
 
 
 
                                 

Document Number: EMEA-SOP039-F1 Rev. Lev.: 02 
Title:  EMEA - EEA, UK and CH -Technical Data Sheet (TDS) Form 
 

This document is BECTON DICKINSON property and cannot be modified by any third party  
The content of this document may be subject to change without notice.   

 Page 1 of 23 

BD® ConnectaTM Stopcock with Extension 
Tube  
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BD® Connecta TM Stopcock with Extension 
Tube and Injection Valve 
Sterile, Single-use 
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Veeva Vault number: BD-146323 
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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 IV cannula or extension tube. The ports can be used to sample blood 
or for hemodynamic monitoring. When used with lipid nutritional products, the Connecta™ 
device can be used for up to 24 hours. 
 
Risk of re-use statement: Connecta™ Stopcock is intended for single use only. Reuse and/or 
repackaging may compromise the safety and efficacy of the set, which may lead to device 
failure, and/or patient injury, infection, or illness. 
 

1.2 Intended User 
Connecta™ Stopcock is intended to be used by healthcare professionals who are 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. The Connecta™ Stopcock devices here 
referenced (394600, 394601, 394602, 394605) have a 360° “ON” directed tap. The devices 
are available in a variety of colours. 
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The product is packaged in a Polyethylene (PE)-coated Polyamide (PA)-blister, which is 
sealed with a paper lid. The products are sterilized by E-beam. 

  
 

Figure 1: Connecta™ Stopcock (with ON directed tap) 
 
 
The Connecta™ Stopcock with Extension Tubing and Connecta™ Stopcock with 
extension tube and injection valve is a stopcock with flexible tubing attached with two 
ports and a rotating lever to control fluid direction through the device. Connecta™ 
Stopcock with extension tube and injection valve has an injection port included. 
The distal end of the tubing is fitted with an ISO male luer lock (with protective cover) which 
has either a fixed or a spin nut. The stopcock consists of a clear housing with two ISO female 
luer fittings protected with a plug. The housing has a 360° “ON” directed rotating tap. The 
extension tubes are available in multiple lengths and sizes. Certain configurations include 
an injection valve. 
The product is packaged in a PE-coated PA-blister, which is sealed with a paper lid. The 
products are sterilized by E-beam. 

 
Figure 2 - Connecta™ Stopcock with extension tube 

 
Figure 3 - Connecta™ Stopcock with extension tube and injection valve 
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BD 
Catalogue 
Number 

BD Product Description 
Total 

Length 
(cm) 

Tube 
Length 

(cm) 

Priming 
Volume 
(mL) 

Tube 
inner 

diameter 
(mm) 

Tube 
outer 
diameter 
(mm) 

394600 Connecta™ Stopcock White 5 NA 0.21 NA NA 

394601 Connecta™ Stopcock White with 
colored pegs 5 NA 0.21 NA NA 

394602 Connecta™ Stopcock Blue 5 NA 0.21 NA NA 

394605 Connecta™ Stopcock Red 5 NA 0.21 NA NA 

394926 Connecta™ Stopcock with 
Extension Tube – 30cm 30 25 1.5 2.60 3.20 

394936 
Connecta™ Stopcock with 
Extension Tube and Injection 
Valve – 30cm 

30 25 1.5 2.60 3.20 

394945 
Connecta™ Stopcock with 
Extension Tube and Injection 
Valve – 16cm 

16 7 0.76 2.60 3.20 

394951 Connecta™ Stopcock with 
Extension Tube –54cm 54 50 2.8 2.60 3.20 

394961 Connecta™ Stopcock with 
Extension Tube – 105cm 105 100 6 2.60 3.20 

394971 
Connecta™ Stopcock with 
Extension Tube and Injection 
Valve – 105cm 

105 100 6 2.60 3.20 

394982 
Connecta™ Stopcock with 
Extension Tube – 21cm (low 
volume) 

21 15 0.43 2.25 2.80 

394983 
Connecta™ Stopcock with 
Extension Tube – 35cm (low 
volume) 

35 30 0.58 2.25 2.80 

394995 Connecta™ Stopcock with 
Extension Tube – 16cm (White) 16 10 0.78 2.60 3.20 

394997 Connecta™ Stopcock with 
Extension Tube – 16cm (Blue) 16 10 0.78 2.60 3.20 



 
 
 
                                 

Document Number: EMEA-SOP039-F1 Rev. Lev.: 02 
Title:  EMEA - EEA, UK and CH -Technical Data Sheet (TDS) Form 
 

This document is BECTON DICKINSON property and cannot be modified by any third party  
The content of this document may be subject to change without notice.   

 Page 4 of 23 

 
 

BD 
Catalogue 
Number 

BD Product Description Directed 
tap 

Flushing 
volume 
(mL) 

Gravity Flow Rate 
B-port 
(mL) 

C-port 
(mL) 

394600 Connecta™ Stopcock White 
“ON” 

(360°) 0.04 415.0 490.0 394601 Connecta™ Stopcock White with colored pegs 
394602 Connecta™ Stopcock Blue 
394605 Connecta™ Stopcock Red 

BD 
Catalogue 
Number 

BD Product Description Macro/ 
Microbore Luer Lock Lipid 

resistance 
Pressure 

Resistance 

394600 Connecta™ Stopcock White NA Rotating Yes (24h) 
5 bar 
72psi 
(500kPa) 

394601 Connecta™ Stopcock White with 
colored pegs NA Rotating Yes (24h) 

5 bar 
72psi 
(500kPa) 

394602 Connecta™ Stopcock Blue NA Rotating Yes (24h) 
5 bar 
72psi 
(500kPa) 

394605 Connecta™ Stopcock Red NA Rotating Yes (24h) 
5 bar 
72psi 
(500kPa) 

394926 Connecta™ Stopcock with 
Extension Tube – 30cm Macrobore Fixed Yes (24h) 

5 bar 
72psi 
(500kPa) 

394936 
Connecta™ Stopcock with 
Extension Tube and Injection 
Valve – 30cm 

Macrobore Fixed Yes (24h) 
5 bar 
72psi 
(500kPa) 

394945 
Connecta™ Stopcock with 
Extension Tube and Injection 
Valve – 16cm 

Macrobore Fixed Yes (24h) 
5 bar 
72psi 
(500kPa) 

394951 Connecta™ Stopcock with 
Extension Tube – 54cm Macrobore Fixed Yes (24h) 

5 bar 
72psi 
(500kPa) 

394961 Connecta™ Stopcock with 
Extension Tube – 105cm Macrobore Fixed Yes (24h) 

5 bar 
72psi 
(500kPa) 

394971 
Connecta™ Stopcock with 
Extension Tube and Injection 
Valve – 105cm 

Macrobore Fixed Yes (24h) 
5 bar 
72psi 
(500kPa) 

394982 
Connecta™ Stopcock with 
Extension Tube – 21cm (low 
volume) 

Macrobore Fixed Yes (24h) 
5 bar 
72psi 
(500kPa) 

394983 
Connecta™ Stopcock with 
Extension Tube – 35cm (low 
volume) 

Macrobore Fixed Yes (24h) 
5 bar 
72psi 
(500kPa) 

394995 Connecta™ Stopcock with 
Extension Tube – 16cm (White) Macrobore Fixed Yes (24h) 

5 bar 
72psi 
(500kPa) 
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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 
Catalogue 
Number 

BD Legal Manufacturer 
and 

ISO 13485 Certification 

CE/UKCA 
Certificate Number 
and Notified Body 

Acronym and 
Number 

BD Manufacturing 
Site 

(Country of Origin) 
and ISO 13485 

Certification 

EC Representative 
(if applicable) 

394600, 
394601, 
394602, 
394605, 
394926, 
394936, 
394945, 
394951, 
394961, 
394971, 
394982, 
394983, 
394995, 
394997,  

Name and Address: 
BD Switzerland Sàrl 
Route de Crassier 17, 
Business Park Terre-
Bonne, 
Batiment A4, 
1262 Eysins, Switzerland 
 
 
 
 
 
 
ISO 13485 Certificate 
No.: MD 71300 

CE certified with BSI 
(2797) 
MDR Certificate No.: 
745680 
 
 
 
 
 
 
 
 
 
UKCA certified: N/A  

Name and Address: 
Becton Dickinson 
Infusion Therapy 
Systems Inc., S. A. de 
C.V. Periferico Luis 
Donaldo Colosio #579 
Nogales, Sonora, C.P. 
84048, Mexico 
 
 
 
 
 
ISO 13485 Certificate 
No.: FM 673986 

Name and Address: 
EC Representative: 
Becton Dickinson Ireland 
Limited 
Donore Road 
Drogheda 
Co. Louth 
A92 YW26, Ireland 

 

1.5 UDI-DI and Basic UDI-DI 
BD Catalogue Number UDI-DI Basic UDI-DI 

394600 
Case 50382903946001 

038290DXQVBQHQJJ 

Each 00382903946006 
Shelfpack 30382903946007 

394601 
Case 50382903946018 
Each 00382903946013 
Shelfpack 30382903946014 

394602 
Case 50382903946025 
Each 00382903946020 
Shelfpack 30382903946021 

394605 
Case 50382903946056 
Each 00382903946051 
Shelfpack 30382903946052 

394995 Case 50382903949958 038290JSEISQNUEM 

BD 
Catalogue 
Number 

BD Product Description Macro/ 
Microbore Luer Lock Lipid 

resistance 
Pressure 

Resistance 

394997 Connecta™ Stopcock with 
Extension Tube – 16cm (Blue) Macrobore Fixed Yes (24h) 

5 bar 
72psi 
(500kPa) 



 
 
 
                                 

Document Number: EMEA-SOP039-F1 Rev. Lev.: 02 
Title:  EMEA - EEA, UK and CH -Technical Data Sheet (TDS) Form 
 

This document is BECTON DICKINSON property and cannot be modified by any third party  
The content of this document may be subject to change without notice.   

 Page 6 of 23 

BD Catalogue Number UDI-DI Basic UDI-DI 
Each 00382903949953 
Shelfpack 30382903949954 

394997 
Case 50382903949972 
Each 00382903949977 
Shelfpack 30382903949978 

394926 
Case 50382903949262 
Each 00382903949267 
Shelfpack 30382903949268 

394951 
Case 50382903949514 
Each 00382903949519 
Shelfpack 30382903949510 

394961 
Case 50382903949613 
Each 00382903949618 
Shelfpack 30382903949619 

394982 
Case 50382903949828 
Each 00382903949823 
Shelfpack 30382903949824 

394983 
Case 50382903949835 
Each 00382903949830 
Shelfpack 30382903949831 

394936 
Case 50382903949361 

038290DOVABTMT9P 

Each 00382903949366 
Shelfpack 30382903949367 

394945 
Case 50382903949453 
Each 00382903949458 
Shelfpack 30382903949459 

394971 
Case 50382903949712 
Each 00382903949717 
Shelfpack 30382903949718 

 
 

1.6 Materials 

 
Figure 4 - Key Functional Components for Connecta™ Stopcock with ON directed tap 
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Figure 5 - Key Functional Components for Connecta™ Stopcock with extension tube 

 

 
Figure 6 - Key Functional Components for Connecta™ Stopcock with extension tube and 

injection valve 
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1.7 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 18 March 2025, 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. 

BD Catalogue 
Number 

Component 
Identifier Component Material 

394600, 
394601, 
394602, 
394605, 
394926, 
394936, 
394945, 
394951, 
394961, 
394971, 
394982, 
394983, 
394995, 
394997, 

1 Stopcock Housing Polycarbonate 
2 Lubricant Polydimethylsiloxane  
3  
 

Tap Polyethylene  
Tap Colorant  Red, white, blue 

4 BD Plug  Polypropylene  
BD Plug Colorant  White  

5 Protection Cap  Polyethylene  
Protection Cap Colorant  White  

6 Nut Rotating Luer Lock  Polycarbonate  
8 Extension Tube  Polyvinylchloride  
9 Adhesive  Acrylic 
10 Luer Lock Fitting  Polycarbonate  
11  Injection Valve Housing  Polycarbonate  
Not shown Primer Acrylic 
Not shown Peg Polyethylene 
Not shown Peg colorant Red, blue 
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Material Comment 

Latex Based on our ongoing data collection efforts and/or information received from our 
suppliers as per 18 March 2025, natural rubber latex and latex are not part of the 
material formulation for the articles with the product numbers referenced above. 

Bisphenol A (BPA) Based on our ongoing data collection efforts and/or information received from our 
suppliers as per 18 March 2025, 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 labeling for California Prop 
65 is needed. No REACH SVHC declaration is required. 

Heavy Metals in 
Packaging 

Based on our ongoing data collection efforts and/or information received by our 
suppliers as per 18 March 2025, the products (devices & packaging) listed above 
conform with the requirements of TPCH/CONEG and Section 1.2 of RL 94/62/EC (2004). 

Polyvinyl chloride 
(PVC) 

For SKUs 394600, 394601, 394602, 394605, 395214, 395215:  
The medical devices 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.  
 
For SKUs 394926, 394936, 394945, 394951, 394961, 394971, 394982, 
394983, 394995, 394997:  
The extension tubing of medical devices referenced above have been designed and 
manufactured with PVC raw material. 

RoHS directive, heavy 
metals, brominated 
flame retardants 

It is BD’s view that the above-referenced products do not meet the definition of 
electrical and electronic equipment as stated in Art. 3(1) of Directive 2011/65/EU (“EU 
RoHS”) and, therefore, do not fall within the scope of the EU RoHS Directive.  
 
Based on our ongoing data collection efforts and/or information received from our 
suppliers as of 18 March 2025, there is no intentionally added lead, mercury, cadmium, 
hexavalent chromium, polybrominated biphenyls, or polybrominated diphenyl ether in 
the above-listed products.  

Animal Derivatives 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). 

Class 1A and 1B 
Carcinogenic, 
Mutagenic and 

Based on our ongoing data collection efforts and/or information received from our 
suppliers as per 18 March 2025, no CLP (EC 1272/2008) Class 1A or Class 1B CMR, or 
ED substances are intentionally part of the components that are invasive, 
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Material Comment 

Reprotoxic (CMR) & 
Endocrine-Disrupting 
(ED) Substances 
(euMDR Annex I 
Sections 10.4.1a and 
10.4.1b) 

(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 March 2025, 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 23 January 2024 according to 
Art. 59 (1,10) of the Regulation (EC) No. 1907/2006 (REACH). 
 

1.9 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. 
 

1.10 Sterilisation method 
Products included in this document are sterilized by E-beam (irradiation). 
 

1.11 Shelf life and storage conditions 
The Connecta™ Stopcocks’ shelf life has been assessed by stability studies in order to 
verify the functionality, physico-chemical and microbial properties over time.  
The Connecta™ Stopcocks have a shelf life of 3 years.  
BD recommends to store in a dry and warm place, not exposed to strong light. 
 
Use-life: 
The devices can be engaged up to 24 hours when used with lipid nutritional products and 
72 hours when used with other fluids. 
 
 
 

1.12 Applied Standards 
 
As per the Technical Documentation: 

Standard reference 
number Title Standard Applied 

(Full or Partial) 
Quality Standard 
BS EN ISO 
13485:2016+A11:2021 

Medical Devices – Quality management systems – 
Requirements for regulatory purposes Full 
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Risk Management Standard 
EN ISO 14971:2019/ A11 
:2021 (ISO 14971:2019) 

Medical Devices – Application of risk management to medical 
devices Full 

Biocompatibility Standards 
EN ISO 10993-1:2020 
(ISO 10993-1:2018, 
Corrected Version 
10/2018) 

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

EN ISO 10993-2:2022 
(ISO 10993-2:2022) 

Biological evaluation of medical devices - Part 2: Animal 
welfare requirements Full 

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

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

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

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

EN ISO 10993-
7:2008/A1:2022 
(ISO 10993-7:2008/ COR 
1:2009/ AM 1:2019) 

Biological evaluation of medical device – Part 7: Ethylene oxide 
sterilization residuals Full 

EN ISO 10993-10:2023 
(ISO 10993-10:2021) 

Biological evaluation of medical devices – Part 10: Tests for 
skin sensitization Full 

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

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

EN ISO 10993-12:2021 
(ISO 10993-12:2021) 

Biological evaluation of medical devices – Part 12: Sample 
preparation and reference materials Full 

EN ISO 10993-17:2023 
(ISO 10993-17:2023) 

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

EN ISO 10993 18:2020/ 
AM 1:2023 (ISO 10993-
18:2020/AM 1:2022) 

Biological evaluation of medical devices – Part 18: Chemical 
characterization of medical device materials within a risk 
management process 

Full 

EN ISO 10993-23:2021 
(ISO 10993-23:2021) 

Biological evaluation of medical devices – Part 23: Test for 
irritation Full 

Labelling Standards 
EN ISO 20417:2021 Medical Devices - Information to be supplied by the 

manufacturer Full 

EN ISO 15223-1: 2021 Medical devices - Symbols to be used with information to be 
supplied by the manufacturer - Part 1: General requirements Full 

Packaging Standards 
ISO 11607-1:2019 Packaging for terminally sterilized medical devices – Part 1: 

Requirements for materials, sterile barrier systems and 
packaging systems 

 
Full 

Sterilization Standards 
EN 556-1:2001/AC:2006 Sterilization of Medical Devices –Requirements for medical 

devices to be designated ‘STERILE’ – Part 1: Requirements for 
terminally sterilized medical devices 

Full 

EN ISO 11737-1:2018 
+A1:2021 (ISO 11737-
1:2018+A1:2021) 

Sterilization of Health Care Products – Microbiological Methods 
– Part 1: Determination of a population of microorganisms on 
products - Amendment 1 

Full 

EN ISO 11737-2:2020 
(ISO 11737-2:2019) 

Sterilization of Health Care Products – Microbiological Methods 
– Part 2: Tests of sterility performed in the definition, validation 
and maintenance of a sterilization process 

Full 
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BS EN ISO 11135:2014 
+A1:2019 (ISO 
11135:2014 +A1:2018) 

Sterilization of Health Care Products - Ethylene oxide - 
Requirements for the development, validation and routine 
control of a sterilization process for medical devices - 
Amendment 1 

Full 

EN ISO 11137-1:2015 
(ISO 11137-1:2015) 

Sterilization of Health Care Products – Radiation – Part 1: 
Requirements for development, validation and routine control 
of a sterilization process for medical devices 

Full 

EN ISO 11137-2:2015 
(ISO 11137-2:2015) 

Sterilization of Health Care Products – Radiation – Part 2: 
Establishing the sterilization dose Full 

Device Specific Standards 
BS EN ISO 80369-7:2021 
(ISO 80369-7:2021) 

Small-bore connectors for liquids and gases in healthcare 
applications – Part 7: Connectors for intravascular or 
hypodermic applications 

 
Full 

BS EN ISO 8536-9:2015  
(ISO 8536-9:2015) 

Infusion equipment for medical use – Part 9: Fluid lines for 
single use with pressure infusion equipment 

 
Full 

BS EN ISO 8536-10:2015 
(ISO 8536-10:2015) 

Infusion equipment for medical use – Part 10: Accessories 
for fluid lines for single use with pressure infusion equipment Full 

Cleanroom Specific Standards 
ISO 14644-1:2015 Clean rooms and associated controlled environments – Part 1: 

Classification of air cleanliness by particle concentration Full 

ISO 14644-2:2015 Cleanrooms and associated controlled environments – Part 2: 
Monitoring to provide evidence of cleanroom performance 
related to air cleanliness by particle concentration 

Full 

ISO 14644-5:2004 Cleanrooms and associated controlled environments - Part 5: 
Operations Full 

Usability Engineering Standard 
IEC/EN 62366-
1:2015/AMD 1:2020 

Medical devices - Part 1: Application of usability engineering to 
medical devices - Amendment 1 Full 

Other Standards 
EN ISO 22442-1:2020 
(ISO 22442-1:2020) 

Medical devices utilizing animal tissues and their derivatives - 
Part 1: Application of risk management Full 

USP 788 Particulate matter in injections Full 
USP 27 Pyrogen Levels Full 
ISO 14001:2015 Environmental management systems Full 
Other Guidelines 
EMA 410/01 Minimizing the risk of transmitting animal spongiform 

encephalopathy agents via human and veterinary medicinal 
products 

Full 

MEDDEV 2.7/1 Rev04 Clinical Evaluation: A guide for manufacturers and notified 
bodies Under directives 93/42/EEC and 90/385/EEC Full 

MDCG 2020-6 Regulation (EU) 2017/745 Clinical evidence needed for medical 
devices previously CE marked under Directives 93/42/EEC or 
90/385/EEC. A guide for manufacturers and notified bodies 

Full 

MDCG 2020-7 Post-market clinical follow-up (PMCF) Plan Template. A guide 
for manufacturers and notified bodies Full 

MDCG 2020-8 Post-market clinical follow-up (PMCF) Evaluation Report 
Template. A guide for manufacturers and notified bodies 

Full 

MDCG 2021-24 Guidance on Classification of medical device Full 
Other Regulations 
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(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 

 
 

Full 

(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. 

 
 

Full* 

(EC) No 1272/2008 Regulation (EC) No 1272/2008 of The European Parliament 
and of the Council of 16 December 2008 on classification, 
labelling and packaging of substances and mixtures, 
amending and repealing Directives 67/548/EEC and 
1999/45/EC, and amending Regulation (EC) No 1907/2006 

 

 
Full 

(EU) 528/2012 Regulation (EU) No 528/2012 of the European Parliament and 
of the Council of 22 May 2012 concerning the making available 
on the market and use of biocidal products 

Full 

EU Regulation 
2011/696/EU 

Commission Recommendation of 18 October 2011 on the 
definition of nanomaterial 

Full 

* As the instructions for use will be provided in electronic form in addition to instructions for use in paper form, 
only compliance with Article 9 of 2021/2226 is required. 
 

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

1.13 Classification 
MDR (EU) 2017/745 Risk Classification and Rationale (based on Annex VIII, Rule 2):  
Risk classification: Class IIa  
 
Justification: Connecta™ Stopcocks are non-invasive devices, intended for short term use. 
Connecta™ Stopcock devices are intended for channeling blood, medication or nutrition for 
the purpose of eventual infusion, administration or introduction into the human body. 
Connecta™ Stopcock devices can be connected to an active device such as a pump. 
 

1.14 Medical Device Nomenclature 
GMDN Code: 32172 
GMDN Term: Infusion Stopcocks 
 
EMDN code: A0703 
EMDN Term: 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. 
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• 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. 
 

1.16 Other information 
- 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 are intended for channeling blood, medication or nutrition 
for the purpose of eventual infusion, administration or introduction into the human body. 
- Good Manufacturing Practices as defined by the EU Pharmaceutical is not applicable for 
Medical Devices. 
- The Connecta™ Stopcocks are not intended to be used in accordance with the provisions 
on personal protective equipment (PPE), therefore Council Directive 89/686/EEC is not 
applicable. 
- The Connecta™ Stopcocks are not machinery within the meaning of Article 2(a) of Directive 
2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, 
and, therefore, the essential health and safety requirements set out in Annex I of Directive 
2006/42/EC are not applicable. 
 

2. Packaging 
2.1 Packaging configuration 
BD 

Catalogue 
Number 

BD Product Description 
Primary 

Packaging 
(Qty) 

Shelf 
Box 

(Qty) 

Shipping
Case 
(Qty) 

IFU Insert 
N/A / Yes 

/ No* 
394600 Connecta™ Stopcock White 1 100 500 Yes 
394601 Connecta™ Stopcock White with colored pegs 1 100 500 Yes 
394602 Connecta™ Stopcock Blue 1 100 500 Yes 
394605 Connecta™ Stopcock Red 1 100 500 Yes 

394926 Connecta™ Stopcock with Extension Tube - 
30cm 1 20 100 Yes 

394936 Connecta™ Stopcock with Extension Tube and 
Injection Valve – 30cm 1 20 100 Yes 

394945 Connecta™ Stopcock with Extension Tube and 
Injection Valve – 16cm 1 50 250 Yes 

394951 Connecta™ Stopcock with Extension Tube – 
54cm 1 20 100 Yes 

394961 Connecta™ Stopcock with Extension Tube – 
105cm 1 20 100 Yes 
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BD 
Catalogue 
Number 

BD Product Description 
Primary 

Packaging 
(Qty) 

Shelf 
Box 

(Qty) 

Shipping
Case 
(Qty) 

IFU Insert 
N/A / Yes 

/ No* 

394971 Connecta™ Stopcock with Extension Tube and 
Injection Valve – 105cm 1 20 100 Yes 

394982 Connecta™ Stopcock with Extension Tube – 
21cm (low volume) 1 50 250 Yes 

394983 Connecta™ Stopcock with Extension Tube – 
35cm (low volume) 1 50 250 Yes 

394995 Connecta™ Stopcock with Extension Tube – 
16cm (White) 1 50 250 Yes 

394997 Connecta™ Stopcock with Extension Tube – 
16cm (Blue) 1 50 250 Yes 

*”No”: IFU may be available but not as an insert. 
 

2.2 Packaging materials 
BD Catalogue Number Component Material 

394926, 394936, 394945, 394951, 
394961, 394971, 394982, 394983, 
394995, 394997, 

Unit Pack 30652 Amcor Film 
Reinforced lacquered paper without TiO2 

Dispenser Box styrene-butadiene-styrene (SBS) Medium Density 
Shipper Box Corrugated “C” Flute 

394600, 394601, 394602, 394605 Unit Pack Foil Polyethylene/Polyamide 
Reinforced lacquered paper without TiO2 

Dispenser Box SBS Medium Density 
Shipper Box Corrugated “C” Flute 

 
2.3 Recycled materials in packaging 

-Recyclability of Packaging: 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. 
Some portions of the primary packaging may only be recyclable in the communities that 
have appropriate recycling facilities and some portions of the package may not be 
recyclable. 
 
-Recycled Content: 

BD Catalogue 
Number Packaging Type 

Packaging 
Recycled 
content 

Recyclability 

394600, 394601, 
394602, 394605, 
394926, 394936, 
394945, 394951, 
394961, 394971, 
394982, 394983, 
394995, 394997 

Primary Packaging: Multilayer 
laminate plastic and paper 0% 

Two materials – designed to be 
peeled apart. 
Paper is recyclable 
Multilayer laminate is recyclable 
through monomer recovery 
recycling methods 

Secondary Packaging: Shelf Carton Unknown Cardboard is recyclable 
Tertiary Packaging: Case Carton Unknown Corrugated box is recyclable 



 
 
 
                                 

Document Number: EMEA-SOP039-F1 Rev. Lev.: 02 
Title:  EMEA - EEA, UK and CH -Technical Data Sheet (TDS) Form 
 

This document is BECTON DICKINSON property and cannot be modified by any third party  
The content of this document may be subject to change without notice.   

 Page 16 of 23 

2.4 Examples of labelling 
Connecta™ Stopcock Unit label, extracted from document H0579_Rev.07 (example for 
product 394601): 

 

 

 

Connecta™ Stopcock Shelf Label, extracted from document D16627_Rev.07 (example for 
product 394601):  
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Connecta™ Stopcock Case Label, extracted from document D16626_Rev.07 (example for 
product 394601):  

 
 
 

Connecta™ Stopcock Shelf Carton, extracted from document F1922_Rev.05: 
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Connecta™ Stopcock Case Carton, extracted from document F3729_Rev.05: 
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Connecta™ Stopcock part of IFU (English parts only), extracted from document 
D16535_Rev.05: 
For the whole document, where other languages are included, please refer to: eifu.bd.com 
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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. 

03 

- Update to current template TDS template EMEA-SOP039-F1 Rev.02 
based on Technical Documentation ISD-STED-002/latest updated in 
November 2024 

- Addition of BD Catalogue Numbers: 394600, 394601, 394602, 
394605, 394936, 394945, 394971, 395214, 395215 

- Removal of BD catalogue numbers: 394995, 394997, 394926, 
394951, 394961, 394982, 394983 

- It supersedes TDS V201-029 and V201-034 
- Update of section 1.7 (Materials of concern) 
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