatului (OptioNal) .........c.ccceveererrvinreverieriiinns 10

* Radius of corneal curvature meridian from flat to steep / Keratometrie 3.2.1 Montarea sinelor de ruliu 10

* Axes of the meridians / Axele meridianelor 3.2.2 Montarea sticker-ului pentru recunoasterea automata a pozitiei.......... 1

* White-to-white distance / Distanta alb-la-alb (white-to-white) 3.3 Transportarea aparaturii "

*  Pupil diameter / Diametrul pupilar 3.3.1 Conectarea dispozitivului, cablurile sub dispozitiv ............cccoeereeerneenne 1

3.3.2 Conectarea dispozitivului, cablurile in lateral (optional).......c.c.coeceveeene 12

3.4 Conexiunea cu computerul 12

3.4 Instalarea unui support scurt pentru frunte in timpul utilizarii topografului

OptioNAl TCOME .....ouvvviiiiii s 12
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1. Sigura

@ INTERZIS!

Nerespectarea instructiunilor poate duce la daune materiale si
prezinta un pericol pentru pacienti si utilizatori.

AVERTIZARE!
Aceste avertismente trebuie sa fie absolut respectate pentru a
garanta functionarea in siguranta a dispozitivului si pentru a evita
orice pericol pentru utilizatori si pacienti..

1.1 Domenii de utilizare a dispozitivului

Acest dispozitiv este conceput pentru utilizarea in cabinete medicale, spitale, spatii
ale optometristilor si opticienilor.
1.2 Populatia tinta

NOTA!
Informatie importanta: va rugam sa cititi cu atentie.

Pacientul trebuie sa fie capabil sa stea in picioare si sa isi tina capul nemiscat.

Trebuie sd fie capabil s& coopereze bine fizic si mental capabil sa urmeze

examinarea. Pacientii trebuie s aibe o varsta de minim 6 ani.

1.3 Conditii ambientale

Transport: Temperatura Dela -40°C la +70°C
Presiunea at. De la 500hPa la 1060 hPa
Umiditate rel. Dela 10% la 95%

Depozitare: ~ Temperatura Dela -10°C la +55°C
Presiune at. De la700hPa la 1060 hPa
Umiditate rel. Dela 10% la 95%

Utilizare: Temperatura Dela-10°C la +35°C
Presiune at. De la800hPa la 1060 hPa
Umiditate rel. De la 30% la 75%

1 4 Transport si despachetare
Tnainte de despachetarea dispozitivului,verificati daca ambalajul are urme de
manipulare necorespunzatoare sau avarii. Dacé acesta este cazul, nofificati
compania care v-a livrat bunul.

* Despachetati echipamentul impreund cu un reprezentant al companiei de transport.
intocmit,i un raport al tuturor componentelor avariate. Acest raport trebuie semnat de
dumneavoastra si reprezentatul companiei de tranport.

° Mentineti dispozitivul in ambalaj pentru cateva ore inainte de a
despachet(condensare).

Verificati dispozitivul de avarii dupa despachetare.

Returnati componentele avariate in ambalajul corespunzator.

Depozitati ambalajele cu grija, astfel inct sa poata fi refolosite in caz de returnari
sau de mutare a dispozitivului.

Verificati continutul pachetului sa fie cel specificat pe ambalaj.

1.5 Avertlzarl Ia mstalare

1.6

AVERT

. Utl|lzai,:l numai o sursa energetica exernd aprobati de HAAG-STREIT
(EN 60601-1, UL 60601-1, CAN/CSA C22.2 No 601.1-M90).

* Stecherul, cablul si prize trebuie s fie perfect functionale.

* Inainte de efectuarea curdtirii sau mentenantei dispozitivului, acesta
trebuie sa fie intotdeauna deconectat de la principal prin scoaterea din
prizé a stecherului.

+ Computerele si alte dispozitive auxiliare (imprimanta, etc.) trebuie sa
indeplineasca standardul EN 60601-1, sau sa fie conectate prin izolatie
galvanica la retelele externe (transformator izolator, isolator galvanic
Ethernet, etc.), vedeti deasemenea "Configurarea sistemului de
siguranta in conformitate cu EN 60601-1".

+ Pentru conectarea la PC, folositi numai cablul USB oferit (2 m).

+ Sursa de energie trebuie sa fie pozitionata astfel incét este garantata
dispersia corecta a caldurii.

A\

Utilizare, mediu

INTERZIS!

+ Este absolut interzis sa deschideti dispozitivul!

+ Nu utilizati niciodata aparatul in mediu cu potential de explozie unde
sunt folositi solventi volatili (alcohol, benzine, etc.), anestezice

AVERTIZARE!

* Medicul sau operatorul este obligat sa informeze pacientul despre
instructiunile de siguranta si s& se asigure ca aceste instructiuni
sunt indeplinite.

* Numai personal instruit si experimentat in generarea de masuratori
si calculi si introducere date si inserarea manuala, editarea si
sstergerea datelor poate sa examineze pacienti, utilizeze aparatul si
sad interpreteze rezultatele.

* Toti utilizatorii trebuie sa fie adecvat instruiti si familiarizati cu
instructiunile de utilizare, in mod special instructiunile de siguranta

* Masuratorile pot fi efectuate cu pupila dilatata sau nedilatata. Dilatarea
pupilei influenteaza numai pupilometria.

®
A\



+ Recomandam verificarea calibrarii topografului T-Cone la montare si
repetarea ei daca este necesar(vezi sectiunea "Verificarea
functilor").

NOTA!

+ Acest aparat poate fi utilizat numai in scopul descris in acest manual.

+ Instalarea se face numai de personal instruit.

+ PC pe care se instaleaza software-ul EyeSuite nu poate
contine alt software care sa limiteze actiunile EyeSuite.

+ Va rugam sa inchide calcultatorul daca acesta nu este folosit pe o
perioada mai lunga de timp.

+ Aparatura nu poate fi transportata, depozitata sau folosita in afara
conditilor ambientale specificate (vezi sectiunea "Conditii
ambientale").

+ Dispozitivul este folosit intr-o incapere din spatiul medical, cu o
lumina difuza.

+ Daca este expus unor actiuni externe (e.g.lovit sau scapat
accidental),acest tip de dispozitiv de masuratori fine trebuie verificat
imediat conform sectiuni "Verificarea functilor" si daca este necesar
retunati aparatul la producator pentru reparatii.

+ Dac3 dispozitivul este mutat/transportat, o verificare a functilor
trebuie efectuata in conformitate cu sectiunea"Verificarea functilor .

+ Efectuati o verificare la zero si a functilor cand aplicatia cere
acest lucru.

+ Modul de masurare trebuie verificat inainte de fiecare masuratoare

+ Pastrati aceste instructiuni intr-un loc accesibil celor care
utilizeaza aparatul.

+ Createle garantiei se pot impune numai cand au fost respectate in
totalitate instructiunile din aceste manuale.

+ Producatorul nu este responsabil pentru pierderea sau deteriorarea
aparatului prin manipulare necorespunzatoare. Toate creantele
garantiei in acest caz devin nule.

+ Indepértati intotdeauna protectia de praf a aparatului inainte de a-|
pomii.Sursele de lumina se pot distruge de la supra-incalzire.
Deasemenea , asigurati-va cd aparatura este inchisa in momentul
in care se acopera aparatul.

+ Reparatile pot fi facute numai de catre personal specializat autorizat
si special instruit.reparatii gresite prezinta un risc pentru personalul si
pacientii care utilizeaza aparatura.

+ Se vor folosii la reparare numai componente si accesorii originale

+ Aplicatia se instaleaza numai de personal instruit .

[

+ Topograful optional TCone poate fi folosit numai cu Lenstar.

+ Topograful optional TCone poate fi folosit numai cu dispozitive Lenstar cu un
numar de serie = 2000 sau dispozitive Lenstar convertite la iluminare cu
luming alba.

+ Topograful optional T-Cone trebuie verificat pentru avarii inainte de folosire.

+ Topograful nu trebuie expus direct in lumina solara putemicat.

1.6.4 Plausabilitatea masuratorilor

AVERTIZARE!

+ Utilizatorii trebuie sa verifice masuratorile facute pentru plauzabilitat.
Aceasta include verificarea A scan si a cursorului,care ajusteaza
automat semnalul,valorile keratometriei, distata white-to-white si
pupilometria, de fiecare data cand o méasuratoare afiseaza o deviatie
neobisnuit de mare. Utilizatorul trebuie deasemenea sa ia in calcul si
tipul (e.g., cataracta subcapsulara posterioara) si densitatea
cataractei in momentul in care se evalueaza plauzabilitatea.

+ Tnainte de masuratori,utilizatorul trebuie sa verifice c& pacientul nu
poarta lentil de contact.Avand lentil de contact, masuratorile vor fi
foarte eronate.

+ Este posibil, in anumite circumstante,ca sa nu se poata efectua
masuratori la persone cu probleme de fixare.

* In cazuri de cataracte foarte groase si masuratori incerte a lungimii
axiale, ar trebui efectuata o biometrie cu ultrasunete ca si verificare
de control.

+ Opacitati dense lenticulare pot face imposibila masuratoarea
lungimii axiale a ochiului si a grosimii lentilei.

+ Opacitéti pronuntate a corneei central pot deasemenea face imposibil
de masurat grosimea comeald, adancimea camerei anterioare,
grosimea lentilei sau lungimea axiala a ochiului.

+ Sange in vitros deasemenea duce la imposibilitatea efectuarii
masuratorilor lungimii axiale a ochiului.

+ Keratometria poate fi eronata si la ochii care au fost supusi unei
operatii keratofractive deoarece acest tip de ochi poate devia de la
suprafetele sferice.

+ Utilizatorul gar trebui sa faca o verificare vizuala in momentul in
care efectueaza procedurile de masurare pentru a se asigura ca
toate punctele luminoase sunt prezente.

+ Daca aparatura genereaza frecvent mesaje de eroare, opriti
utilizarea lui si contactati serviciul de suport.

+ Va recomandam ca intotdeauna sa verificati ambi ochi ai pacientului
de 5 ori. Daca este o diferenta vizibila de masuratori intre ochiul stang
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+ Urmatoarele pot fi cotate ca si diferente notabile:

+ Mai mult de 1 D fata de puterea centrala de refractie a corneei
=>0.18 mm fata de razele de curbura ale corneei

+ Mai mult de 0.3 mm in raport cu lungimea axiald a ochiului

* Mai mult de 1 D in raport cu puterea refractiva a LIO la emetropie

+ Utilizatorul trebuie sa verifice A-scan cand mésoara in modul
pseudophakic adancimea camerei anterioare. Daca numai semnalul
unei LIO este vizibil, nu este clar daca acest semnal se refera la fata
sau spatele LIO. Incertitudinea in acest caz poate conduce la
inexiactitatea afisajului citirii pentru adancimea camerei anterioare
prin grosimea LIO (approx. £1 mm).

+ Grosimea corneald masurata nu este baza a corectiei citirii corectiei
presiunii intraoculare pentru a diagnostica glaucomul.

+ O LIO inclinata sau descentrata excesiv ar putea face imposibila
masurarea adancimii camerei anterioare, a grosimii lentilei si a
adancimii apoase.

+ Citirile masuratorilor obtinute de la pacienti cu o coree ne-intacta
(e.g., datorita unui transplant comnean, opacitate corneana, etc.) ar
putea fi inexacte (se aplica in particular keratometriei), si utilizatorul
trebuie sa verifice datele pentru plauzabilitate.

+ Lumina ambientala are un impact asupra valorilor masuratorilor
diametrului pupilar.Utilizatorul trebuie sa asigure nivelul corect al
luminii ambientale cand se efectueaza pupilometria.LS 900 nu
monitorizeaza lumina ambientald, asa ca nu folositi pupilometria ca
factor decisive cand va ganditi la o interventie keratofractiva.

+ Keratometria poate sa fie inexacta la ochii care au keratoconus, si
e recomandat sa fie verificata plauzabilitatea masuratorii.

+ Utilizatorul trebuie sa verifice ca alocaria ochiului (OD, OS) este
corectd pentru ochiul masurat.

+ Citirea distantei white-to-white este doar o masurare indirectd a
dimensiunilor laterale interioare a sectiunii anterioare ocular.Drept
urmare ofera doar indicatii aproximative ale dimensiunii
lateraleinterioare a sectiunii anterioare ocular si a dimensiunii
implantului folosit.

+ Rezultatele masuratorilor pacientilor cu hialoida asteroida este posibil
sa nu fie exacte (in special masurarea lungimii axiale) si trebuie
verificate de utilizator in ceea ce priveste plauzabilitatea acestora.

+ Daca este folosit topograful optional T-Cone,utilizatorul trebuie s&
verifice iluminarea egala a topografului.

1.6.2 Calcularea LIO

Masuratorile facute cu LS 900 sunt un element central in calcularea fiecarei LIO. Un
alt parametru important in calcularea lentilei ce trebuie implantate, este constanta
LIO.Cénd utilizati Lenstar LS 900,numai constante LIO optimizate pentru biometre
optice vor fi folosite.Va rugdm producatorul dumnavoastra LIO pentru informatii
legate de constanta optimizata a LIO pentru o biometrie optica. O sursa alternativa
de informatie pentru constanta optimizata LIO pentru biometrie opticé este website-
ul “User Group for Laser Interference Biometry” (ULIB) al Universitatii Wuerzburg,
Ger-mania. Desi constantele publicate acolo au fost optimizate pentru un alt fel de
biometru optic, datele publicate [1, 2, 3] arata ca aceste constante LIO pot fi folosite
pentru calcularea puterii LIO cu Lenstar.

Pentru a imbunéatatii mai departe rezultatele clinice, HAAG-STREIT recomanda ca
fiecare chirurg sa isi creeze constante LIO optimizate personal bazate pe datele
masuratorilor pre-operatorice generate de Lenstar si date postoperatorice de
sigure(exp., 3 luni dupa operatie).

1.6.3 Referinte

[1] Buckhurst P J, Wolffsohn J S, Shah S, Naroo S A, Davies L N, Berrow E J, “A
new optical low coherence reflectometry device for ocular biometry in cataract pa-
tients”, British Journal of Ophthalmology 2009;93:949-953

[2] Holzer M P, Mamusa M, Auffarth G U, ,Accuracy of a new partial coherence
in- terferometry analyser for biometric measurements”, British Journal of
Ophthalmo-logy 2009;93: 807-810

[3] Rohrer K, Frueh B E, Walti R, Clemetson | A, Tappeiner C, Goldblum D, “Com-
parison and Evaluation of Ocular Biometry Using a New Noncontact Optical
Low-Coherence Reflectometer’, Ophthalmology 2009, 116:2087-2092

1.6.4 Constantele LIO

HAAG-STREIT recomanda folosirea constantelor personalizate LIO pentru a atinge
acuratetea maxima a previziunii calcularii LIO. Folosirea constantelor personalizate
a LIO minimizeaza efectele tehnicile chirurgicale individuale, masuratori individuale
si echipamentul medical si diferentele fiziologice individuale in grupul de pacienti
sub tratament la calcularea LIO.
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1.6.5 Constantele LIO derivate din date de la un

biometru optic
Daca sunt disponibile constate LIO optimizate sau personalizare de la biometri
optice diferite ,acestea pot deasemenea fi utilizate cu Lenstar[1, 2, 3].Constante
optimizare pentru biometre optice pot fi gasite si pe website-ul “User Group for
Laser Interference Biometry” (ULIB) al Universitatii Wrzburg, Germany.

1.6.6 Constante LIO derivate din folosirea datelor obtinte

cu un biometru cu ultrasunete prin imersie
Daca sunt disponibile constante optimizate LIO de la un biometru cu ultrasunete
prin imersie, pot fi folosite ca punct de pornire pentru optimizarea ulterioara la
calcularea LIO cu ajutorul Lenstar. Diferente in calcularea LIO pot aparea in
continuare dupa cum datele keratometriei sunt colectate in modalitati diferite. “User
Group for Laser Interference Biometry” (ULIB) la Univeristatea Wiirzburg, Germany
a publicat pe site-ul lor un manual ce explica cum se poate corecta efectul
keratometriei asupra constantelor LIO.Totusi, constanta LIO obtinuta prin aceasta
metoda ar trebui folosita numai ca punct de pornire pentru optimizari/personalizari
ulterioare.

1.6.7 Constante LIO derivate din folosirea datelor
obtinute cu un biometru cu ultrasunete prin

contact
Dacé exista disponibile constante optimizate LIO din date obtinute printr-o biometrie
cu ultrasunete prin contact, acestea trebuie s fie recalculate strict pentru utilizarea
cu Lenstar. “User Group for Laser Interference Biometry” (ULIB) la Universitatea
Wiirzburg, Germania a publicat pe site-ul sdu un manual ce explica cum sa
corectezi efetul biometriei cu ultrasunete si a keratometriei asupra constantelor LIO.
Constantele obtinute prin aceste metode ar trebui folosite numai ca punct de
pornire pentru optimizari/personalizari ulterioare.

1.7 Radiatia optica
In conformitate cu EN 60825-1,valorile limite pentru laserele de clasa 1 sunt
respectate cand dispozitivul este folosit intr-un mod definit.

AVERTIZARE!
A Lumina din acest dispozitiv poate fi periculoasa.Riscul pentru

vatamarea ochiului creste cu perioada iradierii. Un timp de expunere
la acest dispozitiv la o intensitate maxima peste 100 masuratori per
ochi al pacientului cu pupila dilatata per zi depaseste valoarea de risc.
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NOTA!

Dispozitivul respecta cu valorile limita pentru grupul de risc 1 in
conformitate cu EN 62471 in masura in care nu mai mult de 100 de
masuratori individuale sunt efectuate per zi si per pacient cu pupila
dilatatd.Dacé este depasita aceasta limité, ochiul pacientului poate fi
afectat datorita luminii albe (Radiatie 1,800 Wm2sr")

1.8 Dezinfectarea
NOTA!
T - Dispositivul nu necesits dezinfectare.
+ Dac4 este folosit topograful optional TCon,vérful acestuia trebuie
curatat dupa fiecare pacient cu un alcool de max. 70% alcohol.

Pentru mai multe informatii despre curétare, mergeti la sectiunea "Intretinere”.

1.9  Garantia si responsabilitatile asupra produsului

* Produsul ar trebui tratat conform instructiunilor din capitolul ”Siguranta”

* O manevrare gresita poate avaria produsul.Acest lucru va anula toate creantele
garantiei.

* Folosirea in continuare a produsului avariat prin manvrare incorecta poate
conduce la lezare personal3. In cazul acesta, producatorul nu accepta nici o
creanta.

* Reparatii si modificari ale produsului trebuie facute numai de tehnicienii HAAG-STREIT
sau de personal autorizat.

* Topograful optional T-Cone trebuie depozitat in husa lui speciala de praf si ferit
de lumina solara directa.

1.10 Simboluri

Cititi cu atentie

Avertizare generala: Cititi
instructiunile de utilizare documentele insotitoare

ﬁ Instructiuni de debarasare. SP . Certificare CSA insemnata cu
Vezi sectiunea "Debarasare’ s aprobarea SUA

C
i Productor

—— — Curentcont.

c Certificat European de
conformitate

M Anul productiei
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=~~~ Curent alternativ

Numar de referinta H

IIE Logo producator:

IP2Q Protectie carcasa ARG STRER AG

Numar de serie

2. Introducere

2.1 Constructia de baza

Sistemul este impartit in 2 parti: parte dedicata examinarii(LS 900) si
alta parte dedicata controlului (Notebook, PC).Partea examinarilor
comunica via USB cu un PC extern. LS 900 este operat folosind
aplicatia "EyeSuite" instalata pe PC. Incorporat, recunoastere
automata a erorilor masuratorilor garanteaza rezultate sigure ale
examinarilor.

2.2 Componentele examinarii (LS 900)

Privire de ansamblu

1. Front ring/inel frontal 8 1
. Housing/carcasa

2
9 - 9

3. Carcasa service P e
4. Cable cover/capac cablu 0 ) g
5. Control lever/maneta control { ’ 3
6. Type plate/Denumire 1 \q/ U
7. Side identification sticker/ T\‘f ‘

Eticheta identificare 12 [y
Suportul pentru cap (optional) ‘ 4
8. Head rest/suport cap |
9. Headband/cordeluta | 5
10. Mark for optimum \ ]

eye height/semn 13 s el

pentru inaltimea ) = E 6

optima a ochiului
11. Chin rest/suport barbie == | [ s
12. Chin rest height .

adjustment/ajustarea tnaltimii barbiei

13. Hand grips for patient/ manere pentru pacient= 7

Topograful T-Cone (optional)

14. Dust cover of storage packaging/husa praf E

15. TCone topography addon/Topograf 16
16. “Top” — arata care parte a TCone este sus. 17
17. Locking/release clip/buton blocare/eliberare 18

18. Type plate/Denumire 19

19. Base plate of storage packaging 20

20. Short forehead band with four Phillips screws

Stare dispozitiv
Indicatorul de stare permite supravegherea dispozitivului faré o aplicatie PC:

21. Indicator stare  Dark/intunecat Off

21
Portocaliu Standby —
Green On [N I S —

Blue sursa de lumind on
RED EROARE

22

Maneta control

Maneta este folosita pentru a pozitiona
dispozitivul la ochiul pacientului. —4 i
22. Trigger/ declansator -

Conexiuni 23
23. Dispozitiv conectare USB 24
24. Conectare dispozitiv DC. 25
25. Cablu USB 2.0 26
26. Cablu DC 27

27. Cablu compensator de tensiune
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2.3 Componenta control (PC)
Un PC obisnuit este folosit pentru a controla componentele biometrului.

AVERTIZARE!
A Aplicatia trebuie instalatd de personal instruit in conformitate cu

instructiunile de instalare aflate separate.Pentru mai multe informatii,
va rugam sa contactati reprezentatul dumneavoastra HAAG-STREIT.

2.4 Masa (optionala)
0 masa (optional) ajustabild pentru instrument permite pozitionarea pe inaltime a
aparatului la inaltimea pacientului.

28. Table top

29. Left-hand drawer (for external medical power supply) / Switch box SB01
30. Right-hand drawer (empty)

31. Elevator column (mechanical with spring)

32. Stand base with castors

il

28
29
30
31
32

% E
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3. Asamblarea / instalarea aparaturii
3.

1 configurarea in siguranta in conformitate cu EN 60601-1
INTERZIS!
* Nu este permis a se face modificari la dispozitivul de masurat.

AVERTIZARE!
A + Dispozitivul trebuie instalat numai pe o suprafata orizontala si stabila.
=
IO

+ Toate dispozitivele conectate extern trebuie sa indeplineasca cu
standardele de siguranta.

NOTA!
+ Dupa instalare,trebuie facute o ajustare la zero si o verificare a
functilor conform sectiunii "Verificarea functilor".

NOTA!

+ Dispozitivul trebuie setat astfel incat priza este intotdeauna
accesibila si dispozitivul poate fi cu usurintd intrerupt de la
alimentarea cu current electric.
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=N 3.2 Asamblarea mesei (optional) dispozitivului
N ! Masa instrumentului este livrata intr-un ambalaj separat.
33. Alimentarea cu T Pentru a ansambla masa, va rugam s& consultai manualul de instructiuni alturat.
electricittate (LS 900) . .
34. Masa instrumentului . 3.2.1 Montarea sinelor/bazei

35. Transformator izolare a P Sinele si baza trebuie sa fie pozitionate astfel incat, cand dispozitivul este centrat,
36. Laptop / PC ochiul pacientului va fi la distanta de 68 mm de partea frontala a echipamentului.
37. Alimentarea cu | . ] Galvanic

electricitate (PC) | isolation 4 KV 39. Sina
38. Imprimanta | |

_12DC/1A USB2.0 LAN 40. Eticheta identificare

. 41. Baza
% 42. Coloana frontala
4 43. Deschidere cablaj
i 2002

med. approved EN 60601-1 136, 42
34
>
o
g >
> o
s N
. >
med. approved EN 60601-1 8 % E )
40 y _
“ - L0, =

100V /240 V

100V /240 V

med. approved EN 60601-1

10 © HAAG-STREIT AG, 3098 Koeniz, Switzerland — HS-Doc. no. 1500.7220055.04060 - 6. Edition / 2013 - 09



3.2.2 Montarea etichetei pentru recunoasterea automata a

pozitiei
Tnlaturati protectia sinei si mutati
lateral aparatul daca acesta este
pozitionat deja.
Curatati suprafata mesei.

Tndepartati foita protectoare(44)de pe spatele™

etichetei. Ridicati-o cu grija din coltul 44
opus zonei albe.

Pozitionati eticheta cu partea alba

peste sina din stanga (44) si marginea 45
mesei (46). Apasati partea neagra/

alba cu fermintate si eliminati bulele 44
de aer formate.

Cu grija inl3turati restul etichetei

(47) de-a lungul zonei stantate

Verificati daca functia de

recunoastere a pozitiei

frunctioneaza in aplicatie.

3.3 Transportarea aparaturii

Transportarea pe distante mai lungi se face in ambalajul original.
2 AVERTIZARE!
EN ISO 15004-1.

Pentru distante scurte,apucati cu ambele maini baza aparatului si ridicati(48),si apoi

Tn ambalajul sau original, aparatul rezista conditilor de transport conform

sprijiniti suportul bazei cu mana cealalta (49).
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3.3.1 Conectarea dispozitivului si a cablurilor

Dispozitivul poate fi cablat fara cabluri la vedere prin trecerea cablurilor prin
suportul bazei si folosirea canalului special de sub aparat. Pentru a face aceasta,
aveti nevoie de masa HSM 901 (optionald) sau o deschidere pe suportul folosit.

* Tndepértati capacul cablului (50).

* Scoatesi USB si cablul de alimentare (table aperture, (51)).

* Inserati cablul de alimentare prin deschiderea de sub suportul bazei pana cand cablul iese
din deschizatura din varf de sus (52).

* Inserati cablul USB prin aceeasi deschizatura (52) de pe suportul bazei.

* Inserati ambele cabluri in cutia adecvata si fixati cu compensatorul de tensiune (53).

* Puneti la loc capacul de cabluri (54).

* Puneti la loc capacul sinei.

; bt

11
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3 3.2 Conectarea aparatului, cabluri in lateral (option)

12

Tnlaturati capacul cablului (55).

Scoateti cablul USB si de alimentare (deschiderea stg sau dr).

Cu un cutit, taiati cu grija prinderea care este pe stg sau dr capacului
cablului(56).

Cu grija, folositi degetele pentru a indeparta partea tdiata (57).
nserati ambele cabluri in cutia destinata si fixati cu compensatorul de
tensiune.

Cuplati ambele cabluri cu o invelitoare spiral si asezati la loc folosind canalul
pentru cabluri de pe capacul sinei (58).

Puneti la loc capacul de cabluri

Puneti la loc capacul sinei

3.4 Conectarea la PC

AVERTIZARE!
A Pentru conectarea la PC, folositi numai cablul USB(2 m) furnizat

* Conectati cablul de alimentare electrica. Componentele principale integrale
functioneaza cu voltajele specificate in sectiunea A.1.1 "Date electrice”. Nu
este necesara selectarea volajului la aparatura..

* Dacd o masa de instrument HSM 901 (option) a fost furnizata,sursa de current
a LS 900 poate fi conectata la Switchbox SB01 (sertarul din stanga). Folositi
nstructiunile de utilizare aldturate impreund cu masa instrumentului si
switchbox.

3.4 Instalarea unui suport scut pentru frunte la

utilizarea topografului optional T-Cone
NOTA!
T| Daca biometrul Lenstar LS 900 cu topograful TCone adaugat este
folosit la 0 masa a intrumentului cu suportul de cap HAAG-STREIT(HS art.
no. 7200123),banda scurta pentru frunte livrata impreuna cu T-Cone
trebuie folosita la supotul pentru cap pentru o masurare mai buna
Daca Lenstar este operat impreuna cu TCone,banda scurtapentru
frunte nu trebuie inlocuita cu una mai lunga.

* Detasati banda pentru frunte prin scoaterea celor 4 suruburi
Egillips (60)folosind o ssurubelnitd Phillips masura1.

* Scoateti banda pentru frunte (59). ~ ||

* Inserati banda scurts pentru frunte (HS art. no. 60 !
1021653)in suportul de frunte si aliniati gaurile
cu gaurile din suportul de cap.

* Atasati banda scurta pentru frunte folosind cele 4 suruburi-
Philips furnizate.

4. Utilizarea

4.1 Pozitionarea pacientului pentru masuratori

Pozitionarea dispozitivului se face manual de catre utilizator. Pacientul trebuie
pozitionat astfel incét distanta de la capul masurator la ochi este de aprox. 68 mm.
O pozitionare fixa a capului este posibila prin pozitionarea capului pacientului bine
pe suportul de barbie si a benzii de frunte iar pacientul sa tina manerul furnizat.
Acestea pot influenta pozitiv timpul de acomodare si acuratetea
masuratorilor.Pacientul trebuie sa stea cat mai drept posibil.
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NOTA!
TP| Pentru a obtine cele mai bune rezultate, pacientul trebuie s isi tina
ochii cat mai deschisi posibil in timpul méasuratorilor si s& se

ENGLISH

AVERTIZARE!
A Topograful T-Cone poate fi folosit numai cu biometrul Lenstar cu care

a fost calibrat.Pentru a folosii topograful cu un alt Lenstar sau pentru a
folosii un alt topograf la acelasi Lenstar cu o calibrare deja setata,
trebuie refacuta calibrarea..

AVERTIZARE!
A Distanta de m3surare de la T-Cone ochila (apex)este aprox 6 mm. In

functie de anatomia pacientului,vérful topografului poate atinge pleoapa
sau podul nasului.Pentru a evita vatamare, trebuie avuta grija de
fiecare data cand se misca biometrul Lenstar imprena cu topograful

concentreze pe fascicolul masurator. Este permisa clipirea dar in TCone inspre pacient.
numar cat mai scazut posibil. NOTA!

4.2 Masuritori cu topograful optional T-Cone I~ Cand utilizati pentru prima dat3 topograful T-Cone impreuna cu

4.21 Asamblarea topografului T-Cone biometrul Lenstar LS 900 aplicatia va va cere sa calibrati topograful cu

» Tndepéiriati husa de praf de pe ambalajul de dezitare. biometrul Lenstar 900.Pentru aceasta, urmati indicatile software wizard

¢ Tineti T-Cone cu clema de blocare (17) apasat pana la .
inelul de metal si fixati-| pe inelul frontal al Lenstar cum & | NOTA!
se arata in imaginea din dreapta. a I? Recomandam efectuarea unei masuratori de test de fiecare data cand
* Mentineti clema de blocare apasatd astfel incat TCone T-Cone este montat si demontat.Masuratoarea poate fi apelata in
revine la acelasi nivelul cu inelul frontal. Asigurati-vé c& meniul biometriei din aplicatie. Pentru aceasta, urmériti software

"TOP" de pe invelul metallic al TCone este in varf. T 4 wizard si cititi instructiunile de operare ale aplicatiei (tasta F1).
Topograful TCone este mentinut pe inelul frontal al o

biometrului Lenstar LS 900 de niste magneti puternici. -

4.2.2 Masurarea impreuna cu topograful T-Cone

* Montati TCone conform descrierii de la 4.2.1.

* Tnainte de orice procedurd de masurare,varful topografului trebuie curatat cu o carpa

blocare . Dacd acesta este incé vizibil, inlaturati topogrgful si pozitionati care nu lasd scame inmuiata in alcool de 70%. Pentru aceasta, folositi un tampon de

din nou. / / 4L x vata umezit ori o carpa care nu face scame. Acestea nu trebuie sa fie atat de umede
1T 4BRN incét sa curga apa.Asigurati-va ca topograful este uscat dupa ce a fost curatat.
‘m ) Informatii legate de modul de curatare puteti gasi in sectiunea "Curatare”.

N * Retrageti complet Lenstar / TCone inainte de pozitionarea capului pacientului in in
suport.incepet,i masuratorile intotdeauna cu Lenstar / TCone cét mai departat de

acient..

. FI%xplicati pacientului ca trebuie sa focalizeze pe lumina rosie intermitentd (raza
masuratoare) din centrul topografului. Cel de al 2lea ochi(cel care nu e masurat)
Poate fi acoperit cu un ocluzor.

* Tncepeti procedurile de masurare prin apasarea butonului de pe manet si
urmariti instructiunile care apar pe ecranul PC.Informatii detaliate despre
procedura de masurare pot fi gasite in procedura de utilizare a aplicatiei (F1
key).

*Asigurati-va ca semnul de sigurantd rosu nu mai este vizibil pe clema de

Topograful T-Cone este montat
corect.Nu este vizibil
semnul de siguranta rosu.

Topograful T-Cone nu este montat corect
Semnul de sigurantd rosu este vizibil
Inlaturati topograful si repozitionati-I.
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NOTA!

T Asigurati-va ca Lenstar / TCone este pozitionat cat mai indepartat de
pacient inainte de a trece de la un ochi la celalalt. Acest lucru asigura
ca TCone nu se va lovi de podul nazal al pacientului.

4.2.3 Inlaturarea topografului T-Cone

* Tineti TCone de inelul metallic si apasati clema de
blocare.Acum Tnlaturati T-Cone prin inclinarea inelului .
frontal , cum este arétat in imagine. Y

* Aseati T-Cone la baza ambalajului pentru depozitare(19) -

* Plasati husa pentru praf(14)la baza ambalajului de
depozitare (19) pentru a proteja T-Cone depraf.

4.3 Fixatia

Pentru a obsine rezultate utilizabile, pacientul trebuie sa priveasca fix la lumina
rosie prin lentilele speciale pentru masuratoare. Dacd pacientul are dificultati in a
vedea lumina pentru fixatie cu ochiul ce trebuie masurat, acest lucru poate fi
remediat prin fixatia cu celalalt ochi aunui obiect la distata .

4.4 Variabile masurate

4.41 A-Scan

In functie de privirea pacientului la lumina pentru fixatie,este mésurata lungimea

caii optice a axei vizuale (61).

CT: grosimea comeeana

AD: adancimea umorii apoase — de la spatele cormneeila 61
fata lentilei

LT: grosimea lentilei

AL: lungimea ochiului — din fata corneei la

membrana limitantd interna

_CT}

NOTA!

]? Deoarece aparatul masoara pana la epiteliul pigmentar retinian,
citirea afisata este ajustata la membrane de limitare interna fie
automat,ca functie a lungimii axiale, sau manual,in conformitate cu
modul selectat. (Nu este diponibila corectarea manual in USA)

4.4.2 Keratometria
Keratometria este calculaté prin pozitia a 32 reflectii a luminii proiectate. 16 puncte
de masurare pe fiecare ochi , sunt aranjate in 2 cercuri cu urmatoarele diametre

(ochi standard R=7.8 mm)  Limita maxima: 2.3 mm
Limita minima: 1.65 mm

Pentru fiecare punct de masurare,echivalentul unei

sfere ideale este calculate. 62

Valorile afisate (cele 2 raze) corespund razei unui
elipsoid care incape in sirul de puncte. Axa rotatiei ¢
sale este masurata in sens invers acelor de ceasomic
de la raza orizontald la cea plana (62).

* e:razaplana

¢ firaza abrupta

* @: axa de rotatie

4.4.3 Distanta white-to-white

Distanta white-to-white (WTW) este determinate folosind imaginea irisului si raza
ocular obtinuté la keratometrie.Valoarea afisata corespunde distantei unui cerc
ideal(63).

63

4.4.4 Pupilometria si axa vizuala
Diametrul puilar (@) corespunde diametrului unui cerc ideal, cu cvartalul de eroare
cel mai mic la marginea pupilara stabilita.in acelasi imp, comutarea axei vizuale
catre centrul pupilei este asigurat. Dimensiunile calculate sunt localizate la nivelul
theoretic derivat al irisului. Marirea imaginii realizat prin refractia ochiului este
neglijat (64).
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5. Darein folosinta
Energia catre biometrul Lenstar LS 900 este furnizata de catre sursa electrica
medicald FRIWO 3288DT12/12 HED (HS no:1020392).

5.1 Deschiderea aparaturii
¢ Conectati sursa de energie la principal.
* Deschideti calculatorul.

* Porniti aplicatia pe calculator

5.2 Inchiderea aparaturii

* lesiti din aplicatia de pe PC.

* Tnchideti PC.

¢ DeconectatilLenstar de la principale daca intentionati sa nu in folositi pe o
perioada mai indelungatade timp.

6. Date tehnice

Denumirea modelului LS 900
Dimensiuni (L x A x I): 310 x 260 x 420 mm
Greutate: 6.2 kg

6.1  Sursa de alimentare (partea primara)
Sursa de alimentare: 100 - 240 VV /50 — 60 Hz 280 — 140 mA
HS n0:1020392, FRIWO 3288DT12/12

HED
6.1.1 Dispozitiv (partea secundara)
Voltage: 12V—
Current: 1A

6.2 Masurarea lungimii ochiuliu (A-Scan) si a fixatiei
centrale

Sursa de iluminare:
Lungime de unda:
Putere la cornee:

Diode superluminescente
820 nm
<0.6 mW

6.2.1 Keratometrie

Sursa de lumina: LED
Lungime de unda: 950 nm
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6.2.2 lluminare Serial number of the system

Up to 1999* As of 2000
Sursa de lumina: LED LED
Culoarea luminii: Verde Alba

* Dispozitivele cu numar de serie < 1999 pot fi convertite ulterior la iluminare cu lumina alba

6.2.3 Ajutor la pozitionare (incepand cu numarul de serie 2000)
Sursa de lumina: LED
Lungime de unda: 940 nm

6.2.4 date tehnice ale T-Cone (optional)

Denumirea model: TCone @
Diametru: 84 mm
Lungime: 63.5mm
Greutate: 0.2kg
Inele Placido: 1

Zona optica: <6mm

6.3 Posibilitatea

de reeditare

¢ TCone indeplineste cerintele standardului ISO 19980:2012pentru zonele centrale si
mediale de masurats T-Cone nu acopera zonele periferice de masurat.

¢ Standard international pentru instrumente oftalmologice.

* Topograf corneal, tip B.

¢ T-Cone indeplineste cerintele standardului ANSI Z80.23-2012 pentru zonele
masurabile central si mediane , nu acopera zonele periferice.

¢ Standardul national US pentru instrumente oftalmologice

Sistem corneal, tip B.
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6.4 Acuratetea masuratorilor
Zona de test (axial curvature difference in mm / elevation difference in ym)
Zona centrala Zona mediana
(Diametru < 3 mm) (Diametru < 6 mm)

Average  2st.dev.  2st.dev.  Average  2st.dev.  2st. dev.
value Curvature  Elevation value Curvature  Elevation

Curvature diff. diff. Curvature diff. diff.
diff. diff.

Torus (mm),
R:=7.987, 0.006 0.065 0.66 0.004 0.044 0.33
R2=7.584
Ellipsoid (mm),
R=7.79, 0.001 0.083 0.78 0.020 0,038 1.51
k=-0.255
Sfera 1 (mm),
R=6.448, 0.013 0.037 0.61 0.012 0.025 1.12
R=7 804. -0.008 0.034 0.33 -0.008 0.026 0.75
Sphere 3 (mm), =
R=8.844, 0.017 0.056 0.46 0.024 0.038 1.61
Sphere 4 (mm),
R=10.501. -0.040 0.082 0.48 -0.069 0.044 0.58

Sphere 1: g11.5mm

Torus, asphericity, sphere 2,3,4: @14 mm

All surfaces: Precision + <1 um

Test surfaces were centred within + 0.1 mm and their symmetry axes within £ 0.5°
with regard to their measuring axis.

6.4.1 TabelaB de repetabilitate
Comea umana (diferenta curburii axiale, D / diferenta altitudinii, um)

Zone 1: Centre Zone 2: Average value
-0.001/- 0.38/0.66  0.76/1.31 -0.020/ - 0.36/322 ' 0.72/6.45

6.5 Variabile masurabile
Gamele de masurare sunt bazate pe modul de mésurare ‘Phakic’.

6.5.1 Grosimea corneald (CT)

Gama de masurare: 300 -800 um
Rezolutia de afisare: 1um
Repetabilitatea in vivo +2.3 um

(1.8D):

6.5.2 Adancimea camerei anterioare (ACD)

Gama de masurare: 1.5-6.5mm
Rezolutia de afisare: 0.01 mm
Repetabilitatea in vivo +0.04 mm
(1.8D):
6.5.3 Grosimea lentilei 0.5-6.5mm

(LT) 0.01 mm
Gama de masurare: +0.08 mm
Rezolutia de afisare:
Repetabilitatea in vivo
(1.8D):
6.5.4 lLungimea axiala

ALy
Gama de masurare: 14 -32 mm
Rezolutia de afisare: 0.01 mm
Repetabilitatea in vivo +0.035 mm
(1.8D):
6.5.5 Keratometrie
(R) Gama de masurare: 5-10.5mm
Rezolutia de afisare: 0.01 mm
Repetabilitatea in vivo: 20.03 mm
Unghiul de masurare: 0:1 80
Rezolutia de afisare: 1110

Rezolutia de afisare:

6.5.6 Distanta White-to-white(WTW)

Valoare medie  1st.

dev. 2 st. dev. Valoare medie
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Gama de masurare:
Rezolutia de afisare:
Rezolutia de afisare (1.SD):

6.5.7 Pupilometrie
Gama de masurare:
Rezolutia de afisare:
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0.01 mm
+0.04 mm

2-13mm
0.01 mm
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Gamele de masurare mentionate mai sus corespund setarii implicite/standard

pentru analiza automatica.Repetabilitatea in vivo a fost evaluata intr-un studiu clinic

pacienti cu cataracta (vezi Tabela 1 "All eyes"/toti ochii si 2 "Special eyes"/ochi
speciali)

6 5.8 Model de studiu
Studiul clinic pentru obtinerea reproductibilitatii in vivo a fost aprobata de catre
comitetul etic. Studiul a fost planificat si condus ca un studiu comparativ nealeator.

* Au fost programate doua faze in protocolul aprobat pentru studiu. in prima fazs, mésuratori ai
lungimii axiale (AL), grosimii central corneene (CT), adancimii camerei anterioare
(ACD), grosimii lentilei centrale (LT), raza mediana comeana (R) si pozitia axei
meridianului plan (axis) au fost efectuate.

* Distanta white-to-white (WTW) a fost masurats in faza a 2a

* Au fost inclusi in total 80 de pacienti cu 144 de ochi masurati in faza 1 si 20
de subiecti cu 40 de ochi in faza 2.

* Subiecti care au diferite conditii ale sergmentului anterior si posterior al ochiului
(cataracta in stagii diferite, pseudophakia cu diferite LIO, aphakia, ulei siliconicl) si
subiecti cu ochi sanatosi au fost inclusi in acest studiu clinic. Datele au fost
analizate pentru toti ochii(vezi Tab. 1) si pentru un subgroup de pacienti cu ochii ce
aveau conditii special de sanatate(vezi Tab. 2),cu un set complet de 5 masuratori
repetate la ambii ochi ai fiecarui pacient.

Grupul pacientilor cu ochi speciali aveau una sau mai multe din urmatoarele
afectiuni: pseudophakia, aphakia and silicone-oil fill.

Tab. 1: All Eyes
Alupith] 45190 Mearegend SDoas 0.00¥45
&0 [rnn; 0 o . . AR
ACD [mm] 34/68 3.19 0.04 0.01220
LT [mm] 27154 4.56 0.08 0.01784
R [mm] 34/68 7.67 0.03 0.00396
Axis [°] 27154 72 1" 0.14191
WTW [mm] 9/18 12.27 0.04 0.00337

ENGLISH

Tab. 2: Ochi speciali

[unit] n Meangrand SDrepeat cv
AL [mm] 10/20 24.087 0.056 0.00234
CT [um] 1122 564.4 2.8 0.00496
ACD [mm] 5/10 7.75 0.03 0.00333
Axis [°] 3/6 80 13 0.16092
Presurtari
n Numarul de subiecti / numar ochi

Meangrand  Media globala a rezultatelor la toti

SDrepeat  Dgviatia standard de

cv repetabilitate

SD Deviatia standard LT Grosime lentila

AL Lungime axial3 R Diametrele comeei
CT  Grosime comee AXis  Axa meridianului plan

ACD  Adancime camera anterioara WTW Distanta alb-la-alb

7.  Software / Meniu ajutor/ Mesaje de eroare
Sectiunea de ajutor a aplicatiei contine instructiuni si ajutor pentru efectuarea unei
examinari si descrierea mesajelor de eroare. Meniul de ajutor poate fi deschis prin
tasta F1 sauin [?] - [Help] menu.

AVERTIZARE!
A Aplicatia trebuie instalata de personal instruit in conformitate cu

insctuctiunile speciale de instalare.

8. Intretinere

LS 900 practic nu necesita intretinere si are nevoie doar de o ingrijire minima pentru
a functiona cat mai mult timp posibil. Dar, va recomandam s instruti un inginer de
service sa inspecteze biometrul periodic. HAAG- STREIT sau agentul dumneavoastra
local vé pot fumiza informile necesare.
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8.1 Verificarea functilor / ajustare la zero 8.3  Mentenanta T-Cone (optional)
Aparatul de calibrare (65) furnizat impreuna cu dispozitivul va asista utilizatorul in Topograful TCone in principal nu necesita ingrijire in afara de curatarea varfului dupa
verificarea functionarii bune a unitatii. Placuta tipului impreuna cu numarul de serie fiecare pacient la care a fost folosit. (vezi Masuratori cu TCOne)
poate fi gasit pe spatele calibratorului. Aceasta verificare are loc pentru prima data
cand aparatul este vandut. Intervale de testare ulterioare (1séptamana) vor fi A. Anexe
specificate de aplicatie (mesaj afisat). Pentru procedura exacta vezi instructiunie A1 Accesorii [piese schimb
de utilizare ale aplicatiei. In cazul in care testul este in afara limitelor de tolerant,
apare un mesaj al aplicatiei si unitatea trebuie scoasa din uz. Anuntati centrul local Ac1 A LEFNSTAR LS 900 — -
de suport clieti ai HAAG-STREIT. omponenta el JLRE
! Cablu alimentare EU 1001319 Lung. max 2.50 m
65 TN Cablu alimentare SUA 1001316  Lung. max 3.10m
_.. Husa protectie 1001395
Sistem test 1021124
[ Suport barbie (LS 900) 7200123
82  Curit B Ocluzor 1400113
. uratarea . . <
Stergerea periodicé de praf a aparatuluib cu o carpa moale este suficienta. Masa instrumente HSM 901 Workstation, manuals 7220085
Impuritatile mai persistente pot fi inldturate folosind folosind o carpa moale, fara Masa instrumente HSM 901 Workstation, electric 230V~ 7220149
scame, umezita in apa cu alcool de maxim 70%.
WARNING! ;
A Avoid making the device wet and use only the means listed above. Un.der e:lfpon.!n?one (optlonal) HS art. no. Note
no circumstances use solvent or any abrasives. ——
Topograf T-Cone 1021534
AVERTIZARE! L L Dust cover of storage packaging 1021665
Topograful T-Cone nu trebuie niciodata scufundat in lichid de curatare sau -
dezifectant.Nu trebuie folositi agenti de curatare/dezinfectare Base plate of storage packaging 1021666
abrazivi/corozivi/agresivi.Mediu bun include apa cu alcool pana la Short forehead band with 1021653
70%.Asigurati-va ca TCone este uscat dupa fiecare curatare/dezinfectare. ~  Phillips screws for forehead band 1005072 4 pcs
O husé pentru praf este inclusa in accesorile LS 900. Acoperiti aparatura in B Prevederi |ega|e
momentul in care se curatd incaperea sau dacé nu este folosita pe o perioada . ' . -
indelungata. Inlaturati intotdeauna husa inainte de a pornii dispozitivul. HMG-SJ;gg%mm&dehﬂhwﬁrmew EN ls.o
ﬁVEtR'It':ZARE! s t : e cal lare de caldura E‘Standards'.
risuc (rji it:]lser:]%riglrg)apara ura cu husa peste eal (acumulare de caldura, * Acesta este un dispozitiv Class lla conform Anexei IX a Directivei 93/42/EEC.Prin
’ imprimarea simbolului CE,confirmam ca dispozitivul indeplineste standardele si

directivele aferente.
Puteti cere o copie a declaratiei de conformitate a aparatului la orice moment
catre HAAG-STREIT.
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C. Clasificari
C.1  LENSTARLS 900 biometru
EN 60601-1: Operare continua
EN 60825-1: Laser clasal
EN 60529: Protectie P20
EN 62471: Grupa de risc 1
EN ISO 15004-2 Group 2
93/42EEC (medical devices) Clasa lla
FDA: Clasall
C.2 T-Cone (optional)
1SO 19980:2005 Cormeal topograph, type B
ANSI 280.23-2008 Corneal topograph, type B
93/42EEC (medical devices) Class |
FDA: Class |
D. Debarasare

dispozitivele eletrice si electronice trebuie sa fie debarasate

separate de gunoiul menajer! Aceastd aparatura este disponibila

pentru vanzare incepand cu 13 August 2005.

Pentru o debarasare corectd, contactati reprezentanta
dumneavoastrd HAAG-STREIT. Aceasta va garanta ca nu vor intra in

mediu substante periculoase si ca materialele de baza importantj vor fi —
reciclate.

E. Standarde
EN 60601-1 EN ISO 15004-1
EN 60601-1-2 EN ISO 15004-2
EN 62471:2008 EN ISO 10343
EN 60825-1:2007 EN ISO 22665:2013
EN 60529 1SO 19980:2005

ANSI Z80.23:2008
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F.  Suplimentul EMC é WARNING!

+ Electrical medical devices and systems are subject to special EMC mea:
F1  General

sures and must be installed in accordance with the EMC instructions con-
Lenstar LS 900 indeplinette standardele EN 60601-1-2.Instrumentul este construit

tained in this accompanying document.
astfel incat generarea si emisia de interferente electromagnetice este limitatd astfel + Portable and mobile HF communication systems may interfere with elec-
incat sa nu interfereze cu alte dispozitive.,in acelasi timp instrumentul este construit

trical medical devices.
cu o imunitate proprie la interferente electromagnetice.

AVERTIZARE!
A Utilizarea cablurilor sau a altor echipamente decat cele listate pot

conduce la o emisie mai mare sau sa reduca rezistenta la
interferente a sistemului biometric Lenstar LS 900 .

F2 Interferente emise (standard table 1)

Indrumrile si declaratie producétorului — emisii electromagnetice
Produsul este conceput pentru a fi utilizat in mediul descris mai jos. Utilizatorul sau clientul acestui produs trebuie sa se asigure ca este utilizat intr-un astfel de mediu.
Emisii de test Grupa Mediu electromagnetic- indrumari

Emisii RF CISPR 11 Grupa 11 Acest produs foloseste energie RF numai pentru functionarea lui interna. Asadar, emisile sale RF sunt foarte joase si
probabil nu vor cauza interferente cu echipamentul
electronic inconjurator.

Emisii RF CISPR 11 Clasa B Acest echipament poate fi folositi in orice institutie, inclusiv in gospodarii direct conectate la reteaua publica
Emission of harmonics Class A de alimentare cu energie de voltaj mic care alimenteaza cladiri pentru uz casnic.
according to EN 61000-3-2
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F3

Imunitate (standard tabel 2)

Indrumérile si declaratie producétorului - imunitate electromagnetica
Produsul este conceput pentru a fi utilizat in mediul descris mai jos. Utilizatorul sau clientul acestui produs trebuie sé se asigure ca este utilizat intr-un astfel de mediu..

Standarde de test pt imunitate

Descarcare electrostatica
(ESD) EN 61000-4-2

Curent de tranzitie
EN 61000-4-4

Protectie
EN 61000-4-5

Caderi de voltaj, intreruperi scurte
si variatii ale alimentarii de linie

EN61000-4-11

Frecvente de putere (50/60Hz )
ale cdmpului magnetic EN
61000-4-8

NOTE: U;= tabela de voltaj AC inainte de aplicarea testelor de nivel.

EN 60601 nivel de test

+ 6 kV contact
+ 8 KkV aer

+ 2 kV pt alimentare de linie

+ 1 kV pt. voltaje simetrice

+ 2 kV pt. voltaje asimetrice
<5% U; (cadere > 95% in U,)
per Y ciclu

<40% U; (cadere > 60% in U;)
per 5 ciclu

<70% U; (cadere > 30% in Uy)
per 25 ciclu

<5% U; (cadere > 95% in U;)
per 5 ciclu

3A/m

Nivel conformitate

+ 6 kV contact
+ 8KV aer

+ 2 kV pt alimentare de linie

+ 1 kV pt. voltaje simetrice

+ 2 kV pt. voltaje asimetrice
<5% U; (cadere > 95% in U;)
per ' ciclu

<40% U; (cadere > 60% in U;)
per 5 ciclu

<70% U; (cadere > 30% in U;)
per 25 ciclu

<5% U; (cadere > 95% in U;)
per 5 ciclu

0.3A/m
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mediu electromagnetic - ghid

Dusumeaua trebuie sa fie facuta din lemn sau beton ori
acoperita cu gresie.Daca podeaua este acoperitd cu un
material sintetic, umiditatea trebuie sa fie cel putin 30%.
Calitatea voltajului pentru alimentare trebuie sa se
conformeze la standardul utilizat intr-un mediu spitalicesc
sau de birouri.

Calitatea voltajului pentru alimentare trebuie sa se conformeze
la standardul utilizat intr-un mediu spitalicesc sau de birouri.

Calitatea voltajului pentru alimentare trebuie sa se
conformeze la standardul utilizat intr-un mediu spitalicesc.
Daca se doreste functionarea lui continua inclusiv in caz de
Intrerupere cu energie electrica, apartul trebuie alimentat de
la 0 sursa neintreruptibila sau de la o baterie

Campurile magnetice ale frecventelor de putere ar trebui sa
fie la nivelul specific a unei locatii obisnuite intr-un mediu
obisnuit spitalicesc sau de birouri.
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F4 Imunitatea dispozitivelor ce nu asigura suport de viata (standard table 4)

indrumdrile si declaratia producétorului — imunitate electromagnetica
Produsul este conceput pentru a fi utilizat in mediul descris mai jos. Utilizatorul sau clientul acestui produs trebuie sa se asigure ca este utilizat intr-un astfel de mediu.
Mediu electromagnetic-ghid

echipamente de comunicare RF mobile si portabile nu ar trebui utilizate in apropiere de orice componenta a acestui aparat, inclusiv cabluri, doar in cazul distansei de
separare care se calculeaza conform ecuatiei.

Standard test imunitate EN 60601 nivel test Nivel referinta Distanta recomandata:
Conducted RF EN 61000-4-6 3 Vims 3 Vims D=12P

150 kHz — 80 MHz
Radiated RF EN 61000-4-3 3Vim 3Vim D=1.2+/P 80 MHz - 800 MHz

80 MHz - 2.5 GHz 80 MHz - 800 MHz D=2.3./P 800 MHz- 2.5 GHz
P este puterea nominal a transmitatorului in vati (W) in conformitate cu specificatile producatorului emitatorului, D este distanta de siguranta recomandata (((.)))
in metri (m). Potrivit unei investigatii la fata locului(@), intensitatea campului de transmit&toare radio stationare este mai scazut pentru toate frecventele decat .
nivelul de conformitate(®).Interferenta este posibila in mediu cu dispozitive ce au simbolul alaturat:

NOTA 1: pentru 80 MHz si 800MHz se va aplica valoarea mai mare.

NOTA 2: este posibil ca aceste indruméri sa fie aplicabile tuturor situatilor.Propagarea campului electromagnetic este influentata de nivelul de absorbtie si reflectie a

cladirilor,obiectelor si persoanelor

a. Intensitatea campului emitatoarelor statioare, e.g. statii de baz ale telefoanelor mobile si servicii mobile terestre,statii radio amatoare, statii radio AM si FM si statii
de trasmisii TV, nu pot, in teorie, a fi stabilite dinainte.Pentru a determina mediul electromagnetic ce rezulta in urma transmittorilor stationari RF o inspectie la fata
locului este necesara. Daca puterea calculata a campului de la fata locului a produsului depaseste nivelul RF de conformitate mentionat mai sus, produsului trebuie
monitorizat nivelul normal de functionare.Daca sunt observate caracteristici de operare neobisnuite, este posibil a fi necesar a lua masuri aditionale, e.g. reorientarea
sau relocarea produsului.

b. Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 10 V/m.
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F4 distante de siguranta ale dispozitivelor ce nu asigura suport de viaté (standard table 6)

Distante de siguranta recomandate intre dispozitivele de comunicare mobile si portabile HF si produs.

Produs este conceput pentru a functiona intr-un mediu electromagnetic in care interferenta HF este controlata. Clientul sau utilizatorul produsului poate prevenii
interferentele electromagnetice mentinand distantele minime dintre (transmitatori) sistemele de comunicare HF si produsul, recomandate mai jos in conformitate cu
puterile maxime ale sistemelor de comunicatii.

Puterea nominala de iesire a Distanta de siguranta in conformitate cu frecventa transmisiei (m)
transmitatorului (W) 150 kHz - 80 MHz 80 MHz - 800 Mhz 800 MHz - 25 GHz
D=12 P D=12 P D=23 P
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

Pentru transmitatori cu un output nominal care nu sunt listati in tabelul de mai sus pentru distante (m) D poate fi calculata folosind ecuatia ce se aplica respectivei

coloane, unde P este output-ul nominal a transmitétorului in vati (W) in conformitate cu specificatile producatorului tramsmitatorului.

NOTA 1: pentru a calcula distanta de siguranta recomandata a transmitatorului in banda de frecventa 80 MHz si 2.5GHz un factor additional de 10/3 a fost folosit
pentru a reduce probabilitatea de interferente de la un dispozitiv de comunicare mobil/portabil adus neadecvat in zona pacientului.

NOTE 2: este posibil ca aceste indrumari sa fie aplicabile tuturor situatilor.Propagarea campului electromagnetic este influentata de nivelul de absorbtie si reflectie a
cladirilor,obiectelor si persoanelor.
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RAPORT DE EVALUARE
Nr. 300201/04.07.2024

OPERATOR ECONOMIC EVALUAT:

KEMBLI MED SRL

Cod Unic de Inregistrare: 10511100

Nr. de ordine in registrul comertului: J08/499/1998

Sediu social cu activitate: Municipiul Brasov, Str. De Mijloc, Nr. 173, Judetul Brasov
Telefon: 0745194666; E-mail: p.tivichi@kemblimed.ro

Persoana de contact: TIVICHI STERE PETRE - reprezentant legal

OBIECTUL EVALUARII:

Activitatea de import dispozitive medicale, activitatea de distributie dispozitive medicale si activitatea
de instalare si/sau mentenanti dispozitive medicale, in vederea reinnoirii avizului de functionare.

A. DATELE EVALUARII
1. Data evaluirii; 04.07.2024
2. Scopul si domeniul evaludrii

Evaluarea competentei si capabilitatii societati KEMBLI MED SRL de a presta activitatea de
import dispozitive medicale, activitatea de distributie dispozitive medicale si activitatea de instalare
si/sau mentenanta dispozitive medicale in conformitate cu Ordinul nr. 566/2020 pentru aprobarea Normelor
metodologice de aplicare a titlului XX din Legea nr. 95/2006 privind reforma in domeniul sanatétii, in vederea
reinnoirii avizului de functionare detinut.

3. Documente de referinta

- Cererea nr. 300201/15.01.2024

-Procedura operationald a Directiei Avizare din cadrul Directiei Generale a Dispozitivelor Medicale a
Agentiei Nationale a Medicamentului si a Dispozitivelor Medicale din Romania ,,Avizare activitati in
domeniul dispozitivelor medicale” Cod: PO-DGDM/DA/01, V.03, Ed. 12.2023.

-Avizul de functionare - Nr. 5351/06.07.2021

e el I
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4. Bazalegala de desfasurare a evaluarii

Normative si legi specifice domeniului dispozitivelor medicale:

- Legea Nr. 95/2006 din 14 aprilie 2006 privind reforma in domeniul sénatatii, republicata, Titlul XX
Dispozitive Medicale;

- Legea 134/2019 privind reorganizarea ANMDMR, precum si pentru modificarea unor acte normative;

- Ordinul nr. 566 din 3 aprilie 2020 pentru aprobarea Normelor metodologice de aplicare a Titlului XX
din Legea nr.95/2006 privind reforma in domeniul sanatatii, referitoare la avizarea activitatilor in domeniul
dispozitivelor medicale republicatd, emitent Ministerul Sanatatii, publicat in Monitorul Oficial nr. 293 din
08.04.2020;

- Ordinul  Nr. 3.467 din 17 noiembrie 2022 privind aprobarea cuantumului tarifelor pentru activititile
desfasurate de Agentia Nationala a Medicamentului si a Dispozitivelor Medicale din Roméania in domeniul
dispozitivelor medicale, emitent Ministerul Sanatatii, publicat in Monitorul Oficial, Partea I nr. 1123 din 22
noiembrie 2022;

- Regulamentul (UE) 2017/745 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind
dispozitivele medicale, de modificare a Directivei 2001/83/CE, a Regulamentului (CE) nr. 178/2002 si a
Regulamentului (CE) nr. 1223/2009 si de abrogare a Directivelor 90/385/CEE si 93/42/CEE ale Consiliului;

- Regulamentul (UE) 2020/561 al Parlamentului European si al Consiliului din 23 aprilie 2020 de
modificare a Regulamentului (UE) 2017/745 privind dispozitivele medicale, in ceea ce priveste datele aplicarii
anumitor dispozitii ale sale;

- Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind
dispozitivele medicale pentru diagnostic in vitro si de abrogare a Directivei 98/79/CE si a Deciziei
2010/227/UE a Comisiei;

- Regulamentul (UE) nr. 207/2012 al Comisiei din 9 martie 2012 privind instructiunile electronice de
utilizare a dispozitivelor medicale;

- Ordonanta de Urgenta nr. 46 din 9 iunie 2021 privind stabilirea cadrului institutional si a masurilor pentru
punerea in aplicare a Regulamentului (UE) 2017/745 al Parlamentului European

- Ordinul Nr. 2.882 din 23 decembrie 2021 privind modalitatea de raportare a incidentelor grave suspectate
in legaturd cu dispozitivele medicale.

- REGULAMENTUL (UE) 2022/112 AL PARLAMENTULUI EUROPEAN SI AL CONSILIULUI din
25 ianuarie 2022 de modificare a Regulamentului (UE) 2017/746 in ceea ce priveste dispozitiile tranzitorii
pentru anumite dispozitive medicale pentru diagnostic in vitro si amdanarea aplicirii conditiilor pentru
dispozitivele produse intern

- Regulamentul nr. 607/2023 de modificare a Regulamentelor (UE) 2017/745 si (UE) 2017/746 in ceea
ce priveste dispozifiile tranzitorii pentru anumite dispozitive medicale si pentru anumite dispozitive medicale
pentru diagnostic in vitro.

B. DESCRIEREA ACTIVITATII DE EVALUARE

S-a urmarit evaluarea competentei si capabilitatii operatorului economic de a presta activitatea de import
dispozitive medicale, activitatea de distributie dispozitive medicale si activitatea de instalare si/sau
mentenanta dispozitive medicale, in vederea reinnoirii avizului de functionare, pentru activitati in
domeniul dispozitivelor medicale pentru societatea KEMBLI MED SRL, in conformitate cu prevederile Art.
4, Art. 5 alin. (2) si Art. 16 alin (1) din Ordinul nr. 566/2020 pentru aprobarea Normelor metodologice de
aplicare a Titlului XX din Legea nr. 95/2006 privind reforma in domeniul sdindtdtii, referitoare la avizarea
activitdtilor in domeniul dispozitivelor medicale, din 03.04.2020, in vigoare de la 08 aprilie 2020.
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In acest scop s-a utilizat opisul documentatiei de evaluare pentru activitatea de import/distributie
dispozitive medicale precum si opisul documentatiei de evaluare pentru activitatea de instalare si/sau
mentenanta dispozitive medicale, care a fost completat cu datele din documentele puse la dispozitie de catre
operatorul economic §i analizate de cétre evaluator.

Documentele au fost evaluate la sediul ANMDMR-DGDM/DA si indosariate in dosarul de evaluare, in
ordinea din opisul documentatiei de evaluare urmate, dupé caz, de documentatia transmisd de OE ca raspuns
la adresa de solicitare documentatie si de prezentul raport de evaluare.

C. CONSTATARI

Documentele supuse evaluarii au fost centralizate in:
“OPIS DOCUMENTATIE EVALUARE ACTIVITATE DE IMPORT/DISTRIBUTIE DISPOZITIVE

MEDICALE”
Observatii
Cod : Numarul, data si FRaialer <
Lis Indicator ; * . |(Se completeaza de
indicator emitentul documentului |~ .
catre evaluatorul
ANMDMR.)
Certificat de inregistrare sau alt inscris oficial/act normativ [Seria B Nr. 1772501
1 |care sa ateste infiintarea OE, in copie certificata spre CUT 10511100 Indicator indeplinit
conformitate 108/499/1998
Certificat constatator/furnizare de informatii extinse emis de
) Oﬁ{.:]l‘ll registrului comertului, din care sd rgzulvte obiectul de Nr. 1419849/20.12.2023 | Indicator indeplinit
activitate al OE, pentru OE care au obligatia sa se
inregistreze la oficiul registrului comertului
Aviz de functionare emis de ANMDMR impreuna cu cea
3  |mai recontd anexd care roflocti situagia lazia OB (sedin oy 5951/06,07.2021  |Indicator indeplinit
social, puncte de lucru, producitori), doar in cazul reinnoirii
avizului
4 Lista cu _personalul OE (cel})gnn 0 persoand respor:sablla de Nr. 1150/10.01.2024 Indicator indeplinit
conformitatea cu reglementdrile si sef depozit, dupa caz)
5 Decizie dcv numire a resp(.msabllululv de cotlformltatca cu Nt 1153/10.01.2024 tndicator Thdepiinit
reglementdrile si a sefului de depozit (dupa caz)
Educatie initiald - documente de studii pentru personal Documente atasate la . i i
6 , " s Indicator indeplinit
(ultima scoala absolvita) dosar
[nstruire 1n legislatia aplicabila dispozitivelor medicale (Se
: . g ) Documente atasate la ; " _—
7  |vor prezenta documente doveditoare efectudrii acestor i Indicator indeplinit
instruiri.)
Notificare (imputernicire) de la producatorul pentru care OE
8 callin o IN/A N/A
este reprezentantul autorizat in UE, dupa caz
Tabel cu producitorii de dispozitive medicale pentru care
9 |OE se inregistreaza la ANMDMR pentru activitatea de Nr. 1156/15.01.2024 Indicator indeplinit
import si/sau distributie in format fizic si electronic
N TS e T

Cod: PO-DGDM/DA/01 -F5 V.03, Ed. 12.2023
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10

Pentru fiecare producitor pentru care OE se inregistreazi ca
importator si/sau distribuitor, urmatoarele documente:

a) copie a declaratiei de conformitate CE emise de
producator pentru dispozitivul medical distribuit (Se va
prezenta cite un exemplu de declaratie de conformitate
pentru fiecare producitor.);

b) copie a certificatului de conformitate CE valabil pentru
dispozitivul medical distribuit (Se va prezenta céte un
certificat de marcaj CE pentru fiecare producator, dupa caz.)

Da

A se vedea litera D
punctul 2

11

ILa dispozitivele medicale provenite din state non UE,
declaratia de conformitate face referire la reprezentantul
autorizat? Sau exista un document care atesta acest fapt?

Da

Indicator indeplinit

12

IProceduri/Instructiuni de lucru care sa cuprindad modul de
desfasurare a activitatilor (import, distributie), identificarea
si trasabilitatea dispozitivelor medicale, pastrarea
conformitatii produselor in timpul transportului, manipularii
si depozitarii (pe fluxul de aprovizionare, de depozitare si de
distributie), monitorizarea conditiilor de mediu in timpul
depozitarii conform cerintelor impuse de producator si

utilizator

modul de actiune in cazul raportarii unui incident de citre un

IDocumente atasate la
dosar

Indicator indeplinit

“OPIS DOCUMENTATIE EVALUARE ACTIVITATE DE INSTALARE SI/SAU MENTENANTA
DISPOZITIVE MEDICALE”

Cod
indicator]

Indicator

Numarul, data si
emitentul documentului

Observatii evaluator
(Se completeaza de
catre evaluatorul
ANMDMR.)

Certificat de Tnregistrare sau alt inscris oficial/act normativ
care sa ateste Infiintarea OE, in copie certificatd spre
conformitate

Seria B Nr. 1772501
CUI 10511100
108/499/1998

Indicator indeplinit

Certificat constatator/furnizare de informatii extinse emis de
oficiul registrului comertului, din care sa rezulte obiectul de
activitate al OE, pentru OE care au obligatia sa se
inregistreze la oficiul registrului comertului

INT. 1419849/20.12.2023

Indicator indeplinit

Aviz de functionare emis de ANMDMR impreuni cu cea
mai recenta anexa care reflecta situatia la zi a OE (sediu
social, puncte de lucru, producitori), doar in cazul reinnoirii
avizului

Nr. 5351/06.07.2021

Indicator indeplinit

Cod: PO-

DGDM/DA/01 -F5 V.03, Ed. 12.2023
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Lista cu personalul OE (cel putin o persoana responsabila de . o s
4 L {oelpupn o p SERpEL Nr. 1150/10.01.2024  [Indicator indeplinit
conformitatea cu reglementarile si sef depozit, dupa caz)
Educatie initiala - documente de studii pentru personal Documente atasate la : N .
D . B} . Indicator indeplinit
(ultima scoala absolvita) dosar
Cursuri de perfectionare/instruire pentru activitatea de
instalare si mentenanté dispozitive medicale pentru fiecare
grupa de dispozitive medicale efectuate de personal tehnic
instruit: a) al unui producator/reprezentant al unui
6  |producator; b) din cadrul asociatiilor profesionale in Documente atasate la y i 5
L Sl o i ) Indicator indeplinit
domeniul dispozitivelor medicale sau c) al operatorilor dosar
economici avizati de catre ANMDMR, in cazul in care
acestia au in obiectul de activitate desfasurarea cursurilor de
instruire
Instruire in legislatia aplicabila dispozitivelor medicale (Se
= ks Documente atagate la . " . .
7  |vor prezenta documente doveditoare efectuarii acestor P Indicator indeplinit
instruiri.) :
Lista cu scule, cu echipamente si dispozitive de masurare si
monitorizare (EMM) utilizate in activitatea de instalare
, ( . .) > : v . INr. 1152/10.01.2024 +
lsi/sau mentenanta dispozitive medicale, cuprinzand seria, -
e L o o A certificate de
anul de fabricatie, data ultimei etalonari/calibrari , , 5 st
8 < e : , etalonare/facturi pentru  |[Indicator indeplinit
INOTA: Pentru verificarea parametrilor de securitate se va ) .
o ‘ ; . EMM-urile aflate in
prezenta dovada detinerii unui analizor de electrosecuritate. , ;
i ; carantie atasate la dosar
(Se vor prezenta certificatele de etalonare/facturi pentru
EMM-urile aflate in garantie.)
Lista verificarilor tehnice (parametrii functionali si de
9  |securitate electrici) pentru fiecare grupa de dispozitive INr. 1153/10.01.2024 Indicator indeplinit
medicale pentru care se asigura instalarea si/sau mentenanta
Dovada asiguririi garantiei manoperei si a pieselor de Documente atasate la ! . o
10 . gu L i 4 Indicator indeplinit
schimb, dupa caz dosar
Autorizatii speciale (Inspectia de stat pentru Controlul .
Fape 8 Unspest . 5 . . IN/A — Declaratie pe
Cazanelor, Recipientelor sub Presiune si Instalatiilor de T
11 1 . . _ propria raspundere Nr.  [N/A
Ridicat - ISCIR, Comisia Nationala pentru Controlul 309/16.04.2024
Activititilor Nucleare - CNCAN ), dupi caz o
. . - N/A — Declaratie pe
IDovada dreptului de exercitare a profesiei pentru personalul e PP
12 lspecial atestat ISCIR/CNCAN, dupa caz prapod epundere N A
special atestat IS ,du 7
P . 309/16.04.2024

Cod: PO-DGDM/DA/O1 -F5 V.03, Ed. 12.2023
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Proceduri/Instructiuni de lucru referitoare la activitatile
desfagurate (activitatea de instalare si/sau mentenanta, cu
anexe privind Tnregistrari, neconformititi, reclamatii)

Indicator indeplinit
Documente atasate la

dosar

D. CONCLUZII

Raportul de evaluare pentru activitatea de import dispozitive medicale, activitatea de distributie
dispozitive medicale si activitatea de instalare si/sau mentenanti dispozitive medicale, se transmite cu
propunerea de reinnoire a avizului de functionare Nr. 5351/06.07.2021 pentru care OE evaluat:

KEMBLI MED SRL

Cod Unic de Inregistrare: 10511100

Nr. de ordine in registrul comertului: J08/499/1998
Sediu social cu activitate: Municipiul Brasov, Str. De Mijloc, Nr. 173, Judetul Brasov

Telefon:

0745194666; E-mail: p.tivichi @kemblimed.ro

Persoana de contact: TIVICHI STERE PETRE - reprezentant legal

2. Se avizeaza activitatea de import si activitatea de distributie dispozitive medicale, iar dispozitivele
medicale pentru care se avizeaza aceastd activitate, la data intocmirii prezentului raport de evaluare, sunt
fabricate de producitorii din tabelul de mai jos, dupa cum urmeaza:

g:t PRODUCATOR I D RA TARA
1. | 1ISTQ GMBH X GERMANIA
2. | ADAPTICA SRL X ITALIA
3. | AESCULAP AG X GERMANIA
4. [ ALBERT HEISS GMBH & CO .KG X GERMANIA
5. | ALBOMED GMBH X GERMANIA
6. | APTISSEN SA X ELVETIA
7. | ARCADOPHTA SARL X FRANTA
8. | AUROLAB X INDIA
9. | BEAVER - VISITEC INTERNATIONAL INC. X SUA
- BON OPTIC VERTRIEBSGESELLSCHAFT MBH X GERMANIA
Ly CEFLA S.C. X ITALIA
12, CENTERVUE SPA X ITALIA
L2 CHONGQING IRC MEDICAL EQUIPMENT CO. LTD X CHINA
14| CHONGQING KANGHUARUIMING SCIENCE X CHINA

TECHNOLOGY CO LTD
i TN e T

Cod: PO-DGDM/DA/01 -F5 V.03, Ed. 12.2023
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15| CRYSTALVUE MEDICAL CORPORATION X TAIWAN
16/ cs0 SRL ITALIA
7. gﬁéfNigg;lA%ngme RESEARCH CENTER AN DEINS
18 DENT4YOU AG X ELVETIA
1 byopsis INC X SUA
20\ EAGLE LABS LLC X SUA
211 ELLEX MEDICAL PTY LTD X AUSTRALIA
22| HAAG-STREIT AG X ELVETIA
23\ HAGG-STREIT UK LTD X " iy
24| HS DOMS GMBH GERMANIA
25| JCARE FINLAND OY FINLANDA
26 [SCON SURGICALS LIMITED X INDIA
27| KANEHARA TRADING INC. X JAPONIA
28| KEELER LTD X Bgﬁ‘riiﬁl‘]i
29| LANG-STEREOTEST AG X ELVETIA
30! M.E.D MEDICAL PRODUCTS GMBH GERMANIA
31! MABEL MAKINA MEDIKAL TICARET VE SANAYI A S. TURCIA
32| MADHU INSTRUMENTS PVT LTD X INDIA
334 MANIINC X JAPONIA
3 MDJ SAS FRANTA
33| MDT SPZ.0.0 POLONIA
36! MEDICEL AG X ELVETIA
37| MEDICONTUR MEDICAL ENGINEERING CO LTD UNGARIA
38! MELAG MEDIZINTECHNIK GMBH & CO KG GERMANIA
i o IR et T o

Cod: PO-DGDM/DA/01 -F5 V.03, Ed. 12.2023
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39 MERAN TIP URUNLERI TEKNOLOJI SAN. TIC. LTD.STI TURCIA
40 MERIDIAN AG ELVETIA
41| MERIDIAN MEDICAL D.0.0. SLOVENIA
42 NATUS MEDICAL INCORPORATED DBA EXCEL-TECH
LTD (XLTEK) CANADIA
43 NORLASE APS DANEMARCA
a4,
OPTOVUE INC SUA
431 PLASMAPP CO LTD GARELA DE
SUD
46| QUANTEL MEDICAL FRANTA
471 RAY VISION INTERNATIONAL CORPORATION CHINA
48, , MAREA
RAYNER INTRAOCULAR LENSES LIMITED Tk 4
491 SERAG-WIESSNER GMBH&CO KG GERMANIA
50| SHANGHAI MEDIWORKS PRECISION INSTRUMENTS
CHINA
CO LTD
S sm1 AG BELGIA
52| SURGISTAR INC SUA
< | SURGICAL SPECIALITIES MEXICO, S.DE R.L. DE C.V.
931 ALSO TRADING AS SURGICAL SPECIALTIES MEXIC
CORPORATION
34 TEKIA INC. SUA
33| TRACEY TECHNOLOGIES CORPORATION SUA
56] TRANSAMERICAN TECHNOLOGIES INTERNATIONAL -
DBA: TTI MEDICAL
57| UFSK-INTERNATIONAL OSYS GMBH GERMANIA
58, COREEA DE
UNICOS CO LTD .
9 VISION ASSESSMENT CORPORATION SUA
60 VOLK OPTICAL, INC. SUA
s i Rt v e O
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Producitorul D.O.R.C Dutch Ophthalmic Research Center (International) B.V — TARILE DE JOS, se introduce
in Avizul de functionare cu mentiunea ca OE KEMBLI MED SRL nu va comercializa dispozitive medicale de tipul
“SCLERAL BUCKLING DEVICE” care se regisesc in Certificatul de Conformitate CE atasat la dosar, fabricate dupa
perioada de expirare a certificatului, deoarece conform Acordului dintre producétor si Organismul Notificat DEKRA
Certification BV din 12.09.2023, Certificatul de Conformitate CE Nr. 2085692CE04 nu mai este considerat valabil dupa
data de expirare a acestuia. (A se vedea pagina 4/6 din documentul CA-23-309 — Extension of validity of DEKRA
Certification BV. Certification Agreement for continuation of MDD 93/42/EEC of AIMD 90/385/EEC surveillance
activities, in reference to Regulation (EU) 2023/607 of the European Parliament and of the Council of 15 March 2023
amending Regulation (EU) 2017/745 as regards the transitional provision for certain medical devices, emis in
12.09.2023.

Totodatd, OE KEMBLI MED SRL a fost informat de cele mentionate anterior si conform Declaratiei Nr.
433/11.06.2024 nu va comercializa dispozitivele medicale mai sus mentionate.

r
o

2. Se avizeaza activitatea de instalare si mentenanta dispozitive medicale dupa cum urmeaza:

CATEGORIA
DISPOZITIVE GRU[;‘:E]]))IIS gfféTlVE INSTALARE MENTENANTA
MEDICALE
NR "
CATEGORIA GRUPA INSTALARE | INTRETINERE | REPARARE
CRT
1 DISPOZITIVE - sterlizator cu abur DA DA DA
MEDICALE Ps x V <50 (bar x L)
PENTRU UZ - mese de operatie DA DA DA
GENERAL - scaune pentru chirurgie DA DA DA
SPITALICESC - mese pentru consultatii DA DA DA
- scaune pentru consultafii DA DA NU
2 DISPOZITIVE - sisteme de chirurgie
MEDICALE vitroretiniana si DA DA DA
PENTRU OPTICA | facoemulsificare
SI - laser oftalmologic,
OFTALMOLOGIE fotodisruptor, DA DA DA
fotocoagulator,
trabeculoplastie selectiva
- ecograf DA DA DA
- biometru cu ultrasunet DA DA DA
- biomicroscop DA DA DA
- perimetru computerizat DA DA DA
- perimetru cu scaner DA DA DA
confocal
- biometru optic DA DA DA
- tonometru: DA DA DA
TR R 7 I
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tonometru de aplanatie /
non-contact / non-contact
cu pahimetrie

- autorefractokeratometru DA DA DA
- proiector de teste DA DA DA
- lensmetru (dioptrimetru) DA DA DA
- foroptere DA DA DA
- optotip DA DA DA
- electroretinograf DA DA DA
- fundus camera DA DA DA
- F}ftallpos?cop DA DA NU
direct/indirect

- microscop operator DA DA DA
- tomograf ocular:

OCT (fara radiatii DA DA DA
ionizante)

- combina oftalmologica DA DA DA
g scar.mérwconfocal de DA DA DA
imagistica

- topograf cornean DA DA DA
- microscop specular DA DA DA
- aparat crioterapie DA DA NU

Se recomanda persoanei responsabile de conformitatea cu reglementirile sa fie implicatd permanent in
cunoagterea si aplicarea legislatiei privind activitatea din domeniul dispozitivelor medicale si si se
informeze permanent cu privire la specificul activitatii avizate. In acest sens se vor urméri informatiile
oficiale actualizate de pe site-ul ANMDMR/Dispozitive medicale, la rubrica ,,Anunturi importante”,
precum si legislatia specificd domeniului avizat, la rubrica ,,Legislatie”(https://www.anm.ro/dispozitive-
medicale/anunturi-importante-dispozitive-medicale/,https://www.anm.ro/dispozitive
medicale/legislatie/legi-ordonante-si-hotarari-de-guvern/ ).

Se reaminteste ca avizul de functionare este valabil pe o perioadi de 3 ani de la data emiterii, daca
se mentin neschimbate condifiile care au stat la baza avizarii, in conformitate cu Art. 13, Alin. (1) din
Ordinul nr. 566/2020. Orice modificare ce intervine dupd obtinerea avizului de functionare trebuie
comunicatd ANMDMR in termen de maxim 30 de zile de la data producerii modificarii (Art. 13 Alin. (2)).
Cererea pentru reinnoirea avizului de functionare trebuie depusi la Agentia Nationald a Medicamentului si
a Dispozitivelor Medicale din Roménia cu cel putin 6 luni fnainte de expirarea valabilitatii acestuia, asa
cum este prevazut la Art. 16, Alin. (1) din Ordinul nr. 566/2020. in caz contrar, se va relua procedura de
avizare prevazutd la Art. 5 din acelasi ordin.

De retinut ca Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia poate
efectua controale inopinate la operatorii economici care desfisoard activitatile supuse controlului prin
avizare, in vederea verificarii veridicitatii celor declarate in documentele previzute in opisul specific
activitatii avizate sau de cte ori este nevoie. In cazul constatérii unor neconfor mitafi majore avizul poate
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fi suspendat pana la 3 luni. Dacd in acest timp nu sunt remediate neconformitatile se poate emite decizie
de anulare a avizului de functionare. Avizul de functionare suspendat trebuie depus In original la sediul
ANMDMR in maxim 5 zile de la data suspendarii. Pe perioada suspendarii avizului este interzisa
desfasurarea activitatilor avizate. Orice abatere de la aceste reguli, atrage anularea avizului prin decizie a
presedintelui ANMDMR (Art.11, Alin.(1)-(6) din Ordinul nr. 566/2020).

E. REPRODUCEREA RAPORTULUI DE EVALUARE

Raportul de evaluare nu va putea fi reprodus altfel decat integral, cu aprobarea Agentiei Nationale a
Medicamentului si a Dispozitivelor Medicale din Romania si a operatorului economic evaluat.
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