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Attn. Audrius Matuzevigius, MD, Ph.D. § — TR
Director
Avieciu 16
LT — 08418 Vilnius
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 Lithuanla 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 mest all
sarvice' requirements resulting from the distribution agreement entered into
between BECTON DICKINSON AB and INTERLUX.

BECTON DICKINSON AB keeps records of all installed BD instrument base and
applicable warranty perlods 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.
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BECTON DICKINSON AB's cooperation with INTERLUX has proven excellent

market knowledge, understanding and customer centricity in the Territory of i

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 agreemant entered info 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 to 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 bétween 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 20, 2015

Best regards,

Helerra Bragd
Country General Managet, Nordic Region
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Audriui Matuzeviéiui, MD, Ph.D.
Direktoriui
Avietiy g. 16
LT - 08418 Vilnius
LIETUVA

Gerbiamas Pone:

Siuo raStu patvirtinama, kad BECTON DICKINSON AB paskyrée UAB
INTERLUX (“INTERLUX") jgaliotu BECTON DICKINSON AB viso BD produkty,
asortimento (BD Biosciences, BD Diagnostics ir BD Medical) atstovu Lietuvoje.

Kaip |galiotas BECTON DICKINSON AB atstovas Lietuvoje, INTERLUX atlieka
garantin ir pogarantinj visy BD produkty, kuriuos parduoda, aptarnavima,
Be to, INTERLUX turi kvalifikuotus serviso inZinierlus arba kita technin|
personalg, kurls atliks visas paslaugas, pagal tarp BECTON DICKINSON AB ir
INTERLUX sudaryta platinimo sutart].

BECTON DICKINSON AB veda visy idlegty BD instrumenty, ir gamintojo suteikiy
taikomy garantijy faikotarpiy registra.

BECTON DICKINSON AB yra atsakinga uZ eksporta { Baltijos $alis. MQsy
Platinimo Centras Europai {sandélys) ir Apskaitos Skyrius isikdre Belgijoje.

M0
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BECTON DICKINSON AB bendradarbiavimas su INTERLUX patikrintas ““"'&Sﬁ‘-d:
puikiomis rinkos Ziniomis, supratimu ir atstzvelgimu | klienty poreikius Lietuvole.

Kaip jgaliotas BECTON DICKINSON AB atstovas Lietuvoje, INTERLUX atitinka QB’[t@@ Gf\
visus bltinus BECTON DICKINSON AB ir INTERLUX platinimo sutarties 3%"3%{— J,
reikalavimus dél personalo mokymuy, paslaugy, logistikos ir sandéliavimo.
INTERLUX laikosi visy standartiniy veiklos procediry ir teisés akty, kad BD
pagaminti produktal medicinai saugiai ir efektyviai pasiekty galutinius vartotojus.
INTERLUX taip pat atitinka BECTON DICKINSON AB ir INTERLUX platinimo
sutarties reikalavimus del klienty konsultavimo bei kaip saugiai ir efektyviai
naudoti BD pagamintus produktus medicinal.

Sis |galioto Atstovo Lietuvoje Patvirtinimo Rastas galioja neribotg laikg ir, bet
kuriuo metu, gali biti nedelsiant atSauktas BECTON DICKINSON AB. lJis
pakeitia visus anks€iau BECTON DICKINSON AB (buvusiems) atstovams
Lietuvoje isduotus |galioto Atstovo Patvirtinimo Rastus.

Stockholm, 2015 m. gruodZio mén. 20 d.

Pagarbiai,
<PARASAS>

Helena Bragd
Generaling direktoré Siaurés reglonul
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Vertimo patvirtinimas
Ai-A%4

A8, VAIDAS VILMANTAS

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

GG,
BECTON DICKINSON AB, [GALIOTO PLATINTOJO LIETUVOJE PATVIRTINIMO 54 3
LAISKAS, 2015-12-20 Re.

(vertimo pavadinimas)

i§ Angly kalbos dokumento

BECTON DICKINSON AB, AUTHORIZED DISTRIBUTOR ACKNOWLEDGEMENT LETTER
FOR LITHUANIA, 20-12-2015

{originalaus dokumento pavadinimas)

pagal savo Zinias ir jsitikinimus.

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

A3 esu uZtikrintas, kad Lietuviy kalbos vertimas atitinka originaly dokumenta.

W~
VILNIUS, LIETUVA 2016-01-04

(Victa/data) (parafias)
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bsi.
Certificate

Full Quality Assurance

No. CE 01141

Issued o

Becton Dickinson Infusion Therapy AB
Gisebiicksviigen 36

PO Box 631

SE-251 06 Helsingborg

Swedan

7

"{A“"qa ?‘J
Mo
In respect oft

The design, development and manufacture of Sterife Intravenous Catheters and Fluid
Administration Devices

an the hasis of our examination under the requirements of Councll Directive 93/42/EEC, Annex [, Sectlon 3.2.
For and on behalf of BSI, a Notified Body for the above Directive-(Notified Body Numbsar 0086);

=

Gary Fenton, Global Assurance Director

First Issued: 11 Jun 1996 Datar 8 Jan 2014
Expirstion Date: § Jan 2019
Page: 1of 1

Conditions of Approval

Valliity of this certificate is condifonsl on the uality system belng malntalned to the requirements of the Directive,
“This approval excludes all products designed andfor manufactured by a third party on behalf of the company named
on this certificate, unless spedfically agreed with BSI

.making excellence a habit”

tnformation and Contack 851, Kitsmark Cours, Davy Avehug, Knowlhill Milton Keynes MKS 8PP, Tel +44 {G]El;ﬁ 080 9000
BS1 Assurance UK Limitey, regisieced in England widac nutaber 705371 at 389 Chiswick High Road, London W 4AL 8K A tnember ol the 85! Group of Compianies.
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bsi.

Sertifikatas
VisiSkas kokybés uztikrinimas

Numeris: CE 01141

TSleista:
Becton Dickinson Infusion Therapy AB
Gasebacksvagen 36

PO Box 631
SE-251 06 Helsinghorg AL d

Svedija & 5? 4

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

remiantis miisy, pagal Tarybos Direktyvos 93/42/EEC, II Priedo, 3,2 skyriaus reikalavimus, atliktu tyrimu.
Jis buvo atliktas Britanijos standarty instituto, kuris yra auk¥¢iau paminétos direktyvos, notifikuotoji jstaiga
(notifikuotos jstaigos numeris 0086):

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.

Puslapis 1 i§ 1

Patvirtinimo sqlygos

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

§is sertifikatas netaikomas visiems produktams sukurtiems ir/arba pagamintiems tfretiosios 3alies kompanijos minimos $iame
sertifikate uZsakymu, nebent sutarta kitaip su Britanijos standarty institutu,

... making excellence a habit,™

Informacija ir kontaktai: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Telefonas: +44 (0845 080 8000. BSI Assurance UK Limited,
registruota Anglijoje pagal numeri 7805321, ir csanti 389 Chiswick High Road, London W4 4AL UK. BSI Group of Compunies naré,
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Si.

By Royai Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 00362

Issued To: Becton, Dickinson and Company
Belliver Industrial Estate
Belliver Way
Roborough, Plymouth
PL6 7BP
United Kingdom

In respect of:

The manufacture of sterile blood collection needles and syrlnges with
pre-attached needles, to be used for the collection of blood for in
vitro diagnostic examination. Tt

on the basls of our examination of the quality assurance system under the requirements of Counctl Directlve
93/42/EEC, Annex V. The quality assurance system meets the requlrements of thie directtve.r.For the placlng on the
market of class I1b and class III products an Annex III certificate is requlred“ 2

For and on behalf of BSI, a Notified Body for the above Directive (Nd!ilﬂeﬂ Bod\if Number 0085 : g E

ﬁm%c,(

Pietro Foschi ~ Strategic Delivery Director

First Issued: 22 December 1994 Date: 18 December 2014 Expiry Date: 21 December 2019

making excellence a habit”
Pagelof 1

Validity of this certificate is conditional an the quality system teing malntained to the requirements of the Directive as demonstrated through the required
survelllance activities of the Notified Bady, This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with 851,

This certificate was issued eleclromically and is bound by the conditions of the contract,

Information and Confact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: + 44 845 080 8000
BSI Assurarice UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A meraber of BSI Group of Companies.
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Injection Systems

Needles and Syringes

BD Large Size Syringes

» Leak-tight (ensuring a secure connec-
tion on BD Luer-Lok™ syringes)

e Gradual and controlled movement of
plunger

¢ Needle hub or extension line can be
safely locked on the syringe

+ Designed for accuracy and safety of
use: transparent body

« Eccentric tip atlows for low angle admi-
nistration and aspiration: reduces dead
space when using large capacity syringe

e Catheter tip: permis attachment of a
probe or other tubing

100 mi syringe: catheter tip with
potential to change into luer tip via an
adapter

I Piasupakm 20, 30 and 100 i syrlnge '

20.ml Luer Sl|p

20 md Luer-Lok™
30 mi Luer Slip
30 ml Luer-Lok™

100 mi Catheter Tip with luer slip adapter ~

» 50 ml amber syringe for guaranteed
protection of photosensitive drugs:
stops 90% of light rays at 400 nm UV
wave length

Luer lock syringes are particularly suita-
ble for automatic infusion equipment:
syringe-drivers, pumps, etc,

They have been approved for use by
leading brands of syringe-drivers

Sterilization method for

~ REF 305501 is Ethylene Oxide

~ REF 305502 i5 Radiation

o Single, sterile use

¢ Does not contain natural rubber latex
¢ CE marked

« Not autoclavable

“eceentdc L s

concentric

¢ eccentric.
concentric
éoﬁcentrlc

BD Plastipak“" 20 ml syringe wh.h BD Mlcro[anc&m needle packed aside

20 mi Luer Slip 246,

50 mi 8D Perfusion Luer- Lok™™ -

50 mi BD Plastipak™ Luer-Lok™

50 ml BD Plastipak™ Luer:Shp

50 mi BD Plastipak™

BD Perfusion 50 mi syringe, opaque
50.mi BD Perfusion Luer-Lok™, amber
50 mi BD Plastipak™ Luer-Lok™, amber

BD Plast;pak‘“ and BD Per&xsion 50 m] syringe -

TAaml

e

1 ;n!‘

1 lml

P -‘-:27]:I"l| —

1 CDﬂCEl’ImC ‘ SAEE “ ﬁ,‘li Lt d
concentric 1ml
: eccentric e L |
catheter lip 1mi
" concentric

concentric

BD Perfuslon 50 ml Syringa with mounted needle

50 mi BD. Perfusion Liter- Lok™ ?4 G-

BD Perfusion 50 ml Syr]nge with mounted needle, opaque
G

50 ml-BD Perfusion
Luer- Lok™, amber

300 .t

o IR B T LR

L.

.‘Si'ﬁgp!ng JGase'

1207480

120/ 480

607240

607240
25750

507100

6_0}'240
60/240
60/240

" 50/100

- 50/100

300613

300629
301231
301229

300605

300137
300865

300866

300867

300139/} '{ﬁ J

300869

300136

300138
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Injekcijos sistemos

Adatos ir svirkstai

D Dideles talpos svirkstai

o Apsauga nuo pratekéjimo (uztikrinanti saugy e 50 ml gintarinis Svirk3tas,

BD Luer-Lok™ $virkSty sujungima; uitikrinantis Sviesal jautriy
¢ Graduotas ir kontroliuojamas stimuoklio medikamenty apsaugg: sulaiko 90%
judéjimas; UV bangos ilgio Sviesos spinduliy;
e Adatos mova ar prailginimo vamzdelis gali o Luer tipo sriegio $virkstal yra ypad
biitl saugiai prijungiami prie Svirk3to; tinkaml automatinei ladinimo
e Sukonstruoti taip, kad biity tikslis ir saugls frangai: Svirksty suspaustuvams,
naudoti: permatomas pagrindas; siurbliams, kt, Jie buvo patvirtinti
» Svirkito galiukas, esantls ne centre, leidZia pirmaujantly $virkSty suspaustuvy
ma¥o kampo suleldima ar prisiurbimg; gamintojy;
naudojant didelés talpos 3virk3tus e Sterilinimo metodas:
sumazinamas neprieinamas tiris; - Prod. nr. 305501 etileno
. Sz':l?:s:;ugs?llukas. leldtla prijungt! zonda ar _ t;l:sﬁu';r' —_— « Sterilds, vienkartinio naudojimo;
« 100 ml ¥virkstui bidingas kateterio galiukas, jonlzuojandia spinduliuote.  * Sudétyje neturi gamtinio kautiuko
kur} galima pakelsti ] Luer tipo srieg] per lat?kso; _—
adapter]. » Pazenklinti CE Zenkly;

® Neautoklavucjami

Laikvmo dezé/ - Produkto numerl
ransportavlmc v
-pakuote:-

- N2 A ey i

Charakteristlkus _'_ i '.‘:G'El.iiti!{zis'_‘“'_" T 'Sk‘éiésfgcd.da'\'}'l‘.iﬁés'

BD Plastipakmzﬂ, 30ir 100 ml §vlrk§ta|' o - _ ) ) S
* 20 dluekpraslystantis © . negentrer Ll T Tmll v 120/480 0 s BO01 e,

- 20ml Luer—Lok"M ... centre . Am 120/ 480 .. 300629
- 30:miLuér praslystantis. T negentre . iamliio s Y [T e G 1 T
30 m Luer-Lok™ 3 __centre o imb o 60/240"; o
L 100 mi? ‘kateterlo: gallekas su R W _5:'.“-;'- centre Wiy B B it 25! 50
Luerpraslvstanﬁiuadapter!u SR ek oot et B s SR R T ; St
: rakteristnkos ) Dydls .;!l’éléfi(Mni);::: ST igisdcolials) L Skale's 4 Laikvmodeié/
R i LR '-‘,'. A TR A gradavlmas * Transportavimo.
R S AR S AR s g - pakuoté.

BD PlastlpakTM 20 m[iulrkitassu atsklral supakuota BD Microlancemadata I I
20miluer: S 2BGT S L M0 j‘s, 11/2" AR Rl e -_-5,0.}_240
praslydimotkpo S R N T T s A AT e e s

La!kyrno déiel k)
‘ ,Transportavlmo ) i
"7 pakuoté

. cha rakteristikds e 'Sis:qléé,tgéaa?\;l’mé.'s

BD Plastipak“"‘ ir BD Perfuslon 50 ml §vlrk§tat ) o
50"m);BD: Perfusion Lugr-Lok™ 0 centre chale et e

50 ml BD Plastipak™ Luer-Lok™  centre _iml o 60/240 . 300865
50 mIBD Plastipak™ LuerSlip - eicentre o miT T 160 42400 086¢
50 ml BD Plastipak™ kateterio galiukas 1ml 60 / 240

BD Perfusion 50 ml Svirkitai, matiniai . T ‘ .
* 50.m)’BD-Perfusion: Luer-Lok™, gintarinls | ‘é;gnti'g e i s e s0 005 e
50 ml BD Plastipak™ Luer-Lok™, gintarinls centre iml 60 / 240

: charéktert%ﬁkoﬁs U bydls gt U lgisdeitals) 0 Skales e Lalkymodérey
SRR Sy g el B D L RO R R e S sradavlmas AN Tfa“"*"’m"‘m"
R bt PR i -pakuotg.

BD Parfusion 50 mt §wrk§tas su prlmontuota adata R e . .
50 il BD: Perfusibn: - ue :-..30 e 11/4" S o e R
Lueplok™ o e % T L e A R R e A T

BD Perfusmn 50 ml §vlrkstassu pnmontuota adata; matims R , . ‘ e
2 OmIBDPerfus:on : 1!‘} G A0 S 1'1'/‘ s S ] O 0. 4100
] -Lok‘N,gintarlms AL A A S ENT LTINS e W




