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1. General Information

1.1 Intended purpose
Connecta™ Stopcocks are used to administer fluids or medication through one or two
different ports via an Intravenous (IV) cannula or extension tube. The ports can be used to
sample blood or for haemodynamic monitoring. When used with IV lipid nutritional products,
the stopcock device can be used for up to 24 hours.

1.2 Intended User
Intended to be used by healthcare professionals experienced in infusion therapy.

1.3 General Medical Devices description
The Connecta™ Stopcock is a stopcock with two ports and a rotating lever to control fluid

direction through the device.

The device consists of a clear housing with two ISO female luer fittings protected with a plug,
and one ISO male luer lock fitting with protective cover. The housing has a rotating tap to
control fluid flow through the device. Connecta™ Stopcock devices have a 360° "ON" directed
tap. The devices are available in a variety of colours.

The product is packaged in a Polyethylene (PE) -coated Polyamide (PA) -blister, which is
sealed with a paper lid. The products are sterilised by E-beam.
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Figure 1: Connecta™ Stopcock — 3 Way with "ON” directed tap
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. . Gravity Flow Maximum
BD . Priming | Flushing
Catalogue BD Product Description Directed ST Volume volume Rate Pre_ssyre
Number tap Lock (mL) (ml) B-port | C-port Limit
(mL) (ml) Setting
Connecta™ Stopcock - 3 Way
394600 ~ White
Connecta™ Stopcock - 3 Way | (360°) 9 : : : : (310 kPa)
394602 _ Blue
394605 (_:oli'\endecta““I Stopcock — 3 Way
Note: Please check BD catalogue number availability in your country.
The BD Product Description can slightly differ from the Declaration of Conformity; please always refer to the
BD Catalogue Number.
1.4 Certification
BD BD Legal Manufacturer CE Certificate Number BD Manufacturm_g_slte
And (Country of Origin) EC
C:tla;obgel:e ISO 13 4853 ?:: rtification Notified Body and Representative
(acronym) ISO 13485 Certification

394600, 394601,
394602, 394605

BD Switzerland Sarl
Route de Crassier 17,
Business Park Terre-
Bonne, Batiment A4,
1262 Eysins, Switzerland

CE Certified with BSI

(Notified body number
2797)

Certification number:

Becton Dickinson Infusion
Therapy Systems Inc.,

S. A. de C.V. Periferico
Luis Donaldo Colosio #579
Nogales, Sonora, C.P.

Becton Dickinson

Ireland Limited
Donore Road,
Drogheda,
Co. Louth,

MDR 745680 84048 Mexico A92 YW26, Ireland
ISO 13485:2016
Certificate No.: MD 71300 ISO 13485:2016
Certificate No.: FM 673986
1.5 UDI-DI and Basic UDI-DI
BD Catalogue Number UDI-DI Basic UDI-DI
Unit (01)00382903946006
394600 Shelf (01)30382903946007
Carton (01)50382903946001
Unit (01)00382903946013
394601 Shelf (01)30382903946014
Carton (01)50382903946018
Unit (01)00382903946020 038290DXQVBQHQY
394602 Shelf (01)30382903946021
Carton (01)50382903946025
Unit (01)00382903946051
394605 Shelf (01)30382903946052
Carton (01)50382903946056
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1.6 Materials

Component Component Raw Material
1 - Stopcock Housing Polycarbonate
2 — Lubricant Polydimethylsiloxane
3 -Tap Polyethylene (with White, Blue or Red colouring)
4 - BD Plug Polypropylene
5 - Protection Cap Polyethylene
6 — Nut Rotating Luer Lock Polycarbonate
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Figure 2: Connecta™ Stopcock — 3 Way with "ON” directed tap key functional components

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

Material Comment

DEHP/Phthalates Based on our ongoing data collection efforts and/or information received from our suppliers
as per 18 July 2024, BD has not identified any:

1,2-Benzenedicarboxylic acid, dihexyl ester (branched & linear) (CAS# 68515-50-4),
1,2-Benzendicarboxylic acid, di-C6-8-branched alkyl esters (CAS# 71888-89-6),
1,2-Benzendicarboxylic acid, di-C7-11-branched and linear alkyl esters (CAS# 68515-42-4),
1,2-Benzendicarboxylic acid, di-C6-10 alkyl esters (CAS# 68515-51-5),
1,2-Benzendicarboxylic acid, mixed decyl, hexyl, and octyl diesters (CAS# 68648-93-1),
Benzyl butyl phthalate (BBP) (CAS# 85-68-7),

Bis (2-ethylhexyl) phthalate (DEHP) (CAS# 117-81-7),

Bis (2-methoxyethyl) phthalate (DMEP) (CAS# 117-82-8),

Di-n-hexyl phthalate (DnHP) (CAS# 84-75-3),

Dibutyl phthalate (DBP) (CAS# 84-74-2),

Diisobutyl phthalate (DIBP) (CAS# 84-69-5),

Diisopentyl phthalate (DIPP) (CAS# 605-50-5),

Dipentyl phthalate (DPP) (CAS# 131-18-0),

N-pentyl-isopentyl phthalate (CAS# 776297-69-9), or

Dicyclohexyl phthalate (DCHP) (CAS# 84-61-7

in the articles and packaging with the product numbers as referenced above, in an individual
concentration above 0.1% (w/w).
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Material Comment
Latex Based on our ongoing data collection efforts and/or information received from our suppliers
as per 18 July 2024, natural rubber latex and latex are not part of the material formulation
for the articles with the product nhumbers referenced abo
Bisphenol A Based on our ongoing data collection efforts and/or information received from our suppliers

as per 18 July 2024, BD has not identified any

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% w/w
(<1000 ppm). These levels are below a de minimis concentration with no demonstrable
clinically significant exposure nor toxicity. No labelling for California Prop 65 is needed. No
REACH SVHC declaration is required.

Substances of animal
origin BSE/TSE

The raw materials used in the manufacture of these devices do not contain any animal 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 acid and related substances derived from tallow derivatives. Our
resin suppliers have confirmed that these chemicals have been produced with multiple cycles
of conditions at least as rigorous as those specified in Annex C.5 of EN ISO 22442-1:2020
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, 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, euMDR 2017/745 Annex VIII, and EU No 722/2012).

Blood Derivatives

The medical devices referenced above have not been designed nor intentionally
manufactured with human or animal blood or blood derivatives, and thus EU Directive
2002/98/EC is out of scope.

Polyvinyl chloride (PVC)

The medical devices and packaging referenced above have not been designed nor
intentionally manufactured with any additives or raw materials that contain PVC. No PVC is
intentionally added to these medical devices.

Class 1A and 1B
Carcinogenic,
Mutagenic and
Reprotoxic (CMR) &
Endocrine-Disrupting
(ED) Substances

BD has been collecting data on Class 1A and Class 1B Carcinogenic, Mutagenic and
Reprotoxic (CMR) & Endocrine-disrupting (ED) chemicals to meet Medical Device Regulations
(MDR) 2017/745 and 2017/746. Based on the information received from our suppliers as
per 18 July 2024, we have not been made aware of any Class 1A or Class 1B CMR, or ED
substances in the components that are invasive, (re)administer medicines, body liquids or
other substances, including gases, to/from the body at concentrations greater than 0.1%
w/w. This includes ED substances covered by Article 5(3) of Regulation EU 528/2012.

1.8

REACH information

Based on our ongoing data collection efforts and/or information received from our suppliers
as per 18 July 2024, BD has not identified any chemicals in the articles and packaging with
the product numbers as referenced above, 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 14 June 2023 according to Art. 59
(1,10) of the Regulation (EC) No. 1907/2006 (REACH).
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1.9

Biocompatibility

BD Medical products comply with the requirements of the standard for toxicity, pyrogenicity
and biocompatibility of medical devices, ISO 10993-1 Biological Evaluation of Medical Devices
- Part 1: Evaluation and Testing.

1.10 Sterilisation method
Connecta™ Stopcocks are placed on the market in sterile form.
Sterilisation method: E-beam radiation. Do not re-sterilise.

1.11

Shelf life and storage conditions

Connecta™ Stopcocks shelf life has been assessed by stability studies in order to verify the
functionality, physico-chemical and microbial properties over time.

Based on the test results of the real-time aging and accelerated aging test reports, Connecta™
Stopcocks stability and shelf-life of 3 years are conformed.

1.12
As per Technical File:

Applied Standards

Standard reference number

Title

Quality Standards

EN ISO 13485:2016

Medical devices - Quality management Systems - Requirements for Regulatory
purposes

Risk Management Standards

EN ISO 14971:2019+A11: 2021

Medical Device - Application of risk management to Medical Devices

Biocompatibility Standards

EN ISO 10993-1:2009/AC:2010
(ISO 10993-1:2018, Corrected
Version 10/2018)

Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process

EN ISO 10993-2:2006
(ISO 10993-2:2006)

Biological evaluation of medical devices — Part 2: Animal welfare requirements

EN ISO 10993-3:2014
(ISO 10993-3:2014)

Biological evaluation of medical devices -
carcinogenicity and reproductive toxicity

Part 3: Tests for genotoxicity,

EN ISO 10993-4:2017
(ISO 10993-4:2017)

Biological evaluation of medical devices — Part 4: Selection of tests for interactions
with blood

EN ISO 10993-5:2009
(ISO 10993-5:2009)

Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity

EN ISO 10993-6:2016
(ISO 10993-6:2016)

Biological evaluation of medical devices — Part 6: Tests for local effects after
implantation

EN ISO 10993-7:2008/AC:2009
(ISO 10993-7:2008/ COR
1:2009/AM 1:2019)

Biological Evaluation of Medical Devices — Part 7: Ethylene oxide sterilisation
residuals

EN ISO 10993-9:2009
(ISO 10993-9:2019)

Biological evaluation of medical devices — Part 9: Framework for identification and
quantification of potential degradation products

EN ISO 10993-10:2013
(ISO 10993-10:2010)

Biological evaluation of medical devices — Part 10: Tests for irritation and skin
sensitisation

EN ISO 10993-11:2018
(ISO 10993-11:2017)

Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

EN ISO 10993-12:2012
(ISO 10993-12:2012)

Biological evaluation of medical devices — Part 12: Sample preparation and reference
materials
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Standard reference number

Title

EN ISO 10993-13:2010
(ISO 10993-13:2010)

Biological evaluation of medical devices — Part 13: Identification and quantification
of degradation products from polymeric medical devices

EN ISO 10993-14:2009
(ISO 10993-14:2001)

Biological evaluation of medical devices - Part 14: Identification and quantification
of degradation products from ceramics

EN ISO 10993-15:2009
(ISO 10993-15:2019)

Biological evaluation of medical devices - Part 15: Identification and quantification
of degradation products from metals and alloys

EN ISO 10993-16:2017
(ISO 10993-16:2017)

Biological evaluation of medical devices - Part 16: Toxicokinetic study design for
degradation products and leachables

EN ISO 10993-17:2009
(ISO 10993-17:2002)

Biological evaluation of medical devices — Part 17: Establishment of allowable limits
for leachable substances

EN ISO 10993-18:2009
(ISO 10993-18:2020)

Biological evaluation of medical devices — Part 18: Chemical characterisation of
materials

Labelling Standards

EN ISO 20417:2021

Medical devices — Information to be supplied by the manufacturer

EN ISO 15223-1:2021

Medical devices - Symbols to be used with information to be supplied by the
manufacturer — General requirements

Packaging Standards

ISO 11607-1:2019

Packaging for terminally sterilised medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems

ISO 11607-2:2019

Packaging for terminally sterilised medical devices — Part 2: Validation requirements
for forming, sealing and assembly processes

Sterilisation Standards

EN ISO 11135:2014

Sterilisation of health-care products - Ethylene oxide — Requirements for the
development, validation and routine control of a sterilisation process for medical
devices

EN ISO 11137-1:2015

Sterilisation of Health Care Products - Radiation - Part 1: Requirements for
development, validation and routine control of a sterilisation process for medical
devices

EN ISO 11137-2:2015

Sterilisation of Health Care Products - Radiation - Part 2: Establishing the
sterilisation dose

EN ISO 11737-1:2018

Sterilisation of Medical Devices — Microbiological Methods - Part 1: Determination of
a population of microorganisms on products

EN ISO 11737-2:2009

Sterilisation of Medical Devices - Microbiological Methods — Part 2: Tests of sterility
performed in the definition, validation and maintenance of a sterilisation process

EN 556-1:2001

Sterilisation of Medical Devices — Requirements for medical devices to be designated
'‘STERILE' — Part 1: Requirements for terminally sterilised medical devices

Device Specific Standards

ISO 594-2:1998

Conical fittings with 6 % (Luer) taper for syringes, needles and certain other medical
equipment — Part 2: Lock Fittings

Usability Engineering Standard

IEC/EN 62366-1:2015

| Medical Devices — Application of usability engineering to medical devices

Environmental Standard

EN ISO 14644-1:2015

Clean rooms and associated controlled environments — Part 1: Classification of -
cleanliness by particle concentration

Other Standard

EN ISO 22442-1:2015

Medical devices utilising animal tissues and their derivatives — Part 1: Application of
risk management

Other Guidelines

EMA 410/01

Minimising the risk of transmitting animal spongiform encephalopathy agents via
human and veterinary medicinal products
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Standard reference number

Title

MEDDEV 2.7/1 Rev04

Clinical Evaluation: A guide for manufacturers and notified bodies Under directives
93/42/EEC and 90/385/EEC

(EU) 2017/745 Clinical evidence needed for medical devices previously CE marked

MDCG 2020-6 under Directives 93/42/EEC or 90/385/EEC A guide for manufacturers and notified
bodies

MDCG 2020-7 Pos_t—_market_ clinical follow-up (PMCF) Plan Template A guide for manufacturers and
notified bodies

MDCG 2020-8 Post-market clinical follow-up (PMCF) Evaluation Report Template A guide for

manufacturers and notified bodies

MDCG 2021-24

Guidance on classification of medical devices

Other Regulations

(EU) 2017/745

Regulation (EU) 2017/745 of the European parliament and of the council of 5 April
2017 on medical devices, Amending Directive 2001/83/EC, Regulation (EC) No
178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives
90/385/EEC and 93/42/EEC hereafter referred to as EU MDR

EU 2021/2226

Commission Implementing Regulation (EU) 2021/2226 of 14 December 2021 laying
down rules for the application of Regulation (EU) 2017/745 of the European
Parliament and of the Council as regards electronic instructions for use of medical
devices

Note: The above standards reflect the status at the time of drafting this document.

1.13 Classification

Connecta™ Stopcocks are Class IIa medical devices as per Annex VIII, Rule 2 of MDR (EU)
2017/745, no other rules apply.

1.14 Medical Device Nomenclature

GMDN Code: 32172
GMDN Term: Infusion Stopcocks
EMDN Code: A0703

EMDN Description:  Stopcocks

1.15 Manufacturing practices
The entire manufacturing and testing processes are following the Manufacturing Practices as

specified below:

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.

BD reserves the right to use the internal change control procedure to change raw
material suppliers and production process.
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The content of this document may be subject to change without notice.
Page 7 of 12



&2 BD

Document Number: EMEA-SOP039-F1

Rev. Lev.: 01

Title: EMEA - EEA, UK and CH -Technical Data Sheet (TDS) Form

1.16 Other information

e Material Data Safety sheets are not required for this product.
e Certificate of Food Contact (COMMISSION REGULATION (EU) No. 10/2011 of January
14th, 2011 concerning materials and plastic objects intended to get in touch 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.

2. Packaging

2.1 Packaging configuration
Primary Shelf L
BD Catalogue Number BD Product Description Packaging Box szzepl(:(glg) IrII::rt
(Qty) (Qty)
Connecta™ Stopcocks - 3
394600, 394601, 394602, 394605 Way with “ON” directed tap 1 100 500 Yes
2.2 Packaging material
BD Catalogue Number Component Material
Unit Pack Foil PE/PA

Reinforced lacquered paper without TiO2

394600, 394601, 394602, 394605

Dispenser Box

SBS Medium Density

Shipper Box

Corrugated “C” Flute

2.3 Recycled material in packaging

Secondary Packaging Recycled
Content (Shelf Carton)

BD Product Numbers

Tertiary Packaging Recycled
Content (Case Carton)

394600, 394601, 394602, 394605

100%

55%

Based on our ongoing data collection and/or information received from our suppliers, the
secondary and tertiary portions of the packaging of the medical devices referenced above are

recyclable (at least partially) according to EN 13430:2004.
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2.4 Examples of labellin

Connecta™ Stopcock Unit label, extracted from document HO579_Rev.07 (example for

product 394601):
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Connecta™ Stopcock Shelf Label, extracted from document D16627_Rev.07 (example for
product 394601):

[REF] 394601 -021mL  [STERLER]

BD Connecta™ 360°
Stopcock é
QTY: 100

(01)30 382903946014

I HHE 0 )

(11)YYMMDD(17)YYMMDD(10)1234567
o YYYY-MM-DD | YYYY-MM-DD [LOT] 1234567

Diss2r.07

Connecta™ Stopcock Case Label, extracted from document D16626_Rev.07 (example for

product 394601):
394601 360

BD Connecta™ F&m=mnes| -021mL

en-Stopcock es-Liave de paso pt-Tormesa fr-Robinet damét de-Absperrhahn
it-Rubiretto ni-Afskethraan sv-Infusionsiron de-Stophane fi-Sulkuhona
el-Kavouha £Aéyrou pofy no=Stoppeknon pl-Kurek si-Zaporm ventil
sh-Zastavovaci kohitik et-Sulgurkraan hu-Exarocsap cs=Uzoviroc kohout
tr=Stopkok ru=Cronopies kpas he-Zapoeni ventil so-Ventil de oprire
bg=Cnuparenes spom uk=Hacnam ko-2 §-F

QTY: 500 w. <

I Illlllll%iH%HH [

o YYYY-MmoD ] vyyy-Mm-DD - [LOT] 1234567
D16626-07
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Connecta™ Stopcock Shelf Carton, extracted from document F1922_Rev.05:
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& BD Connecta™ \w—l "
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Rk, WA e I
e
s otz ermmmnn L N
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I
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I
&BD Connecta™ !
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I
I
1
I
I
I
I

G oW, B S
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Connecta™ Stopcock part of IFU (English parts only), extracted from document
D16535_Rev.05:

T BD Switzeriand Sarl. Routa e Crassier 17 Business Pork Tame-Sonna. Boument A4 1262 Eysins,
& BD Connecta L
) o [EC]REP] Bacton Dickimson: Irokand Lt Dorors Saod, Draghadka, Co. Louth, AS2 YW 26, Irsland
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Bocton Dickinsan du Méxice, Monts Puvers Ho. 111, Pises 8. 5y P4,
Colonia Lomas da Chopuitages Masico, I, 11000
Bocton Dickinson India Privats Lt Sth Floo. Sigrotasa Towa 11, Soeth Oty 1, Gesgaan - 122001, Haryane,

Inda
Bocton Dickinson & Comparny: 2 Intamational Business Pk Road.#05.08 Tha Strategy. Singapors E03330
E g Bocton Dickinsan Pty Ltd_ 66 Watasloo foad. Mocquaris Park NSW 2113, Austzalia

Bocton Dickinson Limdtacl 145 Goorgs Bourka Drive, it Wellingten Auckiond 1050, Now Zealere!
Bocton Dickinson Philppings. Inc_ 15th Floor High Strost South Corporata Plaza Towar 1,
2Eth Servat coenen Sth Awsrase, Bervfacto Global Dty, 1634 Toguig City. Fhilppines

; R Made n Maxico
2 comispmbobgossay  effubd.o
@ ® c EN uu§ mmmmmmw.sr_.mpumw:,d....m
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k = Stoj Dl;‘clmﬂlmﬁbe-smpcndmﬂl Extension Tube and Injection Valve

Mllnckts
DESCRI !m??lu DIESISOE (202003}

* The B Camnzcta™ & @ stopeock with twa parts and s rotating ever to conialfld dnecticn through @ S ® controize [ e
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REVISION CHANGE SUMMARY

01 (April 2019) | Initial release according to new template

02 (May 2020) Label extracts updated

General TDS revision according to new template EMEA-SOP039-F1_Rev.01
03 (August 2024) | and new MDR requirements, as per ISD-STED-002_Rev.02/Ver.B:
- Keep codes 394600, 394601, 394602, 394605 from Revision 2
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