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INTERLUX Co. Ltd

Attn. Audrius Matuzevidius, MD, Ph.D.

Direcior

Avieciu 16

LT - 08418 Vilnius Hs o
LITHUANIA

Dear Sir:

This will conform that BECTON DICKINSON AB has appointed INTERLUX Co.
Ltd ("INTERLUX") as an authorized distributor of BECTON DICKINSON AB in the
Territory of Lithuania for the whole BD product range (BD Biosciences,
‘BD Diagnostics and BD Medical).

As an authorized distributor of BECTON DICKINSON AB in the Territory of
Lithuania, INTERLUX provides an effective warranty and after-sale service on all
BD products it sells. Furthermore, INTERLUX has secured access to qualified
service engineer(s) or such other technical staff as will be necessary to meet all
service requirements resulting from the distribution agreement entered into
between BECTON DICKINSON AB and INTERLUX.

BECTON DICKINSCN AB keeps records of all instalied BD instrument base and
applicable warranty periods granted by the manufacturer.

BECTON DICKINSON AB is responsible for Export Business into the Baltic
States. Our European Distribution Center (Warehouse) and Accounting
Department are located in Belgium.




Beeton Dickinson AB

Arsesiingsviigen 25 5,
Box 47704

SE-100 74 Stockholii, Sweden

Teh+0 (0327735100
Fax: +46 41 § 645 33 08

www.bd.com tive healthy lives

BECTON DICKINSON AB’s cooperation with INTERLUX has proven excellent
market knowledge, understanding and customer centricity in the Territory of
Lithuania.

As an authorized distributor of BECTON DICKINSON AB in the Territory of
Lithuania, INTERLUX is required to comply with all necessary requirements
resulting from the distribution agreement entered into between BECTON
DICKINSON AB and INTERLUX, namely staff education and training, facilities,
logistics and warehousing and is required to follow all standard operating
procedures and legal regulations necessary to safely and effectively deliver and
distribute medical products manufactured by BD fo its valued end users.
INTERLUX is also required to comply with all BD requirements for customer
consultation on safe and effective use of medical products manufactured by BD
which result from the distribution agreement entered into between BECTON
DICKINSON AB and INTERLUX,

This Authorized Distributor Acknowledgement Letter for Lithuania is valid for an
indefinite term and can be revoked at any time by BECTON DICKINSON AB with
immediate effect. It supersedes and replaces any and all Authorized Distributor
Acknowledgment Letters BECTON DICKINSON AB previously issued to (former)
distributors relating to the Territory of Lithuania.

Stockholm, December 30, 2014
Best regards,

“Afn-Christine{Jungmar
Business Mang{gey@edical Surgical Systems, Nordic

Halping all pecple

by )
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UAB INTERLUX

Audriui Matuzeviciui, MD, Ph.D.
Direktoriui

Avietiy g.16

LT - 08418 Vilnius

LIETUVA

Gerbiamas Pone:

Siuo radtu patvitinama, kad BECTON DICKINSON AB paskyre UAB
INTERLUX (“INTERLUX") igaliotu BECTON DICKINSON AB viso BD produkiy

asortimento (BD Biosciences, BD Diagnostics ir BD Medical) atstovu Lietuvoje.

Kaip jgaliotas BECTON DICKINSON AB atstovas Lietuvoje, INTERLUX atlieka
garantinj ir pogarantinj visy BD produkty, kurivos parduoda, aptarnavimag,
Be to, INTERLUX turi kvalifikuotus serviso inZinierius arba kitg techninj

personalg, kuris atliks visas paslaugas, pagal tarp BECTON DICKINSON AB ir
INTERLUX sudaryta platinimo sutartj.

BECTON DICKINSON AB veda visy idiegty BD instrumenty ir gamintojo suteikty
taikomy garantijy laikotarpiy registra.

BECTON DICKINSON AB yra atsakinga uz eképortq { Baltijos Salis. Misy

Platinimo Centras Europai (sandélys) ir Apskaitos Skyrius jsikiire Belgijoje.
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BECTON DICKINSON AB bendradarbiavimas su INTERLUX patikrintas

puikiomis rinkos Ziniomis, supratimu ir atsizvelgimu | klienty poreikius Lietuvoje.

Kaip jgaliotas BECTON DICKINSON AB atstovas Lietuvoje, INTERLUX atitinka
visus batinus BECTON DICKINSON AB ir INTERLUX platinimo sutarties
reikalavimus del personalo mokymy, paslaugy, logistikos ir sandéliavimo.
INTERLUX laikosi visy standartiniy veiklos proceddry ir teisés akty, kad BD
pagaminti produktai medicinai saugiai ir efektyviai pasiekty galutinius vartotojus.
INTERLUX taip pat atitinka BECTON DICKINSON AB ir INTERLUX platinimo
sutarties reikalavimus dél klienty konsultavimo bei kaip saugiai ir efektyviai
naudoti BD pagamintus produktus medicinai.

Sis |galioto Atstovo Lietuvoje Patvirtinimo Rastas galioja neriboty laikg ir, bet
kuriuo metu, gali biti nedelsiant atS8aukias BECTON DICKINSON AB. Jis
pakeitia visus ankséiau BECTON DICKINSON AB (buvusiems) atstovams
Lietuvoje isduotus |galioto Atstovo Patvirtinimo RasStus.

Stockholm, 2014 m. gruodzio mén. 30 d.

Pagarbiai,
<PARASAS>
Ann-Christine Jungmar

Medical Surgical Systems vadové Siaurés
Europos regionui

BN




Vertimo patvirtinimas

W)

A%, VAIDAS VILMANTAS

vertimy verslo liudijimo nr. IG 180042-1 savininkas patvirtinu, kad patikrinau Lietuviy kalbos

vertima

BECTON DICKINSON AB, IGALIOTO PLATINTOJO LIETUVOJE PATVIRTINIMO
LAISKAS, 2014-12-30

(vertimo pavadinimas})

i§ Angly kalbos dokumento

BECTON DICKINSON AB, AUTHORIZED DISTRIBUTOR ACKNOWLEDGEMENT LETTER
FOR LITHUANIA, 30-12-2014

(originalaus dokumento pavadinimas)

pagal savo Zinias ir {sitikinimus.

Tekstas yra iSverstas teisingai ir tiksliai bei be pakeitimy prasméje.

A¥ esu uZtikrintas, kad Lietuviy kalbos vertimas atitinka originaly dokumenta.

3 ,w"f’/"
by
VILNIUS, LIETUVA 2015-01-05 -

(Victa/data) (paragas)




Assurance

No, CE 01141

Issued to:

Bacton Dickdngon Infusion Therapy AR
Ghsebiicheviigen 36

PO Box 631

SE-151 06 Helsingborg

Swedes

In respect of:

The design, developnent and manufacture of Sterile Intravenous Catheters and Fluld
Administration Devices

on e hasis of our examination under the requirements of Coundlt Divective 93/42/EEC, Annex 11, Section 3.2,
For and on behalf of BSL, a Notifled Body for the above Directive (Notified Body Number 0085):

o

P

%ﬂﬂ.w

Gary Fenton, Globsl Assurance Diredtor

First Issued: 14 Jan 1996 Date: § Jan 2014
Expiration Date; 8 Jan 2018
Page: 1of §

Londitions of Apuproval

Yelidity of this ceriificate is conditional on the quallty system being malntained to the requirements of the Directive,
This approval excludes sl produdts designed and/or manufattured by & third party on behalf of the company named
on this certificate, unless spedfically agreed with BSIL

~making excellence a habit”

nfarmation and Contact: B34, Kitemark Coury, Davy Avenue, Knowitill, Milton Keynes MKS BPPE. Tel 544 (D845 880 9000
6] Assurance UK Limiters, ragistered in England soder sumber FIDBIIT at 389 Chiswick High Road, London Wh L UK A meniner of the B3 Group 6f Cainnanieg,



bsi.

Sertifikatas
Visiskas kokybés uztikrinimas

Numeris: CF, 01141

3leista:
Becton Dickinson Infusion Therapy AB
Gasebacksvagen 36

PO Box 631 2o
SE-251 06 Helsinghorg

Svedija
Dél:
Steriliy intraveniniy kateteriy ir skys¢iy administravimo priemoniy kiirimas, tobulinimas ir gamyba.

remiantis masu, pagal Tarybos Ditektyvos 93/42/EEC, I Priedo, 3,2 skyriaus reikalavimus, atliktu tyrimu.
Jis buvo atliktas Britanijos standarty instituto, kuris yra auk$¢iau paminétos direktyvos, notifikuotoji jstaiga
(notifikuotos istaigos numeris 0086):

=
£
;j' -7

Gary Fenton, Globalaus uZtikrinimo direktorius

Pirmasis leidimas: 1996 m. sausio 11 d. Data: 2014 m. sausio 9 d.

Galioja iki: 2019 m, sausio 8 d.

Tiversia tel 5&%* 2

SuLRBK ‘J‘JSt usxpaﬁusqs
Xme;“s' fthz:. mk} ot
i"’n‘ % M,

1161‘{0 rmmcns. orie U wlf %i

Puslapis 11§ 1

Patvirtinimo sqlygos

Sis sertifikatas galioja tuomet, kai kokybés sistema yra priZifirima pagal Direktyvos reikalavimus.

&is sertifikatas netaikomas visiems produktams sukurtiems ir/arba pagamintiems trediosios $alies kompanijos minimos Siame
sertifikate u¥sakymu, nebent sutarta kitalp su Britanijos standariy institutu.

. making excellence a habit,™

Informacija ir kontaktai: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Telefonas: +44 {0)845 080 9000. BSI Assurance UK Limited,
registruota Anglijoje pagal numerj 7805321, ir esanti 389 Chiswick High Road, London W4 4AL UK. BS! Group of Companies haré.




; @ NSAI

Quality System Approval Certificate

Medical Devices Directive 93/42/EEC jl )L?, {
. .@\é"“

The National Standards Authority of Ireland as a duly designated
Notified Body, (identification number 0050), for the purposes of the European Communities
(Medical Devices) Regulations (S.I. No. 252 of 1994)

APPROVES THE QUALITY SYSTEM APPLIED BY
Becton Dickinson and Company
1 Becton Drive
Franklin Lakes

NJ 07417
USA

to the Product Family

Specialty Needles

on the basis of examination under the requirements of Annex V, Section 3.2 of Directive 93/42/EEC.
The use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of
Conformance for this product family is hereby authorised.

Regisiration Number: 252.333
Original Approval: 21 April 1998
Last Amended on: 30 May 2013
Remains valid until: 20 April 2016
: / ﬂﬂ. (_Kﬁr, Qy\wz
Signed: ?ﬁg i
Approved by: Approved by:
Kovin D. Mullaney Toha Q' Dwyer
Chief Exzeutlve Gfficer - NSAT Ing. Eufupein manager

This certificate remains valid on condition that the Appreved Qualily System 15 maintained in an adequate and efficaciovs manner .
Details of the current product range and operational locations included withkin the scope of this approval can be ohtained from NSA1

WNational Standards Authority of Ireland, I Swift Square, Northwood, Sanfry, Dublin 9, Ireland.

EC Annex V NL A4 (2)




@ NSAI

Certification

31% May 2103

Ms. Wendy Ballestros

Becton Dickinson and Company
1 Becton Drive

Franklin Lakes, NJ 07417

USA

RE: Speciality Needles
Dear Ms. Hiller,

Following a review of the above Product Family, I am happy te inform you that
File number 252.333 has been approved by NSAI for a further 3 years from the
original 3 Year expiry date, and may continue to be marketed/distributed
within the EU. Your quality system certificate is Included.

Approval detajls:

Intended yse:

Specialty needles consist of a non-lubricated or lubricated (radiology only})
stainless steel cannula attached to the needle hub using either an epoxy
adhesive or insert molding process. When appropriate for the procedure, these
needles Include a stylet. These stylets consist of non-lubricated stainless steel
or injection molded polypropylene, The stainless steel stylets are attached to
the stylet handles using either an epoxy adhesive or ihsert molding process.
The polypropylene stylets are either injection molded as oné unit or attached
to the stylet handles using an epoxy adhesive. The needle assembly is
protected with a polypropylene shield. Specialty needles are packaged
appropriately for either sterile or non-stetile, single use, purposes.

Shelf life: 5 years

Approval conditions: None

Yours Sincerely

Claire McKenna

Meadlcal Device Process Manager
Medical Devices

NSAL

i 'c\z’L. Q\&\

HEAD QFFICE

3 swift Square.
Northwood, Santry,
Dublin 9, lreland

T + 353 1 807 3800
F 3531 807 3838
E lnfo@nsal.le

NiALle

REGIONAL CENTRE

Limericit

Plassey Parl Road,
Castietroy, Limerlck
T+ 35361330708
F+ 353 61330698

INTERINATIONAL OFFICE

NSAD Ine.

402 Amherst Street,
Hashua,

New Hampshire,
NH 03063, LSA
T+1603 882 4412
F+1 603 882 1985

E info@nsalinc.com

NSAlinc.com
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CERTIFICADO DE EXAMEN CE DE TIPO
de acuerdo con ¢! Anexo 11T de Ia Divectiva 93/42/CEE i iz & 05

EC TYPE-EXAMINATION CERTIFICATE
in accordance with Annex I of Divective 93/42/EEC

PRORROGA/EXTENSION — Techa inicial/ Inifial date; 08-02-2010

Certifieado n/Cerfificate no I'echa de validez/Date of validity ON n°*/NB no

201002 0698 T Desde/From 00~ 02-2015 Hasta/To 17/12/2018 0318

A favor def/ln favour of:

Fabricante/Mannfuctures:

Nombre/Nanie! Beeton, Dickinson and Company

Direccion/Address: 1 Becton Dr, Franklin Lakes, New Jersey 07417, USA
Representante antorizado ante la Ul/Audhorized EU representative:
Nombre/Name: Beeton Dickinson ED.C

Direccién/dddress: Laagstraat 57, B-9140 Temse. Bélgica

Para el producto/For the product;

Categoria/Category: Productos de un solo uso/Single use devices

Grupo genérico/Generic group: Instrumentos para puncién, inyeccidn o extraccion de
Aluidos/Punctire injection or extraction of fluid instruments.

Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Ceriificate,

Elaborado en/lu the facilities:
[ BD Caribe Litd, Road 31 km 24,3. P.0. BOX 4010 JUNCOS Puerto Rico |

Tste cerlificado debe ir acompafiado por un certificade de alguno de los procedimientos previstos en el

artfoulo 11 de la Directiva / This certificate must be accompanied by « ceriificate of one of the procednres
Soreseen in article 11 of the Directive.

Esle certificado cuya documentacién téenica estd contenida en ¢l expediente n° 2010 02 0306, garantiza que
el producto descrito cumplen los requisitos de Ta Divectiva / This certificate whose technical documentation

is contained in dossier n°2010 02 03006, guarantees that the described product fuifils the requirements of
the Direciive.

Madurid,

BEe
OROAR RO
nEie

6 de fehrero de 2015
 Divectora; (0 Y

) ACADO

Belén Crespo Sénchez-Eznarriaga

{ CORREOELECTRONICO |

ORGANISMO NOTIFICADO 0318 G/ CAMPEZO, | - ECIFICIO B
ond318@aemps.es 28072 MADRID
Paglna tde 1 TEL: 902101322

FAX: 018225289




CERTIFICADO DE EXAMEN CE DE TIPO

agencia espanoli 42
wedicamentlos y
toiducios sanliaros

de acuerdo con ¢l Anexo I de la Directiva 93/42/CER

EC TYPE-EXAMINATION CERTIFICATE

in accordance with Aunex Il of Directive 93/42/EEC
PRORROGA/EXTENSION — Yecha inicial/ Inirial date: 08-02-2010

}é 1% e\"j

Cextifieado n®/Cerfificate no

2010 02 0698 ET

Fecha devalidez/Date of validity

ON u/NB no

Desde/From 06- 02-2015 Hasta/Te 17/12/2018

0318

A favor de/ln fuvour of:

Fabricante/Munufucturer:

Nontbre/Name: Becton, Dickinson and Company
Direccién/Address: 1 Beeton Dr, Franklin Lakes, Now Jersey 07417, USA
Representante autorizado ante la UL/Anthorized EU represenfutive:

Nombre/Nase: Becton Dickinson E.D.C
Diveccion/Address: Laagstraat 57, B-9140 Temse. Bélgica

Tipo de producte/Devices fype: Agnjas espinales/Spinal needles

Clasificacion/Classification: Clase I/Class ITT
1, Aguja espinal BD punia tipe Quincke/ BD Spinal needle Quincke type poinf [GMDN:

35212]

1.1.
1.2,
1.3,
1.4.
1.5,
1.6.
1.7
1.8.
1.9

18 GA 3.50 IN estéril/sierile

18 GA 3.50 IN no estéril/ non sterile
18 GA 3.00 IN estéril/ non sterile

18 GA 6 IN estéril/ sterile

20 GA 1.50 IN estéril/ sterile

20 GA 2,50 IN estéril/ sterile

20 GA 2.50 IN no estéril/ non sterile
20 GA 3.00 IN estéril/ sterile

20 GA 3.50 IN estéril/ sterile

1.10. 20 GA 3.50 IN no estéril/ non sterile
1.11. 20 GA 6.00 IN estéril/ sterile
1,12, 22 GA 1.50 IN-estéril/ sterile
1,13, 22 GA 1.50 IN no estéril/ non sterile
1,14, 22 GA 2,50 IN estéril/ sterile
1,15, 22 GA 2.50 IN no estéril/ non sterile
1.16. 22 GA 3.00 IN estéril/ sierile

[ CORREOELECTRONICO |

on0318@aemps.es

Pagina 1de 2

ORGANISMO NOTIFICADO 0318

ref. 405184
ref. 400435
ref, 405174
ref, 408360
vef, 405162
vef, 405071
ref, 400439
ref, 405172
ref, 405182
ref, 400498
vef, 405211
ref. 405161
vef, 400477
ref, 405074
ref, 400437
ref. 405171

CICAMPEZO, 1 -EDIFICIO 8

28022 MADRID
TEL: 902101322

FAX: 9182262 89




CERTIFICADO DE EXAMEN CE DL TIPO
e acuerdo con el Anexo 11T de 1a Directiva 93/42/CEE

EC TYPE-EXAMINATION CERTIFICATE
in accordance with Annex I of Directive 93/42/EEC

. ; \
PRORROQGA/EXTENSION — Fecha inicial/ Initial date: 08-02-2010 ;HZ (“ﬁj“

Certificado n®Certificate no Fecha de valides/Date of validity ON w/NB no

2010 02 0698 ET  Destelrom 06- 02-2015 mastrre 17/12/2018 0318

1.17, 22 GA 3.50 IN estéril/ sterile ref, 400497
1,18, 22 GA 3.50 IN no estéril/ non sterile ref, 405181
1,19, 22 GA 5.00 IN estéril/ sterile vef, 405148
1.20. 22 GA 7.00 IN estéril/ sterile ref, 405149
1,21, 22 GA 7.00 IN no. estéril! non sterile ref, 400540+
1.22, 23 GA 3.50 IN TW estéril/ sterile ref. 4001066
1.23. 25 GA 1,00 IN neonatal estéril/ eonaral sterile ref. 405073
1.24. 25 GA 1.00 IN TW neonatal no estéril/ neonatal non sterile vef. 400440
1.25, 25 GA 2.00 IN estéril/ stepile ref, 405078
1,26, 25 GA 2.00 IN neonatal no estéril/ neonatal non sierile vef, 400479
1.27. 25 GA 3.00 IN estéril/ srerile ref. 405170
1.28. 25 GA 3.00 IN no estéril/ non sterile ref. 400441
1,29, 25 GA 3.50 IN estéril/ sierile ref, 405180
1.30. 25 GA 3.50 IN no estéril/ non sterife ref, 400496
1.31. 25 GA 4.00 IN estéril/ sterile ref, 405234
1.32. 26 GA 3.50 IN estéril/ sierile ref, 405164
1.33. 26 GA 3.50 IN estéril/ srerile ref, 400476
1.34, 27 GA 3.50 IN estéril/ sterile ref. 405081
1.35. 27 GA 3.50 IN no estéril/ non sterile ref, 405155
1.36, 29 GA 3.50 IN no estéril/ non sterile ref. 405156

Este certificado mmpara todas las marcas de esfos productos incluidos por el fabricante en su
declaracion de conformidad.,

This certificate covers all trademarks of these products included by the manyfacturer in his
declaration of conforniiy. :

Madrid, 6 de febrero de 2015
‘ La Directora,

PISEER LV

FIFICADD

Belén Crespo Sanchez-Eznarriaga

*Esta relerencia ha sido incluida en este certificado! This reference has been-certficate in this certlficate
MINISTERIO DE SANIDAD,
i ‘ SERVICIOS SOGIALES
ORGANISHO NOTIFICADOD 0318 £ IGUALDAD
Agencla Espaiiofa do
Medicamentios y
Producios Sanltarios

Pagina 2de 2
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AVICIOS SOCIALES

CERTIFICADO DE EXAMEN CE DE TIPO
de acuerdo con el Anexo T de la Directiva 93/42/CEFE

EC TYPE-EXAMINATION CERTIFICATE | d
it accordasice with Amex HI of Divective 93/42/ELC & ﬂZ A

PRORROGA/EXTENSION — Fecha iniciallInitial date: 08-02-2010

Certificado n®/Certificate no Fecha de validez/Date of validity ON n°/NB no

2010 02 0699 ET Desde/Fron 00~ 02-2015 Hasta/To 17/12/2018 0318

A favor de/n favour of:

Fabricante/Manufucturer:

Nombre/Name: Becton, Dickinson and Company

Direecion/Address: 1 Becton Dy, Franklin Lakes, New Jersey 07417, USA
Representante autorizado ante la UB/Authorized EU representutive:
Nombre/Name: Beeton Dickinson E.D.C

Direceidn/Address: Laagstraat 57, B-9140 Temse. Bélgica

Para el producto/For the product:
Categoria/Category: Productos de un solo nso/Single use devices
Grupo genérico/Generic group: Instrumentos para puncién, inyeccion o exfraccion de

fluidos/Punciure infection or extraction of fluid instruments,
“Tipo/Type: Lspecificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the fucilities:
[ BD Caribe Ltd. Road 31 km 24,3. ?.0. BOX 4010 JUNCOS Puerto Rico I

Este cerlificado debe ir acompafiado por un certificado de alguno de los procedimicntos previstos en cl

atticulo 11 de la Direcliva / This certificate must be accompanied by « certificate of one of the procedures
foreseen in article 11 of the Directive.

Este certifieado cuya documentacion téenica esla contenida en el expediente n® 2040 02 0306, garantiza que
el producto descrito cumplen los requisitos de la Divectiva / This cerfificaie whose technical documentation

is confained i dossier 1°2010 02 0306, guaraniees that the described product fulfils the requiremenis of
the Directive.

Madrid, 6 de febrero de 2015
&-Dil-‘ﬁctoraiua‘»{z Ge
; ¢ RisE k)

g pHanios

CADOD

03ta
Belén Crespo Sanchez-Eznarriaga

[ CORREO ELECTRONICO ]

ORGANISMO NOTIFICADO 0313 Cf CAMPEZO, 1 - EDFICIO 8
on03t8@aemps.es 28022 MADRID
Pagina 1 de 1 TEL: 802101322

FAX: 91822 5289
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CERTIFICADO DIE EXAMEN CE DE TIT*O
de acuerdo con ¢l Ancxo I de In Divectiva 93/42/CEE

EC TYPE-EXAMINATION CERTIFICATE
in accordance with Annex IIT of Directive 93/42/EEC

PRORROGA/EXTENSION — Fecha inicial/nitial date: 08-02-2010

ﬁ%%d

Certificadoe n®/Certificate no Fecha de validez/Date of validify ON n*/NB no

201002 0699 ET Desde/From 06~ 02-2015 Hastar1o 17/12/2018 0318

A favor de/ln fuvour of:

Fabricante/Manufucturer:

Nombre/Nasnie: Becton, Dickinson and Company

Direecién/Address: 1 Becton Dr, Franklin Lakes, New Jersey 07417, USA
Representante autorizado ante In UB/Authorized EU represeniative:
Nombre/Name: Becton Dickinson E.D.C

Direccién/Address: Laagstraat 57, B-9140 Temse. Bélgica

Tipo de producto/Devices fype: Agujas espinales/Spinal Needles [GMDN: 35212]
Clasificacion/Classification: Clase II/Class IIT

1. Aguja espinal BD, punta tipo Whitacre/BD Spinal needle, point type Whitacre

1.1, 22GA 4.06 IN no estétil/ Non sterile ref 400442
1.2, 22GA 4.11/16 “ no estéril f Non.sterile ref 400500
1.3, 22GA3.50 IN esténil/ sterile ref 405010
1.4, 22GA 3.50 IN no estéril / Non sterile ref 405157
1.5, 24GA 3.50 IN TW estéril /Sterile ref 405133
1.6.  24GA 3.50 IN TW no estéril! Now sterile ref 400616
1.7. 25GA VARIABLE EXTENSION no estéil / Now sterile ref 400603
1.8, 25GA 4.06 IN TW no estéril/ Non steriile ref 400443
1.9, 25GA 4,11/16” estéil! Sterile ref 409442
1.10. 25GA 4.11/16” no estéril/ Non sierile ref 400599
1.1, 25GA 4.11/16” TW no estéril/ Non sterile ref 400622
1,12, 25GA 110 mm no estéril/ Non sterile ref 405169
1.13. 25GA 3.50 INno estéril [ Non sterile ref 405158
1.14. 25GA 3.50 IN TW estéril /Sterile ref 405138
1.15. 25GA 3.50 IN TW no estéril/ Non sferife ref 400621
1.16. 25GA 5,00 IN TW estéril / Sterile ref 405140
[ CORREQ ELECTRONICO | _
ORGANISMO NOTIFICADQ 0318 G/ CAMPEZO, 1~ EDIFICIO 8

on318@aemps.e3 28022 MADRID
Pagina 1 de2 TEL: 902104322

FAX: 91022 5280




CERTIFICADO DE EXAMEN CE DL TIPO

de acucrdo con el Anexo 1H de Ia Directiva 93/42/CEE

EC TYPE-EXAMINATION CERTIFICATE

bl Q‘

in accordance with Annex II1 of Directive 93/42/EEC
PRORROGA/EXTENSION — Techa inicial/ Initial date: 08-02-2010

Certificado n®Cerfificate no

201002 0699 T

Fecha de validez/Date of validity

ON v*/NB no

Desde/From 06- 02-2015 Hasta/To 1711212018 0318

1.17. 27GA VARIABLE EXTENSION no cstéril/ Non sierile
1,18, 27GA VARIABLE no estéril/ Non sterile

1,19,  27GA 4.06 IN no estéril/ Non sterile

1.20.  27GA 4.11/16” estéril/ Sterile

1,21, 27GA 4,11/16” no estéril/ Non sterile

1,22, 27GA 3.50 IN estéril/ Srerile

1.23.  27GA 3.50 IN no estéril/ Non sterile

1,24,  27GA 5.00 IN TW estéril/ Sterile

ref 400602
ref 400604
ref 400444
ref 409443
ref 400600
ref 405079
ref 405159
ref 405144

Este certificado ampara todas Ias marcas de cstos produetos incluidos por el fabricante en su

declaracion de conformidad.

This certificate covers all trademarks of these products included by the manufacturer in his

declaration of conformiiy.

Madnrid, 6 de febrero de. 2015
La Divectora,

Wwia Ghpin e
CREENIGS
1 sanfarios

Belén Crespo Sanchez-Iiznarriaga

ORGANISMO NOTIFICARO 0318

Pagina 2de 2
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Sterile, single use
Gauge and Length {mm) Golour Box content ltem number |
code units
276G % 90 mm (317 Grey 25 405250
26G x 90 mm (31.") Brown 25 405258
256G x 9 rm (3%") Orange 25 406257 v
25G x 75 mm {3") Blue 25 406246 _ZZ!.E /{
236 x 80 mm (312" Turquolse 25 405240 WV ’
22G x 90 mm (3'%") Black 25 405256 |4
22G % 76 mm (3") Black 25 405265
22G % 85 mm (2.") Black 25 405244
22G x 38 mm {1'2") Black 2h 406254
20G x 90 mm (3':") Yellow 25 405253
20G x 78 mm (3"} Yeliow 25 405252
200G x 38 mm (1'1") Yellow 25 405251
19G % 90 mm (3%:") Cream 25 405250
19G x 76 mm {3") Cream 25 405249 5
18G x 90 mm (3'%:") Pink 25 405248
418G X 75 mm (3") Pink 25 405247

Description

Fine Quincke bevel (short bevel): high quality penetration,

High quality steel needle for easy, regular insertion.

Accurate alignment of neadle and stylet: prevents biopsy
effect.

Translucent hub for clearer visualisation of CSF.
Silicone-free: no side effects.

Good needle grip and handling.

Biologically safe: controlled sterilisation.

Individually packed in sterile peel-back 'blister packs'.

Type of materials
= Cannula: Special stainiess steel

» Hub of needle and base of stylet: Polypropylens

= Attachment of needle/hub to base: Epoxy resin, o needie
set into base

= Marking inks on packaging

Sterilisation method
» Ethylene oxide

a2 CE marked

= Latex free

Anaesthesia Systems
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Liumbalinés punkcijos ir spinalinés
anestezijos adatos

Sterilios, vienkartinio naudojimo

Matas ir ilgis (imm)

Spalviais kedas Kiekis déutéje Kataksgo numeris

771G x90mm (3 %) PiTkn 25 305259 N4
260G x 50mm (3 147 Ruda 25 405258
25C x S0unn (3 4 OranZing 25 405257 W4 A
25G x 76mm (34) OranZiné 25 405246 # !2
23G x 90umun (3 ¥5) Zalvai melsvas 25 405240 s
226 % 90mm (3 V&) Tnoda 25 405256 N '
22G x T6mm (37} Tuoda 25 405235
22G x 65mm (2 15 Tuoda 25 405244
22Gx38mm(l ¥y Juoda 25 405254
20G x Y0mun (3 14) Geltena 25 405253
200G x Témm (3% Geltona 25 405252
20Gx 65mm (2 4 Geltona 25 405242
20G x 38men (1 ¥ Geltona 25 405251
19G x 30mm(3 157) Kreminé 25 405250
19G % 76mm{3 *) Kremingé 25 405249
18Gx90mm(3 %) RoZing 25 405248
183G 5mm(3™ Rosiné 25 405247
E8Gx65mm(2 ) RoZiné 25 405241
ApraSymas MediZiagos

prasy

= , . ) + Kaniulé: speeialus Neriidijantis plienas.
+  Svelnes Quincke neoulnumtas (trumpas nuoZulnumas): auk¥tos kokybés

+ Adatos stebulé ir zondo pagrindas: polipropilenas.
prasiskverbimas,

+ Prisirifimas pric adatosfstebulés pagrindo: epoksidiné derva arba pagrindinis adates
+  AukStos kokybes adatos plienas lengvai, tiksliai jduriama. rinkinys

+  Specialus adalos reguliavimas ir zondas: apsaugo nuo bicpsijos, « Zenklinimas ant pakavimo.

«  Pysiau permatowmna pagrindas - greitiau pastebimas CSF, Sterilizacijos metodas:

= Be silikono: néra iorinio efekto. + Etileno oksidas,
»  Geras adatos suspaudéjas it rankena. CE %enklas
« Biologiskai saugus: kontroliugjama sterilizacija. " Sudétyje néra latekso

+  Pakuojaina po vieng lizdingje pakuotéje



Lang length spinal needles

Sterile, single use

»l‘l-)\

Gauge and Length {mm) Colour code Bax contant Item number
units ;
25G x 119 mm (4"") Blue 10 405234 \/r &
22G x 130 mm {5") Black 10 405148
226G x 180 mm {7") Black 10 405149
206G % 150 mm (67) Yellow 10 405211
18G % 150 mm (6") Iniradiscal therapy neadle Pink 30 408360
Paediatric spinal needies
Gauge and Length {mm) Cofour code Box content liem number
unils
256G x 25 mm (1") Blue 25 405243
25G x 50 mm (2") Blue 25 405245
Spinal needle seis for local anaasthesia
Gauge and Lenglh {(mm) Colour code Box content itemn number
units
Neadle 29G % 90 mm (31"} Transparent 25 405068
Infroducer 226G X 32 mm {1'4") Transparent
Meedle 276G x 90 mun {3V2") Gray 25 405069
Introducer 22G x 32 mm (14" Transparent
Needle 26G x 90 mm {3'4") Brown 25 405065
Introducer 20G x 32 mm (19"} Yellow
Neadle 25G x 90 mm (3"} Orange 25 405084
Introducer 20G x 32 mm {1V.") Yeliow
Intraducers for fine spinal needles
Gauge and Length (mm} Colour code Box content item number
units
226G x 32 mm {1%") for 27G needles Black 25 405261
206G x 32 mm (17"} for 26G needles Yellow 25 405260

Needles for lumbar puncture and spinal anaesthesia use

Description

Fine Quincke bevel {short bevel): high guality penetration.

High quality steel needle for easy, regular insertion.

Accurate alignment of needle and stylet: prevents biopsy
effect.

Translucent hub for clearer visualisation of CSF.
Silicone free
Good needls grip and handling.

Biologically safe: controlled sterilisation.

Type of materials

» Needle and stylet: Special stainless steel

= Hub of needle and base of hub: Polypropylene

» Attachment of needie/hub to base: Epoxy resin, or neeadle

set into base

= Marking inks on packaging

Sterilisation method
u Ethylene oxide

w CE marked

= Latex free

Anaesthesia Systems



QUINKE POINT ilgos spinalinés adatos

Sterilios, vienkartinio naudojimo

Specialisty liumbalinés punkcijos ir
spinalinés anestezijos adatos

k. &

Matas ir ilgis (mm) Spalvinis kodas Kiekis dazutéje Katalogo numeris
25Gx 120mm (4 11115 ") Oranfine 16 405234 W
22G x 120mm (5 Tuoda 10 405148

226G x 178mm (7") Juoda i0 4035149

20G x 1 50mms (6™} Gettona 10 405211

18G x 150mm (6") (Intradisking terapiné adata) RoZiné 10 408360
Pediatrinés spinalinés edatos

Matas ir ilgis (smum) Spalvinis kodas Kiekis dedutdje Katalogo mnneris
25Gx2 Smm(l") Melyna 25 405243

25G * 50mm (2"} Mélyna 5 405245

Spinaliniy adaty rinkiniai regioninel anestezijai

Matas ir ifgis (mm)

Spalvinis kodas

Kickis dezutéje

Katalogo nuineris

Adata 290G x 90mm (3 %Y Intredivseris 22G x 32mm (1 147) Skaidrus 25 405068
Adata27G x 90mm (3 14"} Intrediuseris 22G x 32mm (1 %4") Pilkas skaidrus 25 403069
Adata 26Gx 90mim (3 ') Introdivseris 20G x 32mm {1 14" Rudas geltonas 25 405065
Adata 25G x 90mm (314} Introdiuseris 20G x 32mm (1 %) Oranzinis geltonas 25 405084
Spinaliniy adaty introdéuseral
Matas ir ilgis () Spalvinis kodas Kiekis dézutéje Katalogo nuwmeris
22G x 32mm (1 '4*) Juoda 25 405072
20G x32nun (1 449 Geltona 25 405160

Adatos liumbalinei punkcijai ir spinatinei anestezijai
Aprafymas

- Svelus Quincke nuoZulnumas (lrumpas nuoZulnumas); anktos kokybés
prasiskverbimas.

+  Aukdtos kokybas adatos plienas lenpvai, tikslial jderizma.

+  Specialus adatos reguliavimas ir zondas: jspéja biopsijos veiksing.

+  Pusiau permatoina stebulé greitesniam CSF.

+  Be silikono: néra i$orinio efekio.

» Geras adatos suspaudjas iv rankena.

«  Biologitkai saugus: kontrolizojama sterilizacija
MedZiagos:

+ Adatos ir zendai: specialus Neriidjjantis plienas,

+ Adatos stebulé ir stebulés pagrindas: poliprepilenas.

64

+ Prisiri§imas prie adatos/stebulés pagrindo: epoksidiné derva arba pagrindinis adatos

rinkinys,

+  Zenklinimas ant pakavimo.

Sterilizacijos metodas

+ Etileno oksidas,

+  CE Zenklas

+  Sudétyie néra latekse



Sterile, single use

Dascription Gauge and Length Colour Box content Item nuimber
{mm) code units
BD™ Whitacre pencil point 27G x 90 mm (3'%.") Gray 25 402051 i yii§0§
276G % 103 rum (4"} Grey 25 405111 )
25G % 90 mm (3% Bhie 25 02050/ AL Qd
25G x 103 mm {4'/s") Blue 25 405110
24G x 90 mim (314) Purple 25 405104
22G % 90 mm (377 Black 25 atees JRAEL ?‘; :
BD*™ Whitacre long length 27G % 119 mm {(4'/:") long Grey 10 409443
25G x 119 mm (4" lang Biue 10 409442 \;é g(:l%? ) é].
BD™ Whitacre with integral introducer 27G % 90 mm {3'%") with 226 {1'4") intreducer Grey 25 405076
276G x 103 mm (4'") with 22G {17} intraducer Grey 25 405113
25G x 80 mm {3'%"} with 206G (1'4"} introducer Blue 25 405076 )
256G % 103 mim (4%") with 206G (1'4") introducer Blue 25 405112
Introducers
Descriplion ] Colour Box content Item number
code unils
Intraducer 20G x 32 mm {1':") for BD™ Whilacre 256G Yollow 25 405280
Introducer 22G x 32 mm (1'W7) for BD™ Whilacre 276G Black 25 405261
Description Type of materials
» Side orifice very close to tip to prevent intermediate » Needle and hub: Special stainless steel

positioning in dura mater. » Base of needle and hub: Polypropyiene
. :ih5 ;njectlon flow angle reduces the possibility of straddling « Attachment of needie/hub to base: Insert moulding
e dura.

) L . L = Marking inks on packaging
= Distal tip with high mechanical strength to minimize

bending and breaking. Sterilisation method
» Full closure of side orifice by means of hub. = Efhylene oxide

» Translucent base with ‘magnifying’ effect for rapid
visualisation of CSF, « CE marked

a Silicone-free: no side effects. = latex free
» Good needle grip and handling.
» Biologically safe: controlled sterilisation.

= Thin wall ensures identical flash-back time with 27G and
250,

= Individually packed in sterile peel-back 'blister packs',

» Designed to spread the dural fibres and help reduce the
occurance of post dural puncture headache.

Anaesthesla Systems




Steriliis, vienkartiniai

SPINALINE ANESTEZIJA

BID™ Whitacare spinalinés adatos piestukiniy galu

Apragas Drydis ir ilgis (mm) Spalvinis kodas DéEutds turinys Vienetai Gaminie numeris
B whitacare pietukiniy 2IGx90 mm (31/2) Pitka 25 402651 \/"g, .{i J._% (’;i
galu i

27Gx103 wm (41/16%) Pilka 25 405115

25Gx90 mm (31/2) Melyna 25 102050 s A3 &_Y 4

25Gx 103 men (41716%) Mélyna 25 465110 ’

24Gx90 nun (31/2) Purpuring 25 405104

22G %90 min (3172) Tuoda 25 401995 Vo »{o? Q ££
BD™ whitacare ilgas 27Gx119 mm (411/16) ilga Pilka 16 409443 i& ;

25Gx119 mm (411/§6) ilga Melyna 10 400442 N x:\z 2
BD™ whitacare su integruotu 27Gx90 mm{31/2") su Pilka 25 405075 " Q £
vedeju 22G(11/4") jvedéju

27Gx103 mm{d 1/16} su Pitka 25 405113

22G(11/4%) jredéju

25Gx%0 mem (3112} su Mélyna 25 £05076

20G(11/4*) jvedéju

25GxE03 mm (41/86") su Mélyna 25 405112

20G(15/4") jvedaju

[vedéjai

Apradas Spalvinis kodas Dézutés turinys Vienetai Gaminio numeris
[vedéjas 20Gx32 mam (11/4”) BD™ Geliona 25 405260

whitacare 25G

[vedajas 22Gx32 mm (11/4°) BDT Mélynn 25 105261

whitacare 27G

Apra%as

«  Soniné anga labai arti galiuko, kad i¥vengtume tarpinés pozicijos tarp slanksteliy.
s 45°injekcijos tékmés kampas maZina slankstelio apémimo galimybe.
s  Distalinis galiukas su didelés mechaninés galios, kad i¥vengtume sulinkimo ar l{iZio,

. & & & &+ 9

Medziagos

Pilnas $oniniy angy uzdarymas su jvorés pagalba.
Per§vietiamas pagrindas su padidinimo efektu gerai CSF vizualizacijai.
Be silikono: néra pasaliniy poveikiy.

Geras adatos paémimas ir laikymas.

Biologigkai saugus: kontroliuojama sterilizacija.
Plonos sienelés uZtikrina identitks atmetimo atgal laiks su 27G ir 25G,
Individualiai supakuotos atpléSiamoje piislétoje plévelgje.

Pagaminta, kad paskleisty duralinius pluoStus ir padeda sumaZinti po diuralinés punkcijos galvos skausmo atsiradimg,

s Adata ir jvoré: specialus nertidijantis plienas

»  Adatos pagrindas ir jvoré: polipropilenas

»  Adatos prijungimas/jvore¢ iki pagrindo: jterpta briauna

e Markiruotés ant

Sterilizavimo metodas
» Etileno oksidas
¢ CE pazymétas
* Be latekso

pakuotés




MEDEL Group S.p.A. i mlehiary
K Sede epale: Via della Commands 21 — 20122 MILANO (ITALY)
Sede anvnipistialiva e opsrativa

Via Micledh 3 - 43066 3. Polo 0 Torile (FR) (ITALT)
T390521 315211 - F {30521 315212

Cap. Soc. € 2750 000 v, - CF PIVAVAT - 00155380347
A.EA, MLTE99528 - RAEE: IT0B020000002319
Weowewwomedelgroup.com B info@madelgroup com

TO WHOM IT MAY CONCERN

$.Polo di Torrile (PR), 15/12/2014

We, Medel Group SpA,

authorize the company nterlux Lid. to sell the Medel preducts in Lithuania during the year 2014 and 2015,

‘ 2 cdei-Gfoup 5.0.A,
voitimenda, 41 - 20122 pfano - [ah

k- i Bl § 43054 5.
Tel. {+39) -? 15011 Fox (o gy o 1)

N o wearmedelgroup,
“ed. Fiscalfe¥Partita IVAN%:% ?#5'3166360347

medel  @meby

vewwy medel it wiww.mebby.com www, zeinermedicat.com
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Vertimas i§ angly kalbos

Medel group S, p. A.
Micheli g., 9 — 43056 — S. Polo di Torrite, Parma, ITALIJA
T. (+39) 0521315211 - F. (+39) 0521315212
E. — pastas: info@medelgroup.com
Cap. Soc. Euro 2.000.000.00. i.v. — P.IVA/VAT IT 00166360347
Reg. Trib. Parma 5392 — R.- E.A Pr. 10037

VISIEMS, KURIUOS TAI LIECIA

San Polo di Torrile, 2014-12-15
Mes, Medel Group SpA,

igaliojame kompanijg Interfux Ltd. pardavinéti Medel produktus Lietuvoje 2014 ir 2015
metais.

Pagarbiai,
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Vertimo patvirtinimas

A%, VAIDAS VILMANTAS
vertimy verslo liudijimo nr. MK 478428-1 savininkas patvirtinu, kad patikrinau Lietuviy kalbos

vertimg

Medel Group S.p.A., Visiems, kuriuos tai lietia

{(vertimo pavadinimas)
i§ Angly kalbos dokumento

Medel Group S.p.A., To whom it may concern

(originalaus dokumento pavadinimas)

pagal savo Zinias ir jsitikinimus.

Tekstas yra i§verstas teisingai ir tiksliai bei be pakeitimy prasméje.

A% esu uztikrintas, kad Lietuviy kalbos vertimas atitinka originaly dokumenta.

\/(L“ w"/
ﬁ/ pa
VILNIUS, LIETUVA 2014-12-15 <

(Victa/data) {para¥as)
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Doc. No. M/AQ-031

Dichiarazione di Conformita CE Rev. No.: 5
Data: 18/02/13

EC Declaration of Conformity

Fabbricante / Manufacturer: Mede! Group S.p.A., Via Michell 9 - 43066 S.Polo di Torrile
(PR)—~ITALY

Categoria / Product: TERMOMETRO / THERMOMETER

Articolo / Item: 91922 MEDEL THERMO

Classe / Classification: lla

Regola/ Rule; 10

Allegato / Annex: v

Inizio marcatura CE / Start of CE 2010-04-01, Lot. 0310
marking:

Medel dichiara sotto propria esclusiva responsabilitd che il dispositivo sopra
menzionato & conforme alla Direttiva 93/42/CEE del Consigtio per | Dispos itivi
Medici, come modificata da e comprensiva della Direttiva 2007/47/CE del Consiglio.

Medel declares under its sole responsibility that the above mentioned device meets
the provisions of the Council Directive 93/42/EEC for Medical Devices, as amended
up to and inclusive of Council Directive 2007/47/EC,

Organismo Notificato / Notified Tiv Siid Product Service GmbH, Ridlerstrasse 65 80339
Body Minchen - Germany (identification n, 0123)

Gertificato(i) CE / EC Certlficate(s): G213 10 23052 032

S. Polo di Tortile (PR) italy, 2013-11-12

QA/RA Manager
t

- b '

CE..

i g 7 > Ly
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Dok, Nr. M/AQ-031

@
MQd@E EB atitikties deklaracija PerZ, Nr.: 3
group Data: 18/02/13
Gamintojas: Medel Group S.p.A., Via Micheli 9 — 43056 S.Polo di Torrile (PR) ~
ITALIJA
Produltas: TERMOMETRAS
Elementas: 91922 MEDEL THERMO
Klasifikacija: Ila
Taisyklé: 10
Priedas: \4
CE Zyméjimo 2010-04-01, sex, nr. 0310
pradzia; '

Medel prisiima atsakomybe ir patvirtina, kad auk¥dian paminétas prictajsas atitinka medicinos prietaisg
Tarybos direktyvos 93/42/EEDB, kaip papildyta pagal ir jtraukiant Tarybos direltyvyg 2007/47/EB,
reikalavimus,

Notifikuotoji fstaiga Tiiv Sitd Product Service Gmb, Ridierstrasse 65 80339
Miinchen - Germany (identifikacijos nr, 0123)

EB sertifikatas (-ai): G2 13 10 23052 032

S.Polo di Torrile (PR) Italija, 2013-11-12
QA/RA Vadovas

/Paradas/

CE..
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Vertimo patvirtinimas

Af, VAIDAS VILMANTAS

vertimy verslo liudijimo nr. MK 478428-1 savininkas patvirtinu, kad patikrinau Lietuviy kalbos

vertima

Medel Group S.p.A EB atitikties deklaracija

(vertimo pavadinimas)
i§ Angly kalbos dokumento

Medel Group S.p.A EC Deckaration of Conformity

(originalaus dokumento pavadinimnas)

pagal savo Zinias ir jsitikinimus,

Tekstas yra i¥verstas teisingai ir tiksliai bei be pakeitimy ptasmeje.

A% esu utikrintas, kad Lietuviy kalbos vertimas atitinka originaly dokuments.

7,
VILNIUS, LIETUVA 2014-11-06

(Victa/data) {paratas)
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<4 COMED .

T CONSORTIUM DE DISTRIBUTION DY MATERIEL MEDICAL i st g iR

Z. A, ECKBOLSHEIM
3, BUE ALFRED KASTLER
§7067 STAASBOURG CEDEX 2 FRANCE '
TEL. +33 (0)3 88 77 13 00
EAX. +33 (0)3 88 77 00 70
into@comed.fr

www.comed.fr

MANUFACTURER'S AUTHORIZATION

Tuesday, 16 March 2013
To : INTERLUX CO. LTD.

Whereas COMED Strasbourg who is established and reputable manufacturer
having factories at ZA ECKBOLSHEIM - 3 Rue Alfred Kastler - 67087
STRASBOURG - France.

Do hereby authorize INTERLUX CO. LTD. - AVIECIU STR. 16 - LT 08418
VILNIUS - LITHUANIA to submit a bid and subsequently negociate and sign the
contract with you for thé above goods manufactured by us.

We hereby extend our full guarantee and warranty for thé goods offered for supply
by thé above firm against this invitation for bids.

Expiry date of this document : 2016 March thé 15.

COMED
Charlotte HELBLING
Sales Assistant

LGHAT CEDEL Y FRANCE
(D)3 86 77 13 00

Sad au capilal de 260 000 € - R.C.5, Sleashourg 81 B 658 - SIAEN 323 192 260 000 46 - CODE APE 46462 - N de TVA ! FR 03 323 192 260 L

Bangue : CREDIT LYONNAIS, STRASBOURG - 18AN : FR12 3000 2085 7100 006 0353 S04 - SWIFT : CALYFRPP e

ESCOMPTE PAIEMENT SOUS HUIT JOURS © 1% DU MONTANT LY. - PENALITES DE RETAFD - 2% PAR MOIS DU MONTART H.T. i
Marchandises fiveies sous 1a lof N° BG-338 du dderel du 12 .05 1080 - Exaneralion de TVA dn CEE Art. - 262 Ter | du GG - Lioy de juridiction @ Strasbourg




g6 cladis

Versta i$ angly kalbos

COMED

Z.A.ECKBOLSHEIM
3, RUE ALFRED KASTLER
67087 STRASBOURG GEDEX 2 PRANCUZIA

TEL. +33 (0)3 88 77 13 00
FAKS. +33 (0)3 88 77 00 70
info@comed.fr

GAMINTOJO |GALIOJIMAS

Antradienis, 2013 m. kovo mén. 16 d.

Kam: UAB ,INTERLUX®

COMED, kuri yra Zinomas ir gerbiamas gamintojas, turintis fabrikg ZA Eckbolsheim 3,
Rue Alfred Kastler-67087 STRASBURG, Pranciizijoje

Jgalioja UAB INTERLUX" - AVIECIU G. 16, LT-08418 VILNIUS, LIETUVA, sidlyti ir
tiekti bei pasiradyti sutartis dél auk$ciau paminéty masy gaminamy produkty.

Siuo rastu pazymime, kad sitilomiems produktams suteikiame garantijas bei leidZiame
tiekti misy produktus bei sidlyti juos vie$uosiuose konkursuose.

Sio dokumentas galioja iki: 2016 m. kovo mén. 15 d.

COMED
Charlotte HELBLING
Pardavimy asistente

<PARASAS>

Sarl au capital de 260 000 € - R.C.S. Strasbourg 81 B 658 - SIREN 323 192 260 000 46 - CODE APE 46467 - N° de TVA 1 FR 03 323 192

260

Banque : CREDIT LYONNAIS, STRASBOURG - IBAN : FR 12 3000 2085 7100 0006 0353 S04 - SWIFT : CRLYFRPP

ESCOMPTE PAIEMENT SOUS HUIT JOURS : 1% DU MONTANT H.T. - PENALITES DE RETARD : 2% PAR MOIS DU MONTANT H.T.
Marchandises liviées sous la loi N° 80-335 du déoret du 12.05.1980 - Exonération de TVA de GEE Art. - 262 Ter 1 du C.G.L. - Lieu de

juridiction : Strasbourg




Vertimo patvirtinimas

AS, VAIDAS VILMANTAS
vertimy verslo liudijimo nr. MK 478428-1 savininkas patvirtinu, kad patikrinau Lietuviy kalbos

vertimg

Comed, gamintojo jgaliojimas

{vertimo pavadinimas)
i§ Angly kalbos dokumento

Comed, Manufacturer‘s authorization

(originalaus dokumento pavadinimas)

pagal savo Zinias ir jsitikinimus.

Tekstas yra i§verstas teisingai ir tiksliai bei be pakeitimy prasméie.

A% esu utikrintas, kad Lietuviy kalbos vertimas atitinka originaly dokuments.

\M@;ﬁ' g
VILNIUS, LIETUVA 2013-04-15

(Vieta/data) (paragas)



PARC DES FORGES

% Rue Louise Michel

67200 STRASBOURG - FRANCE
Tel: +33 (0)3 88 77 13 00
Tax: +33 (0)3 88 77 00 70
gualite@eomed.fr - www.cemed,fr

6 dalll

DECLARATION INDIVIDUELLE DE conForMITE C€
INDIVIDUAL DECLARATION QF CE CONFORMITY

Cette déclaration a pour but de certifier que la société :

COMED sas
PARC DES FORGES - 8 Rue Louise Michel
67200 STRASBOURG
FRANCE

a remplit ses obligations déclaratives et que le marquage CE a été 1¢galement
apposé sur le Dispositif Médieal suivant .

ABAISSE LANGUE EN BOIS ADULTES ET ENFANTS

Ne. de référence du Dispositif Médical :

25 105 00 /25 105 00B./ 25 106 60

Nous déclarons et garantissons que le Dispositif Médical ci-dessus, marqué CE et

appartenant a la Classe [ ( invasif, durée temporaire, non stérile et sans de fonction
de mesure) selon la régle 5 annexe IX de 1a Directive 93/42/CEE, modifiée par la
Directive 2007/47, est conforme a I’annexe VI de cette méme directive.

1l satisfait également aux dispositions des articles 1..5211-1 et R-5211.39 du Livre
V du Code de la santé publique qui fui sont applicables.

Laura HEINRICH
Agsistante Qualité

Société certifiée EN ISO 9001: 2008 et EN ISO 13485: 2012

DATE D’EMISSION ; 17.11.1998
'DEBUT DE VALIDITE : 17.11 1998
MAJ : 22042015 Rev.5

QUALITEFohes Toehniquos TCE1 TCE2 TCEATCHIN0ssict teehnique et géeurits TCENABAISSE LANQU_E.\Amwxe Vi




PARC DES FORGES

8 Rue Louise Michel

67200 STRASBOURG — PRANCUZIJA
Tel.: +33 (033 88 77 13 00
Falcs.: +33 (0) 3 88 7700 70
qualite@comed.fr — www.cormed.fr _

€

INDIVIDUALI ATITIKTIES DEKLARACIJA
Siuo dokumentu tvirtiname, kad kompanija

COMED sas
PARC DES FORGES — 8 Rue Louse Michel
67200 STRASBOURG
PRANCUZIJA

COMED jvykdé savo deklaratyvius jsipareigojimus ir, kad Femiau nurodytas medicininis produktas turi teiséta
CE Zyma:

MEDINIAI LIEZUVIO PAGALIUKAI SUAUGISIEMS IR VAIKAMS
Medicininio produkto kodas:

2510500725105 00B /2510600

Mes deklaruojame ir garantuojame, kad auk3¢iau nurodytas medicininis produktas, paZymétas CE Zyma ir
priklausantis 1 klasei ( invazinis, trumpo naudojimo, ne sterilus ir be matavimo funkcijos) pagal direktyvos
93/42/EEB, kuria pakeité direktyva 2007/47, IX priedo 5 skirsnj, atitinka tos patios direktyvos reikalavimus ir
jam taikomo visuomenés sveikatos kodekso V knygos strajpsnius L.5211-1 ir R-5211.39

Laura HEINRICH
Kokybés asistente

>

I¥leidimo data: 17.11.1998
Jsigaliojimo data: 17.11.1998
22.04.2015 5 perZ.

ISO 9001:2008 ir EN 13485:2004 sertifikuota kompanija




6 dalils

Crée le : 06.12.2012

<> COMED Fiche Technique et de Sécurité cele:
RTF Abaisse langue en bois Misc & jour: 2407.20t5
: Réf. N° : 25 105 00 / 25 106 00 / 25 105 00B Indice : ¢

Code GMDN: 32168

Classement du dispositif : Classe 1
Durée : Temporaire (régle 1) -
N°. d’enregistrement ANSM : B.1-02420-97 + -

Régle appliquée ( annexe IX)
Invasif (régle 5 # 1) -
Non chirurgical -

CA01/9903109V - Non Actif diagnostique

Description générale

Abaisse langue en bois naturel non traité pour adultes ou pour enfants. Non
stérile & usage unique. Emballé par boite ou individuellement.

Piéces jointes Oui Photo et schéma technique

Référence lot Oui

Dispositif raccordé Non

Dispasitf Usage Unigue Qui A utiliser qu’une fois par patient.

Dispositif stérile Non

Stérilisation Qui A Poxyde d’éthyléne et chimique. Pas 4 air chaud ou gamma
Autoclavable Non

Nettoyage Non

Substance impropre Produit attaquant le bois naturel.

Piéces constitutives Non [

Bois de bouleaux surfacé et écorcé. Débité selon les dimensions et poli an tambour.

Non Actif thérapeutique
Non Actif Médical

Matiéres Séché et emballé. Couleur naturel , sans odeur et sans goiit. Enduction de cire en part

par million , non toxique dans I’appareil de séchage pour assurer un aspect poli.
Contient du latex Non
Etiguetage Oui Sur la boite ou sachet CE/mom/Réf /matidre, usage unique/lot.

. Boite en carton de 100 pes ou sachet scellé de 50cps pour les

Limballage Ovui individuels adultes et 2{1]]0 pes en boite pour les enfgnss.
Stockage particulier Oui Sec et propre
Durée d'utilisation Moyenne
Marquage sur Ie DM NOH T
Références + extensions 2510500 25 105 00B 25 106 00
Désignation { AL Adultes” A L. Adultes individue! A.L. Enfants
Dimensions Lo x La x H (mm}+- 3mm TTUTS0% 18 % 1.6 150x18x 1.6 114X 14X 1.6
Epaisseur (mm) 1.6 1.6 1.6
Poids net (g)+- 1% 263 (x100) 129 (x 50) 386 (x 250)
Couleurs Naturel bois blanc Naturel bois blanc Naturel bois blanc
Diaméire orifice (mm) S0 50 2.5 et 4mm
Résistance température (C°) Max=+40 Min= -10 Max =+40 Min= -10 Max = +40 Min=- 10
Flasticité (%) NS NS NS
Taux de reversions de flexibilité Rigide Rigide Rigide

Dispositif permettant I’observation de I'intérieur de la bouche par abaissement de la

Utilisation y
angue,
Prendre un abaisse langue et introduire 3 U'intérieur de la bouche. Appuyer
Mode d’emploi légerement sur la langue. Aprés utilisation le jeter dans un récipient prévu pour les

déchets médicaux.

Précaution d'emploi et/ou avertissement usage

Ce dispositif ne peut &tre utiliser que par une personne compétente et qualifiée.
A utiliser en usage unique par personne , il est recommandé d’utiliser ’abaisse

urique jangue avec précaution pour ne pas blesser le patient ( enfoncement trop important)
Recyclage QOui

Récupération Dans les bacs de déchets médicaux.

DEEE/REACH Non/ Non

Phiglates Non

Données de sécurités Phrases R = Nul Combinaison de phrases = Nul

Normes applicables NFE EN ISO 9001: 2008 ; NF ENISO 13485 : 2012;

NF EN 1041: 2008 + Al: 2013; NF EN IS0 14971 : 2013;

NF EN IS0 15223-1: 2012, NF IS0 15223-2: 2010

Rédacteur : HEINRICH Laura
Fonction : AQ
Paraphe : LH

COMED sas
8 Rue Louise Michel
67200 STRASBOURG France

www.comed.f
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<> COMED TECHNINIU SAVYBIU IR SAUGOS DUOMENU LAPAS | Sukurta: 2012/06/12
B Mediniai liezuvio pagalinkai Atnaujinta: 2015/07/24
Kat. nr. : 25 105 00 /25 106 00 /25 105 0B Indeksas: e
TCE1
Klasifikavimo klasé : T klasé Taikoma taisyklé (IX priedas)
Naudojimo trukmé : trumpalaike (1 taisyklé) e Invazinis (5 # 1 taisyklé)
Registracijos nr. ANSM: B.I-02420-97+ e  Ne aktyvus terapinis
GMDN kodas: 32168 CA01/9903109V e  Nechirurginis
» Ne medicininis prietaisas
¢ Ne diagnostinis prietaisas
Bendras apraSymas TieZuvio pagaliukas pagamintas i3 neapdoroto natiralaus medZio ir skirtas vaikams bei
suaugusiems. Ne sterilus vienkartinis produktas. Supakuojamas j déZutes arba individualiai.
Pricdai Taip | Nuotrauka, techninis bréZinys, kartoniné déze
Partijos nr. Taip | Zr. ant pakuotés
Prijungtas prictaisas Ne
Vienkartinis prietaisas Taip | Vieng produkta naudoti tik vienam pacientui
Sterilus prietaisas Ne
Sterilizavimas Taip | Etileno oksidu ir chetmikalais. Nesterilizuoti oru ar gama spinduliais.
Autoklavuojamas Ne
Valymas Ne
Netinkamos medZiagos MedZ¥iagos, veikianios natfiraly medj.
Sudétings dalys Ne |
Sudétis Obliuota mediena ir berZo %ievé. Supjaustyta pagal dydj ir poliruota bignu, I§dZiovinta ir

supakuota. Natiirali spalva, bekvapis, bespkois. Padengimas vasku netoksiskas, dZiovinamas
prietaise, siekiant uZtikrinti poliruots i¥vaizda.

Turi latekso Ne
Zenklinimas Taip | Ant déZutés ar maielio CE/pavadinimas/produkto nr./med7iaga, vienkartinio
naudojimo/lot numeris
Pakuoté Taip | 100 vnt. déZuté arba S0 individualiai supakuoty vienety suaugusiems ir 200 vat.
vaikams,
Laikymo salygos Taip | Sausa, $vari vieta,
Naudojimo trukmé Viduting
DM Zyméjimas Ne |
Nuorodos + papildymai 25105 00 25105 00B 25 106 00
Paskirtis Suaugusiems Suaugusiems, individualiai Naujagimiams
Spalvos Natiirali medZio Natiirali medZio Natiirali medZio
Matmenys A x diam. 150x18x1.6 150x18x1.6 114x14x1.6
(mum).
Storis (mm) 1.6 1.6 1.6
Svoris neto {g) +-1% 263 (x100) 129 (x50) 386 (x250)
Angos diametras (mm) SO S0 2.5 ir 4 mm
Atsparumas temperatiirai Maks, -+40 Min.-10 Maks, +40 Min.-10 Maks, +40 Min.-10
Elasti§kumas (%) NS NS NS
Maksimalus tempimas Standus Standus Standus
Panaudojimas Prietaisas, leid¥iantis apZifiréti burnos ertme prispaud¥iant lieZuvi.
Naudojimo instrekeijos Paimkite lieZuvio pagaliuks ir jdékite i burng. Svelniau spauskite lie¥uvi. Po nandojimo iSmeskite |
konteinerj, skirta medicininéms atliekoms.
Redaktorius: Laura HEINRICH COMED sas
PAREIGOS: Kokybés uZtikrinimas 8 Rue Louise Michel
Inicialai: LH 67200 STRASBOURG France
www.comed.fr
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< COMED TECHNINIU SAVYBIU IRVSAUGOS DUOMENU LAPAS Sukurt'?.: 2012/06/12
Mediniai lieZzuvio pagaliukai Atnaujinta: 2015/07/24
Kat, nr. : 25 10500/ 25 106 00 / 25 105 00B Indeksas: e
TCE1

Afsargumo priemongés ir Prietaisa gali naudoti tik kompetentingas ir kvalifikuota asmuo. Skirtas tik vienkartiniam
perspéjimai naudojimui, Naudotojas turi imtis visy atsargumo priemoniy, kad nesuZeisty paciento lieZuvio.
Perdirbimas Taip
Atkiirimas Medicininiy atlieky padékluose,
DEEE/REACH Néra
PVC/Ftalatai Néra
Saugumo informacija Rizikos frazés R —néra  Suderinimo frazés —néra
Taikomos normos NF EN ISO 9001; 2008 ; NF EN ISO 13485 :2012;
NF EN 1041: 2008 + A1:2013; NF EN IS0 14971 : 2013;
NF EN ISO 15223-1: 2012, NF ISO 15223-2: 2010
Redaktorius; Laura HEINRICH COMED sas
PAREIGOS: Kokybés uZtikrinimas 8 Rue Louise Michel

Tnicialai: LH

67200 STRASBOURG France
www.comed.fr




Herlev, 06.01.2015

TO WHOM IT MAY CONCERN

We, VITREX Medical A/S, Vasekaer 6-8, DK-2730 Herlev, Denmark

hereby certify that:
INTERLUX
Avietiy str, 16,
LT-08418 Vilnius,
Lithuania
is authorized to import, sell, promote, distribute and register our products in Lithuania.

This agreement is valid until 31st December 20186.

Yours faithiully
VITREX MEDICAL A/S
VITREX MEDICAL A/S

Vasgker 5-8
L:6-2730 Hesriow

— TEL: +45 44047011

S p G FAX: 446 4453 1714

iy Loy E-MALVITREX@VITREX.DK

Brian.Urup

(Account Manager}

Vitrex Medical a’s
Vasckaor 6-8 + DK 2730 Hetlev « Denmark
fhone +45 4494 JOT1 Fax +4% 44531717
vitrex@witrex, dk + vaawvitroxmedical com
CVR No: 14728732 « VAT no. DK 15341938




Herlev, 2015.01.06

SUINTERESUOTIEMS ASMENIMS

Mes, VITREX Medical A/S, Vasekaer 6-8, DK-2730 Herlev, Danija

Siuo dokumentu tvirtiname, kad:

INTERLUX
Aviediy g. 16,
.T-08418 Viinius,
Lietuva

Yra jgalioti importuoti, pardavinéti, reklamuoti, platinti ir registruoti masy produktus Lietuvoje.

Sis susitarimas galioja iki 2016 mety gruodZio meén. 31 dienos.
NuosirdZiai Jasy
VITREX MEDICAL A/S

Brian Urup
(finansininkas)



Vertimo patvirtinimas

A3, VAIDAS VILMANTAS
vertimy verslo liudijimo nr, MK 478428-1 savininkas patvirtinu, kad patikrinau Lietuviy kalbos

vertimg

Vitrex Medical A/S. Suinteresuotiems asmenims

(vertimo pavadinimas)
i§ Angly kalbos dokumento

Vitrex Medical A/S. To whom it may concern

{originalaus dokumento pavadinimas}

pagal savo Zinias ir jsitikinimus.

Tekstas yra i§verstas teisingai ir tiksliai bei be pakeitimy prasméje.

A% esu ugtikrintas, kad Lictuviy kalbos vertimas atitinka originaly dokumenta.

VILNIUS, LIETUVA 2015-01-07

(Vieta/data) (paraSas)



ATTESTATION / CERTIFICATE N° 24886 rev. 0

Délivrée A Paris ta 21 Janvier 2013
{ssuad In Parls on January 21st, 2013

Lo proyeas, ups pussion & partagar

Certlfication
Médical-Santé

Notified Body N° 0459

ATTESTATION CE / EC CERTIFICATE

Approbation du Systdme d'assurance Qualité de la Production/ Approval of Production Quality Assurance System
ANNEXE V point 3 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX V section 3 DIRECTIVE 93/42/EEC concerning medicel devices

Pour les dispositifs de classe b ou lll, un cortificat CE de type est requis
For class Iih or |l devices, a EC type certificate is required

Fabricant / Manufaclurer

VITREX MEDICAL A/S
Vasekaer 6-8,

2730 HERLEV DENMARK

Catégorie du(des) dispositif(s} /Device(s) category
Vitrex Soft sterile blood lancet - Vitrex Steel sterile blood lancet - Vitrex Sterilance LITE sterile
safety lancet - Vitrex Sterilance LITE I sterile safety lancet - Vitrex Sterilance PRESS sterile
safety lancet - Vitrex Sterilance Flex sterlle safety

Voir détails sur addendum
See attachment for additional information

Le LNE/G-MED atteste qu'd I'examen des résultats figurant dans le rapport référencé M1011790, le systéme d'assurance gualité -
pour la production et le contréle final - des dispositifs médicaux énumérés ci<iessus est conforme aux exigences de I'annexe V

point 3 de [a Directive 93/42/CEE.

LNE/G-MED certifies that, on the basis of the resuits contained in the file raforenced M101170, the quality systam - for manufacturing anc
final inspection - of medical devices listed here aboved compiles with the requirements of the Directive 93/42/EEC, annex V section 3.

La validité du présent certificat est soumise a une vérification périodique ou imprévue
The validity of the ceriificate is subject to periodic or unexpected verification

Début de validité / Effective date : January 7th, 2013 (included)
Valable jusqu‘au /Expiry date : January 6th, 2016 (included)

Laurefce DAGALLIER

LNE - 24886 rev. 0
eV Deputy Director

GMED_b5-V1-06-2012

Laboratoire naticnal de métrologie et d’essais « Eablissement public & caractére industriel et commercial

LNE/G-MED + Organisme notifié n® 0459
1, rue Gaston Boissler - 75724 Paris Cedex 15 » Tél : 01 40 43 37 00 » Fax: 01 40 43 37 37 » wwwine.fr » www.emed.fr




Addendum au certificat n®24886 rev. 0 page 1/
Addendum of the certificate n°24886 rev. 0
Le trogeds, ane pasaing & partagas Dossier / File N°M101170

Cerillication
Mddicai-Santé

Jdentification des dispesitifs / Identification of devices

Device name / Accessories EC marked Article REF | MD class
Vitrex® STEEL Sterile Blood Lancets, 200 pcs 350213 Iia
Vitrex® SOFT Sterile Blood Lancets, 23G, 200 pos 351213 IIa
Vitrex® SOFT Sterile Blood Lancets, 28G, 200 pes 352213 Iia
Vitrex® SOFT Sterile Blood Lancets, 30G, 200 pes 354213 Ila
Vitrex® SOFT Sterile Blood Lancets, 32G, 200 pes 357213 Iia
Vitrex® Sterilance LITE Sterile Safety Lancets, 18G—1 2mm Yellow, 100 pes 383113 Ia
Vitrex® Sterilance LITE Stetile Safety Lancets, 26G — 1.8mm Pink, 100 pes 384113 Iia
Vitrex® Sterilance LITE Sterile Safety Lancets, 21G — 1.8mm Blug, 100 pes 385113 1Ia
Vitrex® Sterilance LITE Sterile Safety Lancets, 21G — 2.4mm Grey, 190 pcs 386113 Ia
Vitrex® Sterilance LITE Sterile Safety Lancets, 21G — 2.8mm Green, 100 pes 387113 IIa
Vitrex® Sterilance LITE 11 Sterile Safety Lancets, 18G — 1.8mm Green, 100 pes 373113 ITa
Vitrex® Sterilance LITE 11 Sterile Safety Lancets, 28G — 1.8mm Pusple, 100 pes 374113 Ia
Vitrex® Sterilance LTTE II Sterile Sefety Lancets, 26G — 1.8mm Yellow, 100 pes 375113 Ta
Vitrex® Sterilance LITE 11 Sterile Safety Lancets, 266G — 2.4mm Blue, 100 pes 376113 Tia
Vitrex® Sterilance LITE TI Sterile Safety Lancets, 21G - 1.8mm Orange, 100 pcs 377113 IIn
Vitrex® Sterilance LITE II Sterile Safety Lancets, 21G — 2.4mm Pink, 100 pes 378113 Ma
Vitrex® Sterilance PRESS Sterile Safety Lancets, 18G — 1.8mm Green, 100 pes 393113 Ia
Vitrex® Sterilance PRESS Sterile Safety Lancets, 26G — 1.8mm Yellow, 100 pes 394113 Ia
Vitrex® Sterilance PRESS Sterile Safety Lancets, 21G — 2.2mm Orange, 100 pes 395113 a
Vitrex® Sterilance PRESS Sterile Safety Lancets, 21G— 2,8mm Pink, 100 pcs 396113 IIa
Vitrex® Sterilance PRESS Sterile Safety Lancets, 21G — 1.8mm Blue, 100 pes 397113 Ila
Vitrex® Sterilance PRESS Sterile Safety Lancets, 28G— 1.8mm Purple, 100 pes 398113 Ila
Vitrex® Sterilance FLEX Sterile Safety Lancets, 26G — 1.2 — 1.8 - 2 4mm Blue, 100pes  }399913 Ha

Identification des sites et actiyités / Identification of locations and activities

e VITREX MEDICAL A/S — Vagekaer 6-8 — 2730 HERLEV - DENMARK :
Si2ge social — responsable de la mise sur le marché / Headquarters — Legal manufacturer

LNE/G-MED | 0459

£
For the Gepé€ral Director
Laurence DAGALLIER
Peputy Director
ADD 720 DM 0701-31 rev @ du 12/07/2012

Laboratoire national de métrologie et d’essals » fabilssement publicd caractére industriel et commercial
LNE/G-MED » Organlsme notifi§ n® 0459
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Versta 1§ angly kalbos

EB ATITIKTIES DEKLARACHA

Juridinis Subjektas: Notifikuotoji Jstaiga:
Vitrex Medical A/S LNE/G-MED
Vasekaer 6-8 1, rue Gaston Boissier
2730 Herlev F-75724 Paris Cedex 15
Danija Pranciizija

Vitrex Medical A/S pareiskia, kad jy steriliy vienkartiniy kraujo lancety asortimentas atitinka
bitinus Tarybos Direktyvos 93/42/EEB reikalavimus ir procedaras, iSdéstytus Priede V, skirsnyje 3.

Produkto pavadinimas Kat. Nr.
Vitrex® STEEL Steril{is Kraujo Lancetai, 200 vnt. 350213
Vitrex® SOFT Sterilts Kraujo Lancetai, 23G, 200 vnt. 351213
Vitrex® SOFT Steriliis Kraujo Lancetai, 28G, 200 vnt. 352213
Vitrex® SOFT Sterills Kraujo Lancetai, 30G, 200 vnt. 354213
Vitrex® SOFT Steril(is Kraujo Lancetai, 32G, 200 vnt, 357213
Vitrex® COMPACT EJECT pradiriklis su paspaudZiamu numetimo mygtuku 369300
Vitrex® Sterilance LITE Sterilts Saugis Lancetai, 18G - 1.2mm - Geltoni, 100 vnt. 383113
Vitrex® Sterilance LITE Steril(is Saugiis Lancetai, 26G - 1.8mm - Rofiniai, 100 vnt. 384113
Vitrex® Sterilance LITE Sterillis Saugls Lancetai, 21G - L.8mm - Mélyni, 100 vnt. 385113
Vitrex® Sterilance LITE Steriliis Sauglis Lancetai, 21G - 2.4mm - Pilki, 100 vnt. 386113
Vitrex® Sterilance LITE Steriliis Saugls Lancetai, 216G - 2.8mm - Zali, 100 vnt, 387113
Vitrex® Sterilance LITE |l Sterilis Saugdis Lancetai, 186G - 1.8mm - Zali, 100 vnt. 373113
Vitrex® Sterilance LITE li Sterildis Saugls Lancetai, 28G - 1.8mm - Violetiniai, 100 vnt. 374113
Vitrex® Sterilance LITE #l Sterildis Saugis Lancetai, 26G - 1.8mm - Geltoni, 100 vnt. 375113
Vitrex® Sterilance LITE Il Sterilis Saugis Lancetal, 26G - 2.4mm - Mélyni, 100 vnt, 376113
Vitrex® Sterilance LITE Il Sterills Saugls Lancetai, 21G - 1.8mm - OranZiniai, 100 vnt. 377113
Vitrex® Sterilance LITE If Sterillis Sauglis Lancetai, 21G - 2.4mm - Rofiniai, 100 vnt. 378113
Vitrex® Sterilance PRESS Steriliis Saugis Lancetai, 18G - 1.8mm - Zali, 100 vnt. 393113
Vitrex® Sterilance PRESS Sterilis Saug(is Lancetai, 26G - 1.8mm - Geltoni, 100 vnt. 394113
Vitrex® Sterilance PRESS Sterillis Saugiis Lancetai, 21G - 2.2mm - OranZiniai, 100 vnt. 395113
Vitrex® Sterilance PRESS Sterillis Sauglis Lancetai, 21G - 2.8mm - RoZiniai, 100 vnt. 396113
Vitrex® Sterilance FLEX Sterilds Saugis Lancetal, 26G - 1.2 — 1.8 — 2.4mm - Mélyni, 100 vnt. 399913
Vitrex® Steriheel Baby cutting Saugus lancetas 1.0mm gylio/2,5mm ilgio — geltonas, 50 vnt. 333113
Vitrex® Steriheel Baby cutting Saugus lancetas 0.85mm gylio/1.75mm ilgio — oranZinis, 50 vnt, | 334113

Produktai klasifikuojami kaip Klasé ila, pagal Direktyvos 93/42/EEB taisykle &, ir jie patenka j prietaiso

b,

kategorijos grupe Sertifikate Nr, 10349 Leidimas 2, i§duotas LNE/G-MED 2010-01-15 ir galiojantis iki 2016-

01-07.

I5versta

Data: 2013-01-06
Vitrex Medical A/S
<PARASAS>

Peter lgrgensen 12200
Kokybés ir Sistemos Vadovas
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VITREX MEDICAL AfS » P.O. Box 507 » Vasekaer 6-8 » 2730 Herlev » Danilja

Tel.: +45 44 94 70 11 « Faks.: +45 44 53 17 11 » EL. paltas: vitrex@vitrex.dk » internete; www.vitrex.dk

Bankas: Nordea « Noergaardsvej 2 « 2800 Kgs. Lyngby  Danija » Banko Reg. Nr.: 2228 » Banko Sgsk. Nr.: 6444253973
S.W.LF.T: NDEADKKKXXX ¢ CVR, Nr.; 14728732 » IBAN. Nr.: DK6520006444253973




P.O.B. 507- Vaseker 6-8  Bank: Bank Reeistration No. 2228

2730 Herlev-Denmark  Unibank A/S Rank Ac. No, §473-996-449
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Herlev 18.03.2003

EC DECLARATION OF CONFORMITY

Legal Fntity Designated furopean Distiibutor

] Vitrex Medical ApS ‘ Vitrex Medical Limited
@ Vaselcar 6-8 Manorfields House
b 2730 Herlev Durcote
} Denmark , Towcester
. Morthants NN12 8AH
§ England

\“; Vitrex Medicaf ApS deiclares tht thieir ranggs of disposable blood lancets are in Conformity with
53 the Essential Requirements and procedyres set.out in.Annex 1l of the Council Directive:
y 93/42/EEC. :

\ | VITREX®GENTLE
% VITREX® SAFE
VITREX® SOFT
VITREX® STEEL
YEFREX® BREMIER
VATREX® ULTRA SAFE

Vitrex Medical. ApS fras been assessed by, and is-undef the supervision of:
G-MED
NEDICAL DEVICE ASSESSMENT BODY
33 Awveride du Géfiéral Lgclerc,
F-92266 FONTENAY-AUX-ROSES
France.

G-MED I5 appointed as a Notified Body (No. 0459).
Vitrex Medical ApS
7 ,
,/‘é . g,rf.{:{/q ﬁiyb (:—yh

B SRl
Managing Director
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SF DARAK
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B N0 Dok Al
AR pearined iy s
Yk foyerdanfa,

IS0 BOB2/EN 46502

Side-1 af 1 EC declaration of conformity (G-MED}.doc




L VTTREYX

Medical ApS

ECATITIKTIES DEKLARACIIA

Juridinis Asmuo * Paskirtas Platintojas Europai

Vitrex Medical ApS Vitrex Medical Limited
Vasaker 6-8, Manorfields House
2730 Herlev Duncote
Denmark Towcester
Nothants NNI12 8AH
England '

Vitrex Medical Aps paZymi, kad jy gaminama vienkartiniy kraujo lancety serija Atitinka Fsminius
Reikalavimus ir procediitas, numatytas Tarybos Direltyvos 93/42/EEC Priede II,

VITREX® GENTLE
VITREX® SAFE
VITREX® SOFT

VITREX® STEEL

VITREX® PREMIER

VITREX® ULTRA SAFE

%

i@ Vitrex Medical ApS yra jvertinta ir pavaldi §iai istaigai:
o G-MED '
MEDICAL DEVICE ASSESSMENT BODY
33 Avenue du General Leclerc
F-92260 FONTENAY-AUX-ROSES

France.

G-MED yra paskirta Registracine [staiga (Nr. 0459).

Vitrex Medical ApS

B. Stentoff
Generalinis Direktorius
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itrex Steel
Bendros paskirties kapiliari
lancetas |

MAZA KAINA
Paprastas plokscias plieninis lancetas.

MEGINIO KIEKIS
Puiki kraujo tékme.

AUKSTA KOKYBE
Sukietintas chirurginis plienas.

MINIMALUS DISKOMFORTAS
Modernus asimetrigkas dizainas.

STERILUS
Sterilizuotas gama spinduiiais pagal
EN 556 ir EN 1SO 11137.

nio kraujo
#E2

350213

Pakuote:

Pirmine pakuote: 200 wnt
Antrine pakuote: 10000 vnt.
Pervezimo pakuote: 40000 wnt.
Paleté: 720000 wnt

PerveZimo pakuote

Palete




