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1. General Information
1.1 Intended use

1.1.1 Intended purpose

The BD Extension line is a single use device that attaches to the intravascular catheter to

provide extra length and functionality during infusion therapy.

1.1.2 Intended User

The BD Extension line is intended to be used by healthcare personnel who have trained

infusion technique.

1.2 General Medical Devices description

The BD Extension line is a combination of luer connector, tubing, three-way stopcocks and
protect cap intended to establish an extension of tubing where the standard length of the
tubing in an administration set is insufficient. This device is a single-use device.
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Figure 1: BD Extension Line L-303/10 & L-303/100 & L-303/150
BD Set Priming Blue e
BD Product Bore Female Male Lipid
Catalog P Length | Volume Stopcock ;
Number Description (cm) (ml) (mm) Handle(s) Luer (s) | Luer (s) | Resistant
3-way
L-303/10 | stopcock with 15 1.06 3 1 1 1 Yes
extension line
3-way
L-303/100 | stopcock with 105 7.42 3 1 1 1 Yes
extension line
3-way
L-303/150 | stopcock with 155 11 3 1 1 1 Yes
extension line
Note: Please check BD catalog number availability in your country.

The BD Product Description can slightly differ from the Declaration of Conformity; please always refer to the
BD Catalog Number.

Further features:

N/A
1.3 Certification
BD Manufacturing
BD Legal CE Certificate Site EC
BD Manufacturer Number (Country of Representativ
Catalog and And Origin)
Number ISO 13485 Notified Body and (if 2 ﬁcable)
Certification Brief Name ISO 13485 PP
Certification
Address:
No. 88, Tianheng Road,
Gaoqing
Address: .
Zibo Qiaosend Medical Notified Body - ;?ll;?]tgo’is?rggizlcbeo’ MedNet EC-REP
L-303/10 Articles Co., Ltd. TUV Sud (0123) People’s ?epublic of’ GmbH
L-303/100 China Borkstrasse 10,
L-303/150 Certificate No.: 48163 Muenster,

ISO 13485 Certificate
No.: Q5 114010 0001

G1 088861 0008

Country of Origin:
China

ISO 13485 Certificate
No.: Q5 114010 0001

Germany
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1.4 UDI-DI
The UDI-DI is:
SKU.No Primary DI: Package Level 2 DI: Package Level 3 DI:
L-303/10 08428820017572 08428820005135 None
L-303/100 08428820017565 08428820018241 None
L-303/150 08428820017558 08428820003070 None

1.5 Eudamed Registration
e Manufacturer Single Registration Number (SRN): CN-MF-000016056

e EU Authorised Representative Single Registration Number (SRN): DE-AR-000000002

1.6

Person Responsible for Requlatory Compliance

The information about the Person Responsible for Regulatory Compliance (PRRC) can be found
on Eudamed website:

1.7

https://ec.europa.eu/tools/eudamed/#/screen/home

Materials

= % o =)

® ® ® ®

L-303/XXX:

Figure 4: Components of BD Extension Line
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3-way stopcock

Luer Lock

Protective cap

N|h|WIN |-

Tubing

This document is BECTON DICKINSON property and cannot be reproduced or disclosed to any third party other
than listed distribution list without BECTON DICKINSON written authorization.
The content of this document may be subject to change without notice.



https://ec.europa.eu/tools/eudamed/#/screen/home

&BD

Form
Document Number: V200QARA-SWI-01-A Revision Level: 03
TITLE: Technical Data Sheet Page 4 of 10

1.8 Materials of concern
Materials of concern are chemicals or substances that have been identified as having the
potential to cause long term effects on humans or the environment.

Material Comment
Phthalates *Pending
Latex *Pending
Medicinal substance *Pending
Human blood derivatives *Pending
Non-viable materials of animal origin *Pending

1.9 REACH information
Based on BD’s ongoing data collection efforts and/or information received from BD's suppliers,
BD has not identified any chemicals in the articles and packaging of L-303/XXX references
(BD Extension Line for Single Use), in an individual concentration above 0.1% weight by
weight (w/w), which have been listed as SVHC and included in the "Candidate List" published
by the European Chemical Agency (ECHA) on 27 June 2018 according to Art. 59 (1.10) of the
Regulation (EC) N° 1907/2006 (REACH).).

1.10 Biocompatibility
BD Medical products comply with the requirements of the standard for toxicity, pyrogenicity

and biocompatibility of medical devices, ISO 10993 series - Biological Evaluation of Medical
Devices.

1.11 Sterilization method
Ethylene Oxide Sterilization

1.12 Shelf life and storage conditions
The BD Extension line shelf life has been assessed by stability studies in order to verify the
functionality, physico-chemical and microbial properties over time.
BD Extension line following references has a shelf life of 48 months.

BD recommends storing in a dry and warm place, not exposed to strong light.
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1.13 Standards
As per extract from the Declaration of Conformity (Declaration of conformity to council
directive 93/42/EEC concerning medical devices : QSZC03-03E-001-1) linked to CE certificate
number G1 088861 0008:

The company procedures/standards listed below define the process for performance and
safety verification and validation for BD Pressure Rated Extension Sets:

Standards Reference Content
) Medical devices — Symbols to be used with information to be supplied by
EN ISO 15223-1 2021 the manufacturer — Part 1: General requirements
EN ISO 14971 2019 Medical devices - Application of risk management to medical devices
) Biological evaluation of medical devices - Part 4: Selection of tests for
EN ISO 10993-4 2017 interactions with blood (ISO 10993-4:2017)
EN ISO 10993-5 2009 Biological evaluation of medical devices - Part 5: Tests for in vitro

cytotoxicity(ISO 10993-5:2009)

EN ISO 10993-7

2008/A1:2022

Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization
residuals - Amendment 1: Applicability of allowable limits for neonates and
infants (ISO 10993-7:2008/A md 1:2019)

EN ISO 10993-10

2013

Biological evaluation of medical devices - Part 10: Tests for irritation and
skin sensitization (ISO 10993-10:2010)

EN ISO 10993-11

2018

Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
(ISO 10993-11:2017)

EN ISO 11135

2014/A1:2019

Sterilization of health-care products - Ethylene oxide - Requirements for the
development, validation and routine control of a sterilization process for
medical devices - Amendment 1: Revision of Annex E, Single batch release
(ISO 11135:2014/Amd 1:2018)

Packaging for terminally sterilized medical devices - Part 1: Requirements

EN ISO 11607-1 2020 for materials, sterile barrier systems and packaging systems (ISO 11607-
1:2019)
Packaging for terminally sterilized medical devices - Part 2: Validation

EN ISO 11607-2 2020 requirements for forming, sealing and assembly processes (ISO 11607-
2:2019)

EN ISO 13485 2016 gluerilcf:é devices-Quality management systems- Requirements for regulatory

} Infusion equipment for medical use - Part 4: Infusion sets for single use,
EN 1SO 8536-4 2020 gravity feed (ISO 8536-4:2019)
EN ISO 8536-9 2015 Infusion equipment for medical use - Part 9: Fluid lines for single use with

pressure infusion equipment (ISO 8536-9:2015)

Note:

The above standards reflect the status at the time of drafting this document. More information
or updates are available on request in the Declaration of Conformity.

1.14 Classification

EC Product Class Ila in accordance with Council Directive 93/42/EEC, Annex IX, Rule 2.
The Extension Sets are EC Product Class IIa medical devices under EC Product Classification

Rule 2.
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1.15 Medical Device Nomenclature
According to “EC Technical Document-Post-market Clinical Follow-up Plan Of Extension lines
for Single Use” extracted from Document No: QSZC03-03E-016-10, BD Pressure Rated
Extension Sets is referenced as follows:

EMDN code: L-303/10 & L-303/100 & L-303/150
EMDN Term: A030201

GMDN code: L-303/10 & L-303/100 & L-303/150
GMDN Term: N/A

1.16 Manufacturing practices
The entire manufacturing and testing processes are following the Manufacturing Practices as
specified below:
e Incoming raw materials are verified via material inspection and testing and our
suppliers are approved via our vendor management system.
e In addition to the automatic on-line inspections, in-process inspections are performed
in addition to final product testing to ensure compliance with approved specifications.
e The manufacturing and testing details of each batch of product are recorded on a batch
record which is retained in accordance with our document control procedures.
e BD operates a system of internal and external audits to maintain compliance.
e BD confirms that it will continue to adhere to relevant international standards in
designing and manufacturing its products.
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1.17 Other information

e (Material) Safety Data Sheets are not required for this product.
e Certificate of Food Contact (Commission Regulation EU 1183/2012 on "plastic
materials and articles intended for contact with food" and Directive 2002/72/CE (as
amended) “relating to plastic materials and articles intended to come into contact with
foodstuffs”) is not required as BD products are used for general purpose injection and
aspiration of fluids from vials, ampoules and parts of the body below the surface of

the skin.

e Good Manufacturing Practices as defined by the FDA Pharmaceutical is not applicable

for Medical Devices.

2. Packaging

2.1 Packaging configuration
. .. IFU
BD Primary ::(:t SHIEEIE Insert
Catalog BD Product Description Packaging 9 N/A / Yes
(Qty Case
Number (Qty) /
) | (Qty) o
L-303/XXX ﬁl;\(/avay stopcock with extension 1 1 200 Yes
*”"No”: IFU may be available but not as an insert.
2.2 Packaging material
Component Material
Unit Pack Dialyzing Paper + Blister film
Shipper box Carton
IFU Paper
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2.3 Examples of labeling
Labels: According to European Medical Device directive, labels are multilingual.

Labels extracted from QSZC03-03A-906-02 Rev.A/0:

(&) EXTENSION SET
(3 YITBMKATEN g

(&) PRODLUZOVAC SOUPRAVA L
@ FORLENGERSET REF {R?F]
Q VERLANGERUNGSLEITUNG = s
};{ ® @ (d) TET EMEKTATHE DHOG/DHD f 09
(s} ALARGADERA
(&) PIKENDUSLIN R IDFS ] Ll
(1) JATKOLETKU DRSG/DkE0 0] 3
(t) PROLONGATEUR
= E[ﬂ ) HOSSZABBIT SZERELEK ek | 10| 1%
S 2bar () PROLUNGA DHENG DHE) | 1

9
(©) PALLGININO SISTEMA
@ PacaRIASANAS KoweLEkTs | DPAVGIDHN 20 |

>
>
£
>
Cl
>
C€ |2 smemmim UGG |y |y g
STERILE (i) EXTENSIESET :
0123 ) FORLENGELSESSETT DSNGIORSNE | x5 | g
aal Zit Qiaosend Medical Art .:— } @ ZESTAW PRZED‘LUEMAC'I’ 13035 6
&) CONJUNTO DE EXTENSAO DRIIGIDENG | g | 4y o
(c) PRELUNGITOR 10380 w
() KOMMAEKT YHHKTENEN =
) PREDLZOVACIA SUPRAVA fi%w”m | 3
(s) PODALJSEK ZA INFUZLJO FTEYTII e
&) FORLANGNINGSAGGREGAT V) L/ T -
® uzaTiA SETI —
® EE¥1-7 WIS 0 | o
@ Exiin

QSECO03A- 11810 Rev. A

9 YILMKATEN R A
<) PRODLUZOVAC SOUPRAVA Fon g
(&) FORLENGERSET REF &R
& VERLINGERUNGSLEITUNG =
% ® @ @ LETENEKTATHE DHOGIDHD 0] 0
(5) ALARGADERA
() PIKENDUSLIN el 5w X
©) JATKOLETKU DG/ DI 0o 0
() PROLONGATEUR
P Em (1) HOSSZABBITO SZERELEK HUGIHD m | 18 E
S2bar () PROLUNGA DHEGIDHE0 W] 1 B |
(1) PALLGINIMO SISTENA - 0|
() PAGARINASANAS KOMPLEKTS x
& SETTBEX TAWNAL HOIGIOHIG | 0 | 449 o
(@) EXTENSIESET L0 : o
(&) FORLENGELSESSETT DRSSGIOHEYE | | g
(5) ZESTAW PRZEDLUZAJACY 130325 i 5
() CONJUNTO DE EXTENSAQ DRRIBIORNS | g | 4 >
() PRELUNGTOR ‘ 130350 . 3
(%) KONNMEKT YUHHHTENER =
) PREDLZOVACIA SUPRAVA Lngmcmnwm | 3
() PODALJSEK 24 INFUZUIO 2
© roRuinomGsaceRecHT  (HERISHE) g | g 4
(i) uzATMA SETI m
@ ERF1-7 IHBGIHIG) 20 |
I@' Ek!% QSZC03-03A-115-10 Rev. A

This document is BECTON DICKINSON property and cannot be reproduced or disclosed to any third party other
than listed distribution list without BECTON DICKINSON written authorization.
The content of this document may be subject to change without notice.



Form

&,
& BD

Document Number: V200QARA-SWI-01-A

TITLE:

Technical Data Sheet

Revision Level: 03
Page 9 of 10

I
K@ ®

PSE bar E[ﬂ

dEILJ Qlaosend Medical Articles Co, Lid
Is |a‘1|1>—\ vg Foad, Gaoging County

andang Pravince

K OF CHINA

Meghet EC-REP GrbH

Borkstrasse 10,43163 Muensier, GERMARY

(&) EXTENSION SET
{9 YIBMKMTEN

~

(=) PRODLUZOVACI SOUPRAVA
() FORLENGERSET

) VERLANGERUNGSLEITUNG
(e) ZET EMEKTATHE
Q ALARGADERA
) PIKENDUSLIN
\) JATKOLETKU

(i) PROLONGATEUR

() HOSSZABBITO SZERELEK
() PROLUNGA

() PAILGININO SISTEMA

() PAGARINASANAS KOMPLEKTS
{©) SETT BIEX ITTAWWAL

(e EXTENSIESET

(t9) FORLENGELSESSETT

(@) ZESTAW PRZEDLUZAJACY
) CONJUNTO DE EXTENSAQ
() PRELUNGITOR

() KOMMAEKT YANHHHTENES
) PREDLZOVACIA SUPRAVA
(s)) PODALJSEK ZAINFUZIJO
&) FORLANGNINGSAGGREGAT
(i) UZATMASET]

@ ERFa-7

REF Eﬂ?ﬂ. E =~2

DHOG/DHO 0 0%

DsSiRs | 5 | W »
DHGLG/ DIl 0| o
DHOGIDH 100 18 §
e | W | 12 |
DRXHG! Dk20) 0 | U <
HONGIHIG | 0 | 4pg %
K ' 3
DR2S-3VG/ DR25Y6 % i

L0325 -
DRBIAVG 1 DKINYG 5
Laen | =
DHHUONG/DHOYG I
Lo 0| 18 3
DHISLOVG/ DHISMG @
LAl | e -
DR I DHAOG I
DI g |

Shipping box extracted from QSZC03-03A-906-02 Rev.A0:

mmzm-m
S 11,51 Wt SEUNY

c €0123

sy @ @ [l

ﬂzwummm al Aricles Cou Lig
ot e o G oy

300 Ziba, Shandong rove
ltoPLEds‘nEPmLK: OF Chiin

Lee o] e e rt-

e 0, 51 Masr, GERMANY

Mt s ocash o o

e remlet of DE! g gameilsces,

T DENE 1 73 pualsa choaed fatex ks Vo w Tl .
L farmulacidn dal .o.m.umumunpr.m o canazg nalura,

o dls
e e D gt e

Farmula materisla ne sad2 DEHF ri
Az aryag o

yorumun pargalan deiiil,

This document is BECTON DICKINSON property and cannot be reproduced or disclosed to any third party other
than listed distribution list without BECTON DICKINSON written authorization.
The content of this document may be subject to change without notice.



Form

Document Number: V200QARA-SWI-01-A

TITLE: Technical Data Sheet

Revision Level: 03

Page 10 of 10

REVISION

CHANGE SUMMARY
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Initial release.
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