B | BRAU N Aesculap AG

Global Sales & Market Management

Postfach 40
78501 Tuttlingen

Germany
Contact:
Fon:
TO WHOM IT MAY CONCERN Fax: 07461 95-78980
Email: @aesculap.de
Internet: http://www.aesculap.de
Date: November 23rd, 2015

Quality standards and warranty for AESCULAP products

Dear Sirs,

In the following, we would like to explain some of the points that make our AESCULAP
products the quality products that they are. Since 1867, our trademark symbol, the
AESCULAP crowned serpent staff, represents attributes such as quality, functionality,
safety, reliability, durability and economy. All our quality products “Made by Aesculap”
carry this symbol. An AESCULAP quality product in your hands is, therefore, a
contribution to success and quality for the benefit of the patient — because we do not
want any compromises when it comes to our health.

MATERIAL

The material used for our instruments complies with the steel qualities recommended in
DIN, ISO and ASTM standards. However, we fulfill even higher requirements, as they
are defined in these standards, by our own delimitation of the analysis values and the
permissible structural states. By doing this, we improve the characteristics and the
corrosion resistance of our instruments.

In our material testing laboratory, equipped with state of the art testing equipment

(emission spectrometer for chemical analysis, scanning electron microscope, etc.), we
test and monitor the material we receive.
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PATTERN CONSISTENCY

The raw parts for our surgical instruments are manufactured in our own forge, by using
tools we have designed and produced in accordance with our own special construction
guidelines.

During manufacturing, the production stages of our instruments are monitored by using
measurement check sheets, factory samples and internal quality guidelines.

These measures and an internal quality standard applying only to our AESCULAP
instruments allow us to produce instruments within even tighter tolerances than those
defined by the relevant industry standards. As a consequence we can enable an
excellent pattern consistency.

MANUFACTURING

In our manufacturing, we only use state of the art machines and equipment. Qualified
skilled workers, which are factory-trained, enable a precise and professional production.

The computer controlled thermal treatment in our modern vacuum hardening units and
random checks conducted on the hardening results, are leading to enhanced
mechanical characteristics and corrosion resistance for our instruments.

CHECKS

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

The quality of all AESCULAP products is enabled by our quality assurance system,
which fulfills the requirements of the world wide valid quality management standards
DIN EN ISO 9001, DIN EN 46001, DIN EN ISO 13485 and the Medical Devices
Directive 93/42/EEC of the Council of 14 June 1993. This quality management system
is described in an AESCULAP quality manual and procedures which are certified by an
independent certification organisation accredited/notified. This certification allows us to
label our products with the CE-Mark.

WARRANTY

We warrant that every AESCULAP product that leaves the factory, is free from any
defects in material and workmanship.

This warranty will be valid for the period of 24 months, starting on the day of the original
delivery, defined by the date of the invoice.

The prerequisite for this is a professional use, reprocessing, care and sterilisation of the
products. Please refer to the recommendations of the working team “Proper
Maintenance of Instruments” and the IFU.

Excluded from this warranty are:

- Damage due to overstressing or droppage

- Improper usage which is not according to the product’s intended
use

- Damage due to corrosion by chemicals. For instance, physiologic
saline solution.

- Improper handling, cleaning and care during disposal and
reprocessing, such as

- unsuitable disinfectant and cleaning agents,
- unsuitable cleaning methods,

- unsuitable care additives

- unsuitable storage in the tray

- Normal wear and tear

Inadequate sterilisation conditions,
e.g. insufficient quality of the sterilising steam.
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With best regards,
Aesculap AG _={jLAp~.

I -,

Senior Market Manager Sales Coordinator
Eastern & Western Global Customer Service
Europe Europe & MEA
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AESCULAP gaminiy kokybés standartai ir garantija

Gerb.ponai,

Siuo ra$tu, mes norime paaiskinti kai kuriuos tikslus, kurie AESCULAP gaminius padaro
kokybiskais gaminiais. Nuo pat 1867, kai buvo sukurtas 3is prekes Zenklas (AESCULAP gyvate
apsivijusi aplink kariinuotg stiebg), simbolizuoja tokias savybes kaip kokybe, funkcionalumas,
saugumas, patikimumas, ilgaamziskumas ir ekonomiSkumas. Visi misy kokybiski gaminiai su
uzradu ,,Pagaminta Aesculap™ turi §j uzrada. AESCULAP kokybiskas gaminys jisy rankose yra
jnadas | bendra sékme¢ paciento naudai, nes mes nenorime jokiy nesékmiy, kurie susij¢ su
sveikatos klausimais.

MEDZIAGA

Miisy prietaisams naudojama medZiaga atitinka plieno kokybg, rekomenduojamg DIN, ISO ir
ASTM standartuose, pagal kuriuos mes laikomés dar didesniy reikalavimy, nei nustatyta
standartuose, patys nustatome analizés vertes ir leisting struktiring buklg. Taip mes pageriname
savo instrumenty mechanines savybes ir atsparuma 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 partija.
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MODELIU PATIKIMUMAS

Visos neapdirbtos dalys yra pagamintos miisy paCiy kalybos skyriuje, naudojant jrankius,
pagamintus pagal misy padiy vidines kokybés direktyvas.

Tokie matavimai ir vidinés kokybés standartai taikomi tik AESCULAP instrumentams leidzia
mums sukurti instrumentus su daug grieZtesnémis tolerancijomis nei tokios yra nustatytos
atitinkamose pramonés $akos standartuose. Kaip rezultatg mes galime igauti puiky modelio
pastovuma.

GAMYBA

Misy gamybos sektoriuje darbas atlickamas tik Siuolaikinémis maSinomis ir jrenginiais.
Kvalifikuoti patyre darbuotojai, kurie apmokyti gamykloje, garantuoja preciziska ir profesionalig
produkcija.

Kompiuterio kontroliuojamas terminis apdorojimas miisy modernioje vakuuminio gridinimo
jrangoje ir atsitiktiniai griidinimo rezultaty patikrinimai veda link pagerinty instrumenty
mechaniniy savybiy ir atsparumo korozijai.

KONTROLE

Mums kokybés kontrolé prasideda nuo apsisprendimo dél naudotinos medZiagos ir tesiama
tikrinant gauta medziaga, tikrinant ncapdirbtas dalis, taip pat atlickant jvairius patikrimimus
svarbiy prekiy gamybos etapy metu ir po jy iki nuodugnaus pagaminto produkto galutinio
patikrinimo.
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KOKYBE

Visy AESCULAP produkty kokybe uZtikrina kokybes uZtikrinimo sistema, kuri atitinka visame
pasaulyje galiojan¢ius kokybés vadybos standartus DIN EN ISO 9001, DIN EN 46001, DIN EN
ISO 13485 ir 1993 06 14 Tarybos direktyva 93/42/EEB dél medicinos prietaisy. Si kokybés
vadybos sistema apralyta AESCULAP kokybés vadove ir procesuose, kurie yra sertitikuoti
nepriklausomos akredituotos / notifikuotos sertifikavimo organizacijos. Sis sertifikavimas leid¥ia
mums Zenklinti savo produktus CE Zenklu.

GARANTIJA

Mes garantuojame, kad kiekvienas AESCULAP gaminys iskeliaves i3 gamyklos yra be jokiy
medzZiagos ir meistriskumo defekty.

Si garantija galioja 24 ménesius, pradedant skaiGiuoti nuo pristatymo dienos, apibréZtos pagal
sgskaita-faktiirg.

Garantijai butina sglyga yra profesionalus gaminiy naudojimas, paruoSimas, prieZitira ir
sterilizavimas. Siuo klausimu sidlome perZitiréti darbo grupés rekomendacijas ,,Dél tinkamos
instrumenty prieZitiros* ir naudotojo instrukcijose.

] 8ia garantijg nejeina:

- Apgadinimas vartojant jéga arba iSmetimas.

- Netinkamas naudojimas ne pagal gaminio paskirtj.

- Apgadinimas dél cheminiy medZiagy korozijos. Pavyzdziui, fiziologinio drusky tirpalai.

- Netinkamas naudojimas, valymas ir prieZiliros transportavimo metu ir pakartotinio
naudojimo procediirose, tokiose kaip

- netinkamas dezinfektanty ir valymo medZiagy naudojimas

- netinkami valymo metodai

- netinkamas prieZiliros medziagy naudojimas.

- netinkamas laikymas krep3eliuose.

- ]prastinis nusidéveéjimas ir jtriikimy atsiradimas.

- Netinkamos sterilizavimo salygos,
pvz. netinkama kokybe sterilizavimo garuose.
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Geriausi linkéjimai

Aesculap AG™

/parasas/ /parasas/

Vyresnysis rinkos vadovas Prekybos koordinatoré

Ryty ir Vakary Pasaulinis klienty aptarnavimas
Europa Europa, Viduriniai Ryvtai ir Afrika

‘antspaudas: AESCULAP AG. Tuttlingen/




