Smith & Nephew Orthopaedics AG T+41 797207311 A .
Oberneuhofstrasse 10D p \Ne are smith& mew

6340 Baar www.smith-nephew.com
Switzerland

To whom it may concern:

Baar, 22 March 2022

LETTER OF AUTHORIZATION

Smith & Nephew Orthopaedics AG, with offices in Oberneuhofstrasse 10 6340 Baar,
Switzerland VAT number CHE 107345392 bank account

BIC DEUTCHZZ at DeutscheBankAG. represented by Bartiomiej Zareba
in quality of Business Unit Manager.

As manufacturer of medical devices (hip and knee prostheses, trauma and endoscopy products)
hereby confirm that our exclusive distributor for Lithuania is the company

OSTECA, UAB, with offices in Danes str. 47., Klaipeda — Lithuania, registration number 300871049,
VAT no. LT100003238211, represented by Mr Arvydas Klovas in quality of General Director.

&nﬁh&m

SMITH&NEFPHEW OSTECA UAB
Name: Barttomiej Zareba Name: Arvydas Klovas
Position: Business Unit Manager Position: General Director

This authorization is valid for one year beginning with the signing date.

Siimtliche an Ste geheferte Verpackungen sind zur Ginze wiber die ARA entpflichtet - ARA-Lizenz-Ny - 7840 ERA-Lizenz-Nr. 30144 Sitz: Wien, Firmenbuch-Nr. I'N 387
S7 W Firmenbuchgericht. Landesgericht Korneuburg - UID-Ny - ATU 16862802 - Bankverbmdung. Bank Austria Creditansialt, Kio-Ny 0 401 100 901, BL7 12000




Vertimas is angly kalbos

Smith&Nephew Orthopaedics AG T+4179 72073 11
Oberneuhofstr. 10D
6340 Baar www.smith-nephew.com

Sveicarija

Tam kam svarbu:

Kovo 22 d., 2022 m., Baar

IGALIOJIMAS

SMITH & NEPHEW Orthopaedics AG, kurios adresas yra Oberneuhofstrasse 10, 6340 Baar,
Sveicarija, PVM kodas CHE 107345392,

CH7187801001005464001 SWIFT kodas DEUTCHZZ DeutcheBank AG, atstovaujama verslo
padalinio vadovo Bartlomiej Zareba

kaip medicininiy prietaisy (klubo ir kelio endoprotezy, traumatologiniy ir endoskopiniy produkty)
gamintojas

tokiu biidu patvirtina, kad i3skirtinis distributorius Lietuvoje yra kompanija

UAB OSTECA, kurios adresas yra Danés g. 47, Klaipéda, Lietuva, registracijos numeris
300871049, PVM kodas LT100003238211, atstovaujama generalinio direktoriaus Arvydo Klovo.

/ParaSas/

Smith&Nephew Osteca, UAB

Vardas: Bartlomiej Zareba Vardas: Arvydas Klovas
Pareigos: Verslo padalinio vadovas Pareigos: Generalinis direktorius

Sis jgaliojimas galioja vienerius metus, nuo jo pasira§ymo datos.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 506114

Issued To: Smith & Nephew Inc.
Endoscopy Division
150 Minuteman Road
Andover
Massachusetts
01810-1031
USA

In respect of:

Design, development and manufacture of absorbable and non-absorbable orthopedic
implants, phalangeal and metatarsophalangeal joint repair systems, absorbable matrices to
support bone and cartilage, high frequency surgical equipment, sterile tube sets, surgical
instruments, battery packs and housings for active handpieces, and related accessories for
arthroscopy and laparoscopy minimally invasive and reconstructive surgery areas.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2006-06-30 Date: 2020-02-20 Expiry Date: 2024-05-26

~making excellence a habit”
Page 1 of 1




Vertimas 1§ angly kalbos
EC Sertifikatas

Pilnas kokybés uztikrinimas

Direktyvos 93/42/EEC medicininéms priemonéms, Priedas 11, i3skyrus 4 dalis

Nr. CE 506114
suteiktas:

Smith&Nephew Inc.
Endoscopy Division
150 Minuteman Road
Andover
Massachusetts
01810-1031

JAV

[skaitant:

Dizaing, vystyma ir gamyba besirezorbuojanéiy ir nesirezorbuojangiy ortopediniy implanty,
falanginiy ir metatarsofalanginiy sgqnariy rekonstrukeinéms sistemoms, besirezorbuojancioms
matricoms kauly ir kremzliy rekonstrukeijoms, aukstojo daznio chirurgine Iranga, steriliy vamzdeliy
rinkinius, chirurginius instrumentus, aktyviy jégos instrumenty baterijy rinkinius ir déklus, ir
susijusius priedus artroskopijai ir laparaskopijai minimalios invazijos ir rekonstrukcines chirurgijos
sritims,

remiantis kokybés uztikrinimo sistemos patikrinimu, pagal Tarybos Direktyvos 93/42/EEC, Priedo
II i8skyrus dalj. Kokybés uztikrinimo sistema atitinka direktyvos reikalavimus. Tam kad patiekti
rinkoje III klasés produktus pagal Priedo II 4 dalj sertifikatas yra reikalaujamas.

Notifikavimo objekto auk§¢iau minétai Direktyvai (Notifikavimo objekto numeris 2797) BSI vardu: -

Gary E Slack, vyresnysis vice prezidentas medicininiams prictaisams

Pro’~'tty vadov: -
. Q@f{-’m Rakle
RESFi

Pirmas leidimas: 2006 birgelio 30 d. Data:

Galioja iki: 2024 geguzes 26 d.
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Smith&Nephew GmbH
Concorde Business Park 1/C/3
2320 Schwechat

Austria

Siuo patvirtiname, kad

Odeta RakleviCiené

743017079102
F43017079101
www.smith-nephew.com

APMOKYMUY SERTIFIKATAS

sékmingal iskiausé endoskopiniy produkty apmokymo programa.

Jiyra apmokyta, gali instaliuoti miisy produktus ir teikti Smith&Nephew produkty remonto paslaugas.

Smith&Nephew GmbH
Friedrich Richter Endoscopy AT&EE

/parasas/
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Vertimas tikras: verté Elena Solveiga Rimeikiené, UAB “Fokaja’} I I[/zepu gl o’ (v‘[-fﬁ n9211 4 Klaipéda, Lietuva.
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Concorde Business Park C3
2320 Schwechat www.smith-nephaw.com
Ausiria

s ik T4310) 17079102
F 4314011 707 9101

OSTECA, UAB
Alytaus str. 18,
Klaipeda
LITHUANIA

TO WHOM IT MAY CONCERN

WARRANTY REPAIR DECLARATION

Schwechat, December 30th 2009

This is to certify that Smith&Nephew will provide warranty repair service for all products sold by

Osteca, UAB, in Lithuanian market.

‘

Smith & Nephew GmbH

D g B
syl
p —

7
Fp{edﬂ WV (A9 ] I‘\’WI%X)@\.«.
/Busines‘s Manager Endoscopy Austria & Eastern Europe

L

o

December 30" 2009

Sarmiliche an Sie gelieferie Verpackungen sind zur Génze Uber die ARA entpfichiel. - ARA-Lizenz-Nr : 7840 - ERA-Lizenz-Nr. 50144 - Sitz: Wien, Firmenbuch-Nr. £N 587 57 h,
Firmenbuchgerichi: Landesgerichi Komeuburg - UID-Nr. ATU 16862802 - Bankverbindung. Bank Austria Creditanstali, Kio-Nr.. 401 106 901, BLZ 12000

Gadrmickt auf chlorfrei sahleichtem Panier




Osteca, UAB
Alytaus g. 18,
Klaipéda
Lietuva

Schwechat, 2010 m. gruodZio mén. 30 d
Visiems, ka tai galéty dominti

GARANTINIO REMONTO DEKLARACIJA

Siuo patvirtiname, kad Smith&Nephew teiks visy UAB Osteca parduoty Lietuvos rinkoje produkty
garantinio remonto paslaugas.

Smith & Nephew GmbH

Friedrich G.Richter, MSc

Endoskopijos padalinio vadovas Austrijai ir Ryty Europos Salims
/parasas/

/spaudas/

2009 gruodzio 30d.

ST Vertimas is angly kalbos
Vertimas tikras: verté Elena Solveiga Rimeikiené, UA ,é‘”?’okaja F\ﬁ” ug 16, LT-92114 Klaipéda, Lietuva.
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INSTRUMENTE GMBH

CHIRURGISCHE INSTRUMENTE
MEDIZINISCHE GERATE

SURGICAL INSTRUMENTS
Gmb - Gansdcker 2 - D-78832 Tutilingen MEDICAL EQUIPMENT

INSTRUMENTS CHIRURGICAUX
MATERIEL MEDICO-CHIRURGICAL

For Presentation to the Competent
Authorities in Lithuania

Tuttlingen, 22/08/2013

a tikra /

dybini
ctn Rakle

~

Letter of Authority

We hereby certify that :

OSTECA, UAB
Alytaus g. 18

LI - 92307 Klaipéda
Lithuania

are authorised and official distributor for

M/S PRO-MED Instrumente GmbH, D-78532 Tuttlingen

in Lithuania.

M/S. OSTECA UAB, are fully authorized to import, distribute / market, sell, advertise
and service our products and to participate in all Government and private Tenders

and Enquiries on our behalf for the full range of Surgical Instruments and Medical
Equipment pfanufactured and offered by us.
This agregfnent ig/valid for an indefinite period.

redon G Biclor 15
ernatioha-Sdles Director, MD™ 072 0

I/

f
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Tuttlingen

she Bank Tutiingen Ni. 214968000
BLZ: 65370075 BIC: DEUTDESSES3
IBAN-Mr. DEZ2 653 700 750 2149680 00
Commarzbank Tuttlingen Nr. 0275721700

; Qr-BYSTEM
BLZ: 84380011 BIG: DRESDEFFS43 DIM B lsov

1BAN-Nr. DESO 643 BOO 110 2757217 00 13485

dro-mad-tut. e




PRO-MED

INSTRUMENTE GMBH
Chirurginiai instrumentai

Medicininé jranga
Pateikimui kompetentingoms

institucijoms Lietuvoje

Tuttlingen, 22/08/2013

Gamintojo jgaliojimas

Kopija tikra

e

Vadybininks //)

fa Ra p

Tvirtiname, kad:
UAB OSTECA
Alytaus g. 18
LT-92307 Klaipeda

Lietuva

Yra jgaliotas ir oficialus platintojas M/S PRO-MED instrumenty GmbH, Tuttlingen,
Lietuvoje.

UAB OSTECA yra pilnai leidziama importuoti, platinti, pateikti rinkai, parduoti, reklamuoti
ir aptarnauti miisy produktus ir dalyvauti visuose vyriausybiniuose ir privaciuose pirkimuose,
parduodant miisy vardu chirurginius instrumentus ir medicinine jranga miisy pagamintg ir
pasiiilyta.

Si sutartis galioja neribota laika.



INSTRUMENTE MQH

CHIRURGISCHE INSTRUMENTE
MEDIZINISCHE GERATE

SURGICAL INSTRUMENTS
PROSMED Groll - Ghrsdcker &+ D-78532 Tullingen MEDICAL EGUIPMENT

o

INSTRUMENTS CHIRURGICAUX
MATERIEL MEDICO-CHIRURGICAL

Tuttlingen, 26.01.2011

Konformititserklarung '

Declaration of Conformity

Declaration de conformité europeenne
Declaracion de conformidad

Wir / We / Nous / Nosotros:

PRO-MED Instrumente GmbH, Gansécker 9,
78532 Tuttlingen

erkldren in alleiniger Verantwortung, dalk die Produkte:
declare under our sole responsibility that the product:
déclarons sous notre seule responsabilité, que les produit ;
declara bajo responsabilidad propia, que los productos:

Chirurgische Instrumente
Surgical Instruments
Instruments de Chirurgie réutilisables
instrumentos quirdrgicos

auf welche sich diese Erklarung bezieht, folgenden einschlagigen Richtlinien der EG entsprechen:
to which this declaration reiates, are in conformity with the following relevant regulations:
auquels se refére cette déclaration sont conformes aux normes suivantes:
a los que se refieren esta declaracién, son conformes a las siguientes normas o directrices:

Medizinprodukterichtlinie 93/42 EWG
Medical Device Directive 93/42 EC
Directive pour dispositifs médicaux 93/42 CEE
Directiva relativa a los productos sanitarios 93/42 CEE

PR -°MED/::strumente GmbH

Deutsch Heank Tullhnge:s M 2
(BLZ 853700¢9) LJFLI;
AN, DE

Phesdnar
(BLZ 54350
IBAN-M, DEYS) &

=i ml
el vy




PRO-MED
INSTRUMENTE GMBH
Chirurgische Instrumente
Medizinische Gerate

Surgigal instruments

Medical Equipment
PRO-MED GmbH Gansacker 9 D-78532 Tuttlingen

Chirurginiai instrumentai
Medicining jranga

Tuttlingen, 2011 01 26

NO7 3 #] ra P
P /
Ay oty

Atitikties deklarac Zila Rakler

Mes:
M/S PRO-MED Instrumente GmbH,
78532 Tutlingen

prisiimame visi$ka atsakomybe, kad produktai:

chirurginiai instrumentai

atitinka $ias normas:

Medicinos Produkty Direktyva 93/42 CEE

PRO-MED Instrumente GmbH

Jan Dinkelmann
Generalinis direktorius

/parasas/

Vertéjo atsakomybeé pagal LR BK 235str. man Zinoma.




Géansacker 9

Ny E D-78552 Tutilingen
INSTRUMENTE GMBH efail: PROMED-TUT@T-online.de
URL: htlp:/ivww.pro-med-hit.de

" The PRO-MED Warranty

MED warrants that all PRO-MED Instruments, marked with the PRO-MED
name, shali be free from manufacturing defects in material or workmanship for the
life of the instruments.

PRO-MED 's sole responsibility under the warranty shall be, at PRO-MED ‘s option,
to repair or replace any instrument proving defective.

If it is determined by PRO-MED, within it's absolute discretion, that an instrument is
in need of repair sooner than normal use would indicate, the repair will be provided
at no charge for the products indicated: -

For a period of five (5) years from date code:

Scissors, Needleholders, and Ring handle instruments

For a period of ten (10) years from date code:

All other date-coded instruments. ' . "

This warranty does not cover ,Econoline® Instruments, delicate instruments, bougies,
malleable instruments, lenses, sterile products.

The above warranty is contingent upon the proper maintentance and use of the
instruments and does not cover instruments that have been modified without
PRO-MED's approval or by persons not authorized by PRO-MED, or instruments
which have been subjected to unustial stress, or on which the original identification
marks have been removed or altered. :

Proper surgical procedures and techniques are necessarily the responsibility of the
medical profession. The buyer and/or user assumes full responsibility for determining
the suitability of the application of all products listed in our catalogs, offers, and
other documentation and for all risks and liability associated with their use.

Rainer Dinkelmann
{Managing Director)
Tuttlingen, 27-Aug-09




" Rainer Dinkelmann

Gansacker 9

D-78532 Tustlingen

Phone: ++49(0)7462/204240

FAX: ++49(0)7462/2042490
eMail:PRO-MED-TUT@T-online.de
URL:http://www.pro-med-tut.de

PRO-MED Garantijos

PRO-MED suteikia garantija visiems PRO-MED instrumentams, paZymétiems PRO-
MED Zenklu, medZiagoms ir instrumentams neturinioms gamybos defekty visam
veikimo periodui.

PRO-MED atsako pagal garantija pakeisti arba pataisyti instrumentus jrodancius savo
trikumus.

Jei trikumai yra nustatomi per PRO-MED testo apZiiira, kad priemones yra biitina
remontuoti ank§¢iau nei jprastai naudojama, produktams remontas bus teikiamas
nemokamai: :

o Penkiy (5) mety laikotarpyje nuo isigyjimo datos: Zirkléms, adaty laikikliams
. ir rankiniams instrumentams.
e Desimties (10) mety laikotarpyje nuo isigyjimo datos: visiems kodotiems
instrumentams. ' -

Si garantija netaikoma "Econoline” instrumentams, subtilioms priemonéms,
plétikliams, lanksdioms priemonéms, objektyvams, steriliems produktams.

Aukstiau isvardintoms priemonéms garantija priklauso nuo tinkamos priemones
‘prieziiiros ir naudojimo, neapima ty priemoniy, kurios buvo pakeistos be PRO-MED
patvirtinimo asmenims, kurie néra leidZiami PRO-MED saskaitos faktiiros
deklaracijoje, arba priemonés, kurioms buvo atliekamas nejprastas naudojimas, arba
dél kuriy pirminio identifikavimo Zenklo, buvo panaikintos arba pakeistos.

Tinkamas chirurgines procediiras ir metodus biitina atlikti medicinos profesijos
atstovui. Pirkéjas ir / arba vartotojas prisiima visg atsakomybeg, kad bty galima
nustatyti visy i§vardyty produkty miisy kataloguose, taikymo tinkamumo, bei kitus
dokumentus ir visq rizikg ir atsakomybe, susijusias su ju naudojimu.

PRO-MED GmbH

(Managing Director)
Tuttlingen, 27-Rugpjii¢io-09




INSTRUMENTE G

To whom it may concern Tuttlingen, 16.03.2015

We herewith confirm that the surgical instruments (including ENT instruments) offered by
PRO-MED are reusable and can be washed in automatic washing / disinfecting machines
and can be autoclaved/steam sterilised.

7

trumente GmbH




Vertimas i§ angly kalbos
PRO-MED
Chirurginiai instrumentai

OSTECA, UAB
Alytaus g. 18,
Klaipeda
LIETUVA
Tutlingenas, 16/03/2016

KOMPETENTINGOMS INSTITUCIJOMS

Siuo bidu patvirtiname, kad PRO-MED siiillomi chirurginiai instrumentai (jskaitant LOR
instrumentus) yra daugkartinio naudojimo ir gali biiti plaunami automatinese
plovimo/dezinfekavimo masinose ir gali biiti autoklavuojami/ sterilizuojami garais.

PRO-MED Instrumente GmbH
Ralph Dinkelmann

(Parasas, antspaudas)
Generalinis direktorius




used for
Surgical Instruments
supplied by

Gansacker 9

78532 Tuttlingen/Germany
Phn + 49 7462 204240
FAX + 49 7462 2042490
info@pro-med-tut.de

INTERNATIONAL

ISO
7153-1

Second edition
1991-04-01

AMENDMENT 1
1999-03-01

Surgical instruments — Metallic
materials —

Part 1:
Stainless steel

AMENDMENT 1

Instruments chirurgicaux — Matdriaux mGtalliques —
Partie 1: Acier inoxydable
AMENDEMENT 1

Ay, vadybininké
Odetat °

Reference number
ISO 7153-1:1991/Amd.1:1999(E)



" I1SO

ISO 7153-1:1991/Amd.1:1999(E)

Surgical instruments — Metallic materials —

Part 1:

Stainless steel

AMENDMENT 1

Page 3, table 1

At the end of table 1, add the following new row for steel grade S.

Reference Peferably used for
letter of steel cutting instruments non-cutting instruments fitting parts and other
grade assemblies
(see table 2) Examples Examples Examples
scalers, filling instruments,
S chisels, dental explorers
dental curettes
Page 4, table 2
In table 2 under Martensitic steels, add the following new row for steel grade S.
Steel grade Chemical compositions, %
Reference| Grade No. c Si {Mn| P S Cr Mo Ni Other
letter!) | according to2) elements
ISO f ISO
4957 1683-13 max.|max.|max.
Martensitic steels
s | — | — Josotors] 1 ] 1 poafoozmax. [ 161018 | 075 — —




ISO 7153-1:1991/Amd.1:1999(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies (ISO
member bodies). The work of preparing International Standards is normally carried out through ISO technical
committees. Each member body interested in a subject for which a technical committee has been established has
the right to be represented on that committee. International organizations, governmental and non-governmental, in
liaison with ISO, also take part in the work. ISO collaborates closely with the International Electrotechnical
Commission (IEC) on all matters of electrotechnical standardization.

Draft International Standards adopted by the technical committees are circulated to the member bodies for voting.
Publication as an International Standard requires approval by at least 75 % of the member bodies casting a vote.

Amendment 1 to International Standard ISO 7153-1:1991 was prepared by Technical Committee 1SO/TC 170,
Surgical instruments.

g

' 1SO 1999

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form o/by any means, electronic
or mechanical, including photocopying and microfilm, without permission in writing from the publisher.

International Organization for Standardization
Case postale 56  ICH-1211 Genéve 20 i Switzerland
Internet  iso@iso.ch

Printed in Switzerland




INTERNATIONAL ISO
STANDARD 71531

Second edition
1991-04-01

Surgical instruments — Metallic materials —

Part 1:
Stainless steel

Instrumehts chirurgicaux — Matériaux métalliques —
Partie 1. Acier inoxydable

used for
Surgical Instruments
supplied by

Génsacker 9 D Ree g
78532 Tuttlingen/Germany &
Phn + 49 7462 204240
FAX + 49 7462 2042490

info@pro-med-tut.de
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Reference number

ISO 7153-1:1881(E)
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INTERNATIONAL STANDARD

iSO 7153-1:1991(E)

Surgical instruments — Metallic materials —

Part 1:
Stainless steel

1 Scope

This part of ISO 7153 contains a survey and a
selection of stainless steels available for use in the
manufacture of surgical, dental and specific instru-
ments for orthopaedic surgery.

NOTE 1 When selecting the grade of steel and the
shape, dimensions and delivery conditions of the raw
material for manufacturing surgical instruments, it is
necessary to take into account factors, such as the design
of the instrument or the production facilities of the manu-
facturer, that are not covered by this part of ISO 7153. For
this reason, it is not intended, nor is it possible, that the
information given in this part of 1SO 7153 should remove
the decision-making responsibility from the instrument
manufacturer for selecting an appropriate raw product
with suitable properties; nor is it intended to preclude the
use of other types of steel in the manufacture of instru-
ments, such as the use of carbon steel for cutting instru-
ments. International Standards for surgical instruments,
when published, should be observed when making this
decision as they may contain additional or new infor-

mation to be taken into account when selecting appropri-
ate steel grades.

2 Normative references

The following standards contain provisions which,
through reference in this text, constitute provisions
of this part of 1ISO 7153. At the time of publication,
the editions indicated were valid. All standards are
subject to revision, and parties to agreements based
on this part of ISO 7153 are encouraged to investi-
gate the possibility of applying the most recent edi-
tions of the standards indicated below. Members of
IEC and I1SO maintain registers of currently valid
International Standards.

ISO 683-13:19886, Heat-treatable steels, alloy steels
and free-cutting steels — Part 13: Wrought stainless
steels.

1SO 4957:1980, Tool steels.

Kopija tikra
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ISO 7153-1:1991(E)

3 Survey
Table 1 — Steel grades
Preferably used for
Reference oot
letter of steel cutting instruments non-cutting instruments fitting parts and other
assemblies
grade
(see table 2) Exampies Examples Examples
tissue forceps, rivets,
dressing forceps, sofld handies,
A retractors, gulde pins,
probes, screws, nuts
dental tweezers
bone rongeurs, forceps, springs,
bone-cutting forceps, forceps with bow handies, sofid handles,
conchotomes, branch forceps, screws, nuts, rivets
chisels and gouges, retractors,
bone curettes, probes,
B8 scissors with carbide inserts dental extraction forceps,
laboratory and orthodontic pliers,
dental explorers,
root elevators,
filling instruments,
dental tweezers
bone rongeurs, laboratory and orthodontic pliers,
sclssors, dentai explorers,
¢ scalers, dental tweezers,
dental curettes, dental extraction forceps,
dental chisels root elevators,
filling instruments
scissors, root elevators,
bone rongeurs, dental explorers,
bone-cutting forceps, filiing instruments
conchotomes,
scalpels,
knives,
chisels and gouges,
D bone curettes,
wire-cutting pliers,
scalers,
dental curettes,
dental chisels,
drills,
taps,
countersink cutters
E scalpels
F scalpels
scalpels,
G chisels and gouges,
shears




ISO 7153-1:1991(E)

Preferably used for

Reference fitting parts and other
letter of steel cutting instruments non-cutting instruments 9p
assemblies
grade
(see table?2) Examples Examples Examples
scissors,
bone rongeurs,
conchotomes,

chisels and gouges,

H bone curettes,
wire-cutting pliers,
drills,
taps,
countersink cutters
scissors,
bone rongeurs,
bone-cutting forceps,
conchotomes,
scalpels,
) knives,
chisels and gouges,
bone curettes,
wire-cutting pliers
drills,
taps,
countersink cutters
K chisels and gouges,
bone curettes
solid handles,
L guide pins,
screws, nuts
retractors, hollow handies,
M impression trays guide pins,
rivets, screws
chisels and gouges, probes solid handles,
N bone curettes guide pins,
screws, nuts, rivets
o dental explorers springs,
screws, rivets
2] screws, rivets
scalers, filling instruments,
chisels, dental explorers,
R dental curettes, laboratory and orthodontic pliers
drills,
taps,

countersink cutters

s ijf vadvlininks
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4 Chemical composition The chemical composition of those steels specified
in 1S0 4957 and IS0 683-13, indicated by grade
The chemical composition of the steels shall be in numbers, are given for information only.

accordance with table 2.

Table 2 — Steel grades and specified chemical compositions (cast analysis)

Elements not quoted in table 2 shall not be intentionally added to the steel without the agreement of the purchaser, other
than for the purpose of finishing the heat. All reasonable precautions shall be taken to prevent the addition, from scrap
or other material used in manufacture, of such elements which affect hardenability, mechanical properties and applica-
bility.

Steel grade Chemical compositions, %
Grade No.
Refer- according [+ Si Mn P S Cr Mo Ni e'g’::':’: ts
ence to2)
tettert] 150 iSO
4957 | 88.12 max. | max. | max.
Martensitic steels

A - 3 0,09 to 0,15 i t 0,04 0,03 max. t1,51%0 13,5 - 1 max.

B 27 4 0,16 to 0,25 1 1 0,04 0,03 max. 12to 14 1 max.

C 28 5 0,26 to 0,35 1 1 0,04 0,03 max. 12to 14 - 1 max.

[+] — - 0,42 to 0,50 1 1 0,04 0,03 max. 12510 14,5 - 1 max.

E - - 0,47 to 0,57 05 H 0,03 0,025 max. 13,7 to 15,2 - 0,5 max.

F - - 0,6 to 0,7 9,5 1 0,03 0,025 max. 1210 13,5 - 0,5 max.

G - - 0,65 to 0,75 1 1 0,04 0,03 max. 12to 14 0,5 max. 1 max,

R — - 0,350 0,4 i 1 0,045 0,03 max. 14 to 15 0,4100,6 - V: 0,110 0,15

I - - 0,42 to 0,55 1 i 0,045 0,03 max. 12to 15 0,45t0 0,9 - V: 0,110 0,15

K 30 — 0,33 to 0,43 i 1 0,03 0,03 max. 15to 17 tto 18 1 max

R - 0,85 t0 0,95 1 1 10045 | 003 max 1710 19 091013 - v 3‘?2 ©

Ferritic steels §
L l - I 8a i 0,08 max. I 1 I 15 l 0,08 I 0,15 t0 0,35 16 to 18 [ 0.6 max, 1 max. I
Austenitic steels

M - 1 0,07 max. 1 2 0,045 0,03 max. 17 to 18 - B to 11

N - 17 0,12 max. 1 2 0,06 0,15 10 0,35 17 to 19 -3 8o 10

(o] — 14 0,15 max. i 2 0,045 0,03 max. 16 to 18 . 6to8

P — 20 0,07 max. 1 2 0,045 0,03 max. 16,5 to 18,5 2t0 25 10,5 t0 13,5

1) The reference letters are used for the purpose of cross-referencing.

2) b?‘-hls %rade numbers are provisional and will be subject to alteration when the relevant International Standards are
published.

3) The manufacturer has the option of adding molybdenum up to 0,7 %.

T,
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Foreword

ISO (the International Organization for Standardization) is a worldwide
federation of national standards bodies (ISO member bodies). The work
of preparing International Standards is normally carried out through 1SO
technical commiitees. Each member body interested in a subject for
which a technical committee has been established has the right to be
represented on that committee. International organizations, govern-
mental and non-governmental, in liaison with I1SO, also take part in the
work. ISO collaborates closely with the International Electrotechnical
Commission (IEC) on all matters of electrotechnical standardization.

Draft International Standards adopted by the technical committees are
circulated to the member bodies for voting. Publication as an Inter-
national Standard requires approval by at least 75 % of the member
bodies casting a vote.

International Standard ISO 7153-1 was prepared by Technical Committee
1SO/TC 170, Surgical instruments.

This second edition cancels and replaces the first edition (18O
7153-1:1983): it has been extended to include dental instruments.

ISO 7153 consists of the following parts, under the general title Surgical
instruments — Metallic materials:

— Part 1: Stainless steel

Future parts of ISO 7153 will cover other metallic materials.

N i

© 1SO 1991

All rights reserved. No part of this publication may be reproduced or utilized in any form

or by any means, electronic or mechanicat, including photocopying and microfiim, without

permission in writing from the publisher.
International Organization for Standardization i
Case Postale 56 ® CH-1211 Genéve 20 ® Switzerland i

Printed in Switzertand



Géanséacker 9

78532 Tuttlingen / Germany
Tel.: +49 (0) 7462 / 204240
FAX: +49(0) 7462/ 2042490
e-mail: pro-med-tut@t-online.de
Internet: www.pro-med-tut.de

Osteca, UAB
Alytaus str. 18,
Klaipeda

LITHUANIA

Tuttlingen, 29/06/2011

FOR PRESENTATION TO THE COMPETENT AUTHORITIES IN LITHUANIA

CERTIFICATE OF STANDARDS

We, PRO-MED Instrumente GmbH, herewith certify that our products are all manufactured from stainless
steel according to an international DIN EN 1SO 7153-1 standard.

LINGEN

Ralph Dinkelmann
International Sales Manager
Managing Director

Rakley

,
-




Vertimas i$ angly kalbos
PRO-MED

Chirurginiy instrument gamyba

Osteca, UAB
Alytaus g. 18,
Klaipéda

LIETUVA

Tutlingenas, 29/06/2011

KOMPETETINGOMS INSTITUCIJOMS LIETUVOJE
PAZYMA APIE STANDARTUS
Mes, PRO-MED Instrumente GmbH, $iuo paZzymime, kad visa miisy produkcija yra gaminama

i nerudijancio plieno, atsizvelgiant j tarptautini DIN EN ISO 7153-1 standarta.

Ralph Dinkelmann

Tarptautiniy pardavimy vadovas, MD

- B .o '//‘
pyja tikra /

AL --te /

;’f )
L vadybininké A,{,?,.\./—r-:;--\
HetaRallger 7
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Custom Displays

Foreseason GmbH
Industriestr, 38a
D-63150 Heusenstamm
Tel: 06104/64398-0
Fax: 06104/64398-11

Foresceson Gmbl. Industriestr. 38a. D-63150 Heusenstanmm

To whom it may concern.

25.04.2022:

Letter of Authorization

FORESEESON GmbH declare that:

QOSTECA, UAB
Danes sir. 47,
Klaipeda
Lithuania

is authorized and has the right to re-sell the FSN production in the Lithuanian market.
This letter is valid until 31.12.2022.

Business Development Manager:

b k‘.‘%“‘ o g3y Yol
’ i

. , L LN i \b \ oS
S . 7 e . ) .

- lndusiriesty 30,
7 (] . A D08

o fs et oy g -
i L.,w..l.-,t,n,-_mmm, Herm

el 6104 043 980

any
Anna Kisglk-Swatkowska

HRB 47267 Offenbach Steuernr. 035 233 21821 Geschafisfithrer: Ju-Pyo Kwon WEEE-Reg.-Nr. DE 13288776




Foreseeson GmbH, Indutriestr. 38a, D-63150 Heusenstamm

Tam, kuriam tai gali buti aktualu,

Jgaliojimo laiSkas
FORESEESON GmbH skelbia, kad:

OSTECA, UAB
Danes g. 47
Klaipéda
Lietuva

Yra jgaliota platinti FSN produkcija Lictuvos rinkoje.
Sis laiSkas galioja ki 31.12.2022

/paraSas/
Verslo vystymo vadovas:
Anna Kisalk Swatkowska

Vertimas is angly kalbos

Foreseeson GmbH
Industriestr. 38a
D-63150 Heusenstamm
Tel; 06104/64398-0
Fax: 00104/64398-11




Custam Displays

EC DECLARATION OF CONFORMITY

Manufacturer: Foreseeson Custom Displays, Inc.
2210 E. Winston Road
Anaheim, CA 82806 USA

Authorized Representative: Foreseeson GmbH
Industriestrasse 38a
63150 Heusenstamm, Germany

Moaodel Numther: FM-A2701D / FM-A2701DS

Product Name: LCD Color Display

Product Description: LCD Color Display

Device Risk Class: Class 1 per Rules 1 and 12 of Annex IX,

Counc;l Dlrectlve 93/42/EEC

We, Foreseeson Custom Displays-inc., declare that the above named product( ) c"onf,qifirn} to the essential
requirements of the followmg European Union Directive(s): S

¢ Medical Device Dlrectlve 93/42/EEC
e 2011/65/EU European RoHS 2 Directive

The following harmonized standards and specifications have been used and are hsted by specific reference to the
essential requirements of the referenced Directives: ' '

Medical Device Directive 93/42/EEC
EN 60601-1-2;2015, EN 55011 2009 +A1:2010 (Group 1 Class B) EN 61000-3-2:2014, EN 61000-3-3:2013,
EN 61000-4-2:2009, EN 61000-4-3:2006 +A1:2008+A2:2010, EN 61000 4-4:2012, EN 61000-4-5:2014,
EN 61000-4-6:2014, EN 61000 4-11:2004

|ECEE CB Scheme
IEC 60601-1(ed.3), IEC 60601- 1(ed 3) aml IEC 60601 1-6(ed.3), IEC 60601 1 6(ed 3) aml

2011/65EU European RoHS 2 Directive AP
EN50581:2012

The Technical Construction File (TCF), relevant to the product(s) described above and which support this DoC,
is available from the Authorized Representative at the address stated above.

Signed on behalf of Foreseeson Custom Displays Inc.

!

Robert Contreras
QA Manager

Place of Issue: Foreseeson Custom Displays inc., 2210 E. Winston Road, Anaheim, CA 91770 USA
Date of Issue: July 31, 2018




Vertimas i§ angly kalbos

CE ATITIKTIES DEKLARACIJA

Gamintojas: Foreseeson Custom Displays, Inc.
2210 E. Winston Road
Anaheim, CA 92806 JAV

Jgaliotas platintojas: Foreseeson GmbH
Industriestr. 38a
D-63150 Heusenstamm, Vokietija

Modelio numeris: FM-A2701D / FM-A2701DS

Produkto pavadfinimas: LCD spalvotas monitorius
Produkto apraSymas: LCD spalvotas monitorius

Prietaiso rizikos klasé: 1klasé, Priedo IX taisyklés 1 ir 12
Tarybos direktyva 93/42/EEC

Mes, Foreseeson Custom Displays Inc. Patvirtiname, kad auk$¢iau nurodytas produktas atitinka
esminius toliau sekandios Europos sgjungos direktyvos reikalavimus:

e Medicininiy prietaisy direktyva 93/42/EEC

e 2011/65/EU Europos RoHS 2 direktyva :
Sie suderinti standartai ir specifikacijos turi biiti naudojami ir yra i§vardyti pagal specifinius kodus,
atitinkan&ius esminius nurodytos Direktyvos reikalavimus:

Medicininiy prietaisy direktyva 93/42/CE

EN 60601-1-2:2015, EN 55011:2009 + A1:2010 (1grupé, B klasé), EN 61000-3-2:2014, EN 61000- 3-3:2013,
EN 61000-4-2:2009, EN 61000-4-3:2006 +A1:2008+A2:2010, EN 61000-4-4:2012, EN 61000-4-5:2014,
EN 61000-4-6:2014, EN 61000-4-11:2004

IECEE CB schema
IEC 60601-1 (ed.3), IEC 60601-1 (ed.3); am1, IEC 60601-1-6 )ed.3), IEC 60601-1-6 (ed.3); aml

2011/65UE Europos RoHs 2 Direktyva
EN50581:2012

Techninés konstrukcijos failas (TCF), aktualus produktams, nurodytiems auks¢iau ir kurie palaiko
DoC, yra prieinamas per [galiotg platintoja auk3¢iau nurodytu adresu.

PasiraSyta Foreseeson Custom Displays Inc. vardu

/paraSas/

Robert Contreras

QA vadovas

I3leidimo vieta: Foreseeson Custom Displays Inc. 2210 E. Winston Road, Anaheim, CA 91770 JAV

I8leidimo data: 2018 m. liepos 31 d.




Atitikimo pazyméjimas
Remiantis
EMC Collateral standartu

Medicinos jrenginiy direktyva 93/42/EEC
Pazyméjimo nr. EMCI16141-12-04

Produktas Medical LCD Monitor

Modelis / Keitimo identifikavimo kodas FS-P2601D, FS-P260*D

Pazyméjimo iSdavéjas D&T Inc.Daedeok slénis, 59-9, Jang dong, Yuseong gu,
Daejeon, Koréja, 305-343

Gamintojas: Tas pats, kaip ir pazyméjimo iSdavéjas

Prekés Zenklas Nenurodyta

Elektrinis jvertinimas 100-240Vac, 50/60Hz, 2,5A

Papildoma informacija Gamintojas priskiria visus produty modelius prie jprasto

modelio, be jokiy papildomy vertinimy atlikty UL.

Sis pazyméjimas galioja tik produktams priduotiems Underwriters Laboratories patvirtinimui, kurie
yra identiski iSbandytiems ir patvirtintiems produktams. PavyzdZiu yra patvirtinta, kad produktas
buvo patikrintas ir atitinka Zemiau pateiktus standartus:

Standartas: EN 60601-1-2: 2007 (IEC 60601-1-2:2007)

Detalesné specifikacija testuoty ir pazyméty produkty yra nurodyti Zemiau esan&iame testavimo
praneSime (Test Report):

Testavimo praneSimo nr. 12CA39455-CE  I§leidimo data: 2012-10-15  Leidéjas: UL Korea Ltd.

Salys narés Europoje numato laikytis nuostaty, susijusiy su saugumo reikalavimais, nurodytais EMC
standard of Medical Device Directive 93/42/EEC, sudaryta 1993 birZelio 14, kai produktas turi CE —
Zenklo atitikima. Atitikimo pazyméjimas su medicinos jrangos direktyva yra pabaigta ir pasiragyta
gamintojo arba jgalioto atstovo. Panastis dokumentai galimi kreipiantis j gamintoja arba jgaliotaji.
Sis dokumentas yra 1 lapo.

Data: 2012-10-19 ParaSas

Yonglin, Suk

Sertifikato vadybininkas
Atitikites jvertinimo paslaugos

TV B "
R I

1o RESPUE ‘gpija tikra

UL Korea Ltd.

33 aukstas Gangnam financy centras 737,

/’ Yeoksam-dong, Gangnam-gu, Seoul, Koréja
afe’nas: +82 2 2009 9000 Faksas: +82 2 2009 9404

s

Lo




ERTIFICATE OF CONFORMITY

According to

EMC Collateral Standard
Medical Device Directive 93/42/EEC

Certificate No. EMC16141-12-04

Product Medical LCD Monitor

Model /Trade ref. FS-P2601D, FS-P260"D

Holder of Certificate D&T INC. g
DAEDEOK VALLEY, 59-9, JANG DONG EONG GU, DAEJEON,
KOREA, 305-343 : ‘

Manufacturer Same as applicant

Trade Mark N/A

Etectrical Rating 100-240Vac, 50/60Hz, 2.5A .

Additional Information The manufacturer has declared to all the mult

iple model names into the

basic model without any further evaluation b

This certificate is only valid for preducts submitted to Underwriters Laboratories for éediﬁééﬁéﬁ;which are identical to
the tested and certified produci(s). It is confirmed that a sample of the product has been tested and found in conformity
with the following standard(s):

Standard(s): EN 60601-1-2: 2007 (IEC 60601-1-2:2007)

Detailed specification of the tested and certified product are shown in the following Test Report:
Test Report Ref. No.: 12CA39455-CE Issued Date: 2012-10-15 By: UL Korea Lid.

The Member States of the EU shall presume compliance with the provisions of general safety requirement of collateral
EMC standard of the Medical Device Directive 93/42/EEC of 14 June 1993 when the product is carrying the CE-mark
of conformity, 2 Declaration of Conformity with the Medical Device Directive has been completed and signed by the
manufacturer or his authorized representative established within the Community, and the relevant documentation is
available.

This document contains | page(s}).

Date: 2012-10-12

............ serean

Yonglin, Suk
Certification Manager
Conformity Assessment Services

UL Korea Ltd. :
33 F. Gangnam Finance Center 737,
Yeoksam-dong, Gangnam-gu, Seoul, Korea

7“&:#82220999000 Fax:+82 2 2009 9404




