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1. General Information

1.1 Intended use
BD Connecta™ Stopcock with extension tube is designed to supply the blood system with
fluids or medication coming from one or two different sources via an IV cannula or extension
tube. The product can also be used in different combinations in several applications of
nutrition administration.

BD Connecta™ Stopcock with Low Volume Extension tube (for pediatric use) is designed to
supply the blood system with fluids or medication from one or two different sources via an IV
cannula or an extension tube. Alternatively, one of the connections can be used for injections
or sampling. The product can also be used in various combinations for several nutrition
administration applications.

BD Connecta™ Stopcock with Low Volume Extension is suitable for applications where a
stopcock is preferably placed at some distance from the insertion site.

1.2 General description
BD Connecta™ Stopcock with extension tube has a transparent housing with a white or blue

tap. The housing has two female Luer-lock fittings with white plugs, and one fitting to which
an extension line or a low volume extension tube is assembled. The luer cone at the end of
the extension line is protected by a white protection cap. The rotating tap has closed and
open position indicators when snap turned (ON-OFF). The rotating tap shows which ports are
open. The tap rotation is 360°.
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BD
Catalog BD Product Description TUb?CII‘:;'gth Tap color
Number
394995 CONNECTA PLUS3 10CM WHITE 10 White
394997 CONNECTA PLUS3 10CM BLUE 10 Blue
394926 CONNECTA WHT 360DEG TB 25CM 25 White
394951 CONNECTA WHT 360DEG TB 50CM 50 White
394961 CONNECTA WHT 360DEG TB 100 CM 100 White
394982 CONNECTA WHT 360DEG LOW VOLUME TB 15CM 15 White
394983 CONNECTA WHT 360DEG LOW VOLUME TB 30CM 30 White
Please check BD catalog number availability in your country.
Further features: N/A
1.3 Certification
CE Certificate - q
BD BD Legal Manufacturer Number B?J:‘:::'::?:g:giﬁ')te EC
Catalog and o ) {\nd and Rgprese_ntative
Number ISO 13485 Certification Not!fled Body ISO 13485 Certification (if applicable)
Brief Name
394995 Address: CE certified with Address:
394997 Becton Dickinson Infusion BSI (2797) Becton Dickinson Infusion
394926 Therapy AB Certificate No.: Therapy systems Inc. S.A.
394951 Florettgatan 29C CE 597884 de C.V.
394961 PO Box 631 Periferico Luis Donaldo
394982 SE-251 06 Helsingborg Colosio #579 N/A
394983 Sweden Nogales, Sonora
C.P. 84048
ISO 13485 Certificate No.: Mexico
MD 597883
ISO 13485 Certificate
No: FM 673986
1.4 Materials
Component Material
Housing Polycarbonate
Tap Polyethylene
Tube Polyvinylchloride
Nut Polycarbonate
Plug Polypropylene
Protection cap Polyethylene
Master batch white
Silicone liquid Polydimethylsiloxane
Peg Polyethylene
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1.5 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 Based on our ongoing data collection efforts and/or information received from our
suppliers as per 13 March 2019, BD has not identified any
. Bis(2-ethylhexyl) phthalate (DEHP) (CAS# 117-81-7),
Dibutyl phthalate (DBP) (CAS# 84-74-2),
Benzyl butyl phthalate (BBP) (CAS# 85:68-7),
Bis(2-methoxyethylj phthalate (DMEP) (CAS# 117-82-8),
Diisobutyl phthalate (DIBP) (CAS# 84-69-5),
Diisopentyl phthalate (DIPP) (CAS# 605-50-5),
Dipentyl phthalate (DPP) (CAS# 131-18-0),
Di-n-hexyl phthalate (DnHP) (CAS# 84-75-3), or
N-pentyl-isopentylphthalate (CAS# 776297-69-9)
in the articles and packaging with the product numbers as referenced above, in an
individual concentration above 0.1% weight by weight (w/w). Furthermore, these
products are not designed to contain any phthalates.

Latex Based on our ongoing data collection efforts and/or information received from our
suppliers as per 02 February 2019, the articles with the product numbers above are not
formulated with natural rubber latex.

Bisphenol A Based on our ongoing data collection efforts and/or information received from our
suppliers as per 13 March 2019, BD has not identified any

e 4,4'-isopropylidenediphenol (BPA) (CAS# 80-05-7)
in the articles and packaging with the product numbers as referenced above, in an
individual concentration above 0.1% weight by weight (w/w).
There are polycarbonate components in these products. Bisphenol A (BPA), CAS# 80-
05-7, is an organic compound that is a chemical building block for polycarbonate.
Based on information from our suppliers and BD test results, the BPA level is less than
0.1% wt/wt «1000 ppm). These levels are below a de minimis concentration with no
demonstrable clinically significant exposure nor toxicity.
No labeling for California Prop 65 is needed.
No REACH SVHC declaration is required.

Substances of animal The raw materials used in the manufacture of these devices do not contain any animal
origin BSE/TSE tissue but may contain very small amounts of chemicals that are derived from animal-
derived raw materials. These products are manufactured using polymer resins which may
contain very small amounts of stearic acids and related substances derived from tallow
derivatives. Our resin suppliers have confirmed that these tallow-derived materials have
been produced with multiple cycles of conditions at least as rigorous as those specified
in Annex C.5 of EN 22442-1 and Section 6 of EMA 410/01 Rev. 3.

Therefore, these raw materials meet or exceed the requirements of EN ISO 22442-1 and
EMA 410/01 Rev. 3. Based on this information, these products are considered not to
present any risk with respect to TSE/BSE or other animal-borne diseases.

Furthermore, as recognized by MEDDEV 2.4/1, such derivative chemicals produced in
accordance with the aforementioned standards and guidelines are considered irrelevant
when determining the classification of a medical device (per MDD 93/42/EEC and EU No
722/2012).

Polyvinyl chloride (PVC) | The medical devices referenced above do contain PVC which is not formulated with any
regulated phthalates.
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1.6 REACH information
Based on our ongoing data collection efforts and/or information received from our suppliers
as per 13 March 2019, BD has not identified any chemicals in the articles and packaging of
BD Connecta™ Stopcock with extension, 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).

1.7 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.

1.8 Sterilization method
Sterilization method: Radiation (EN ISO 11137-1 “Sterilization for Healthcare products-
Radiation —Part 1: Requirements for Development, Validation and Routine Control of a
Sterilization Process for Medical Devices).

1.9 Shelf life and storage conditions
The BD Connecta™ Stopcock with extension tube shelf life has been assessed by stability
studies in order to verify the functionality, physico-chemical and microbial properties over
time.
BD Connecta™ Stopcock with extension tube have a shelf life of 3 years.

Store in a dry and warm place, not exposed to strong light.

1.10 Standards
As per extract from the Declaration of Conformity:

Harmonized Standards

EN 556-1:2001 Sterilization of Medical Devices - Requirements for Medical Devices to Be Designated
"Sterile" - Part 1: Requirements for Terminally Sterilized Medical Devices

EN 1041:2008 Information supplied by the manufacturer of medical devices

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory
purposes.

EN ISO 14971:2012 Medical devices. Application of risk management to medical devices.

EN 20594-1:1993 Conical fittings with a 6% (Luer) taper for syringes, needles and certain other medical
equipment.

EN ISO 10993-1:2009 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process

EN ISO 11607-1:2009 Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems

EN ISO 11607-2:2006 Packaging for terminally sterilized medical devices - Part 2: Validation requirements for
forming, sealing and assembly processes
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Harmonized Standards

EN ISO 11137-1:2006 Sterilization of health care products -- Radiation -- Part 1: Requirements for
development, validation and routine control of a sterilization process for medical
devices

EN ISO 11137-2:2013 Sterilization of health care products -- Radiation -- Part 2: Establishing the sterilization
dose

EN ISO 11737-1:2006 Sterilization of medical devices — Microbial methods- Part 1 : Determination of a
population of microorganisms on products

EN ISO 11737-2:2009 Sterilization of medical devices - Microbiological methods - Part 2: Tests of sterility
performed in the validation of a sterilization process

EN 980:2008 Symbols for use in the labelling of medical devices

EN 62366:2008 Medical devices. Application of usability engineering to medical devices

Non-Harmonized Standards

ISO 14644-1:1999 Cleanrooms and associated controlled environments - Part 1: Classification of air
cleanliness by particle concentration

ISO 594-2:1998 Conical fittings with 6% (Luer) taper for syringes, needles and certain other medical

equipment —Part 2: Lock Fittings

EN ISO 15223-1:2012 Medical Devices - Symbols to be used with medical device labels, labelling and
information to be supplied - Part 1: General Requirements

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.

1.11 Classification
The products have been classified in accordance with the Medical Devices Directive Annex IX
as amended. Rule 2 is applicable and the products belong to Class IIa.

1.12 GMDN code
According to ISO 15225 (Medical devices - Quality management - Medical device
nomenclature data structure), BD Connecta™ Stopcock with extension are referenced as
follows:
GMDN Code: 32172
GMDN Term: Infusion Stopcock
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1.13 Manufacturing practices

The entire manufacturing and testing processes are following the Manufacturing Practices as
specified below:

1.1
[ ]

Incoming raw materials are verified via material inspection and testing and our
suppliers are approved via our vendor management system.

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.
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.

BD operates a system of internal and external audits to maintain compliance.

BD confirms that it will continue to adhere to relevant international standards in
designing and manufacturing its products.

4 Other information

(Material) Safety Data Sheets are not required for this product.

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.

Good Manufacturing Practices as defined by the FDA Pharmaceutical is not applicable
for Medical Devices.

2. Packaging
2.1 Packaging configuration
BD Primary Shelf Box Shipping IFU Insert
Catalog BD Product Description Packaging (Qty) Case N/A / Yes /
Number (Qty) Y (Qty) No*
394995 CONNECTA PLUS3 10CM WHITE 1 50 250 Yes
394997 CONNECTA PLUS3 10CM BLUE 1 50 250 Yes
394926 Sy CCTA WHT 360DEG T8 1 20 100 Yes
394951 (5:(())c|:\l|\|/\|lECTA WHT 360DEG TB 1 20 100 Yes
CONNECTA WHT 360DEG TB
394961 100 CM 1 20 100 Yes
CONNECTA WHT 360DEG LOW
394982 VOLUME TB 15CM 1 50 250 Yes
CONNECTA WHT 360DEG LOW
394983 VOLUME TB 30CM 1 50 250 Yes

*”"No”: IFU may be available but not as an insert.
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2.2 Packaging material

Component Material
Unit Pack Plastic film and medical grade paper
Shelf Box Cardboard
Shipping Case Cardboard
IFU Paper

2.3 Examples of labeling
Labels: According to European Medical Device directive, labels are multilingual.

Primary Packaging Label (Top Web) extracted from document HO570 related to reference
394995:

'€ BD Connecta™ 10 cm 360°_J h

BD Luer-Lok™

C€.o
@ [STERILE] R]

2
[REF|394995 P& 13

(01} 003 82903949953
ey Y- M- DD
2 YYYY-MM-DD
a1 234567

@) |

| bd comisymibols-glossary = Vﬂ
sl Becton Dickinson Infusion Therapy AB = N
SE-251 06 Helsingborg, Sweden o
Product of Mexico. bd.com HO570-04 j'
1 - .
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Shelf Box extracted from document F1922 related to reference 394995
& BD Connecta” \—I
BTICE & BD Connecta” ©BD Connecta .
T
L J
DO

Shelf label extracted from document D16662 related to reference 394995

Ref 394995 BD Luer-Lok™

Sterile[R
BD Connecta™

Product of Mexico
o ACAenato B Mekcuke
10 cm @;«@é 362}BMFOTOBﬂeHO B Mekcuui
[ 11076/2011 |
5 0 @' 16.08.2013 |

PY Ne ®C3 2008/03250 ot 31.12.2010

(17)YYMMO0(10) Y JJJSSS(30)50

(01)30382903949954
o YYYY-MM ] YYYY-MM [LOT] YJJJSSS
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Shipping Case extracted from document F3742 related to reference 394995:

& BD Connecta” & BD Connecta”

| R I

| &BDConnecta” ! | ©BDConnecta” !

| r o | r o

: ; sdm | ;

i m@czqu ) i ! :/;iliT i cm@ceWL ] i

Case Label extracted from document D16663 related to reference 394995:

Ref 394995

BD Connecta 'M

BD Luer-Lok™

Product of Mexico
Caenano B Mekcuke
BuroroeneHo 8 Mekcuui

11076/2011

250 @' 16.08.2013

PY Ne ®C3 2008/03250 or 31.12.2010

((17)YYMMOO(10)YJJJS S $(30)0250

(01)50382903949958
2 YYYY-MM ] YYYY-MM

CP

YJJJSSS

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.



&2 BD

Form

Document Number: V200QARA-SWI-01-A

TITLE: Technical Data Sheet
10

Revision Level: 01
Page 10 of

IFU insert extracted from document D16535 related to reference 394995:

& BD Connecta”

T
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REVISION

CHANGE SUMMARY

01

Initial release according to new template

02

Product picture added. Correction of Product description for 394983 and
additional information added for Low Volume Extension tube.
Updated label extracts.
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