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Dear Sirs,

In view of the quality requirements of AESCULAP instruments the following is defined:

MATERIAL

The material used for our instruments comply with the steel qualities recommended in DIN,
ISO and ASTM standards, whereby we fulfill even higher requirements than those stipulated
in the standards by our own delimitation of the analysis values and the permissible
structural states.

By doing this, we improve the mechanical properties and the corrosion resistance of our
instruments.

In our material testing laboratory, equipped with the most modern testing equipment
(emission spectrometer for chemical analysis, scanning electron microscope, etc.), we test
and monitor every batch of material we receive, thus ensuring that only absolutely perfect
material is employed in our production.

MODEL FAITHFULNESS

All unmachined parts are manufactured in our own forging department, using tools we
produced ourselves in accordance with our own special construction guidelines.

During manufacturing, the production stages of every single instrument are monitored with
the help of measurement check sheets, factory samples and internal quality guidelines (such
as, for instance, for the surface structure, function etc.).
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These measures allow to manufacture to even tighter tolerances than those stipulated in the
standards. As a result, we are able to warrant model faithfulness for years on end.

MANUFACTURE

In our manufacturing sector, the work is carried out on state-of-the-art machines and
equipment.

Qualified skilled workers, who we train ourselves, are the guarantee for precise and
specialized production.

The computer-controlled thermal treatment in our modern vacuum hardening plants and
random checks conducted on the hardening results guarantee optimum mechanical
properties and corrosion resistance for every single instrument, much stricter than those
laid down in the standards.

CHECKS

Quality control begins for us already with the decision on the material to be used and is
continued in the check on the material supplied, the testing of the unmachined parts, as
well as in the various checks during and after important stages of production, right up to
the comprehensive final inspection of the finished product.

UALITY

The quality of all Aesculap products is ensured by a quality assurance system which fulfills
the requirements of the world-wide valid quality management standards [SO 9001:2008,
[SO 13485:2003,

and the directive 93/42/EEC of the council dated 14.06.1993 for medical devices. This
quality management system is described in an AESCULAP quality manual and procedures
which are certificated by an independent certification organisation accredited/notified. This
certification allows us to label our products with the CE-Mark.
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WARRANTY

We are therefore proud to be able to offer you a 36 months’ warranty for our instruments
after date of invoice.

The prerequisite for this is expert application, preparation, care and sterilization of the
instruments. We would refer in this connection to the recommendation of the working
group on the case of instruments "Proper Maintenance of Instruments”.

Excluded from this warranty are:

Forcible damage or overstressing
- Improper application not suitable for the instrument’s intended use

- Damage through corrosion by chemicals, such as, for instance, saline solutions,
during use

- Improper handling, cleaning and care during disposal and reprocessing, such as e.g.
unsuitable disinfectant and cleansing agents,
unsuitable cleansing methods,
unsuitable care materials

- Normal wear and tear phenomena

- Inadequate sterilization conditions, in particular unsatisfactorily quality of the
sterilizing steam
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SUINTERESUOTIEMS ASMENIMS

Gerb. ponai,

atsizvelgiant | AESCULAP prietaisams keliamus reikalavimus, nustatyta:

MEDZIAGA

Musy prietaisams naudojama medZiaga atitinka plieno kokybe, rekomenduojamg DIN, ISO ir
ASTM standartuose, pagal kuriuos mes laikomés dar didesniy reikalavimy, nei nustatyta
standartuose, patys nustatome analizés vertes ir leisting struktiiring biikle.

Taip mes pageriname savo instrumenty mechanines savybes ir atsparumg korozijai.

Savo medziagy bandymo laboratorijoje, kurioje jrengta moderniausia bandymo jranga (emisijos
spektrometras cheminei analizei atlikti, skenavimo elektroninis mikroskopas ir kt.), mes
iSbandome ir stebime kiekvieng gauta medziagy partijg, taip uztikrindami, kad tik absoliu¢iai

nepriekaiStinga medziaga buty naudojama miisy produkcijai gaminti.

MODELIU PATIKIMUMAS

Visos neapdirbtos dalys yra pagamintos misy paliy kalybos skyriuje, naudojant jrankius,
pagamintus pagal miisy paciy specialias konstrukcijy gaires.

Per gamybos procesa kiekvieno instrumento gamybos etapai stebimi naudojant iSmatavimy
kontrolés lenteles, gamykly pavyzdzius ir vidaus kokybés gaires (pavyzdZiui, pavirSiaus
strukturai, funkcijai ir kt. patikrinti).
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Sios priemonés jgalina gaminti produktus, laikantis dar grieztesniy leistiny nuokrypiy, nei
nurodyta standartuose. Todél mes galime garantuoti modeliy patikimuma daugeliui mety.

GAMYBA
Miisy gamybos sektoriuje darbas atliekamas Siuolaikinémis masinomis ir jrenginiais.
Kvalifikuoti darbuotojai, kuriuos patys mokome, garantuoja specialios produkcijos tiksluma.

Kompiuterio kontroliuojamas terminis apdorojimas miisy modernioje vakuuminio gridinimo
jrangoje ir atsitiktiniai griidinimo rezultaty patikrinimai garantuoja kiekvienos priemonés daug
grieZtesnes, nei nustatyta standartuose, optimalias mechanines savybes ir atsparuma korozijai.

KONTROLE

Kokybés kontrolé prasideda, mums apsisprendus dél naudotinos medziagos ir tesiama tikrinant
patiekta medziaga, neapdirbtas dalis, taip pat per jvairius patikrinimus svarbiuose gamybos
etapuose ir po jy, iki nuodugnaus pagaminto produkto galutinio patikrinimo.

KOKYBE

Visy ,,Aesculap® produkty kokybe uztikrina kokybés uztikrinimo sistema, kuri atitinka visame
pasaulyje galiojanéiy kokybés vadybos standarty ISO 9001:2000 ir ISO 13485:2003
reikalavimus bei 1993 06 14 Tarybos direktyva 93/42/EEB dél medicinos prietaisy.

Si kokybés vadybos sistema aprasyta. AESCULAP kokybés vadove ir technologijos procesuose,
kurie yra sertifikuoti nepriklausomos akredituotos / notifikuotos sertifikavimo organizacijos. Sis
sertifikavimas leidzia mums zenklinti savo produktus CE Zenklu.
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GARANTIJA

Todél mes didziuojamés galédami Jums pasitilyti 36 ménesiy garantija miisy instrumentams po
saskaitos faktiiros iSraSymo datos.

Garantijai biitina salyga yra kvalifikuotas prietaisy naudojimas, paruosimas, priezidra ir
sterilizavimas. Siuo klausimu sitilome perzitiréti darbo grupés rekomendacijas ,,Dél tinkamos
instrumenty priezitiros*.

I Sig garantijg nejeina:

- Apgadinimas vartojant jéga arba per didelis jtempimas.

- Prietaiso naudojimas ne pagal paskirtj.

- Naudojant dél cheminiy medziagy, tokiy kaip, pavyzdziui, drusky tirpalai, sukelta
korozija.

- Netinkamas naudojimas, valymas ir priezitra $alinant ir perdirbant, pavyzdZiui,
netinkamos dezinfekavimo ir valymo medZiagos, netinkami valymo metodai, netinkamos
priezitiros medZiagos.

- Iprastinis nusidévéjimas.

- Netinkamos sterilizavimo salygos, ypa¢ nepatenkinama sterilizuojan¢iyjy gary kokybé.
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