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Materials

TESTED WITH

1ml BD Luer  
Lock Syringe

XX3101BD

10ml BD Luer  
Lock Syringe 

XX3110BD

60ml (50ml) BD 
Luer Lock Syringe 

XX3250BD

IV5750R

Helapet Integrated  
Non-Vented  
Syringe Cap

IV2102

Helapet  
Combi-Cap® 

Helapet  
Tamper-Evident IV  

Syringe Cap 

Purpose 
To evaluate whether Helapet PharmaPack® BD luer lock syringes, in combination with three luer lock 
syringe caps, are suitable to be used as a container for storage. 1ml, 10ml and 60ml (50ml) sizes of 
the BD luer lock syringe were microbiologically immersion tested and dye intrusion tested based on 
the guidance document NHS Method: Protocols for the Integrity Testing of Devices*

Syringes, Venting and Transfer Devices

Sterile Multi-Pack Syringes and 
Cap Integrity Testing Summary

Methods
i) Microbiological Integrity Testing involves each syringe/endcap combination being  
challenged by immersion in a culture of Brevundimonas diminuta and incubated at  
30-35°C for 14 consecutive days†.

ii) Structural Integrity Testing involves each syringe/endcap combination being subjected  
to a dye intrusion test to determine whether any dye appears to have entered the syringe barrel  
whilst under conditions matching those used for patient products†.
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Results

i) Microbiological Integrity Testing – Results of Immersion Challenge 

Syringes, Venting and Transfer Devices

CERTIFICATE NO. MD 78785

Microbial growth prior  
to immersion

Microbial growth  
following immersion Results

1ml BD Luer Lock Syringe

Integrated Non-Vented Syringe Cap 0 syringe in 20 0 syringe in 20 Complies

Combi-Cap 0 syringe in 20 0 syringe in 20 Complies

Tamper-Evident IV Syringe Cap 0 syringe in 20 0 syringe in 20 Complies

10ml BD Luer Lock Syringe

Integrated Non-Vented Syringe Cap 0 syringe in 20 0 syringe in 20 Complies

Combi-Cap 0 syringe in 20 0 syringe in 20 Complies

Tamper-Evident IV Syringe Cap 0 syringe in 20 0 syringe in 20 Complies

60ml (50ml) BD Luer Lock Syringe

Integrated Non-Vented Syringe Cap 0 syringe in 20 0 syringe in 20 Complies

Combi-Cap 0 syringe in 20 0 syringe in 20 Complies

Tamper-Evident IV Syringe Cap 0 syringe in 20 0 syringe in 20 Complies

ii) Structural Integrity Testing – Results of Dye Intrusion Test

Number of syringes 
tested

Number of syringes 
showing dye ingress

Positive 
Control Results

1ml BD Luer Lock Syringe

Integrated Non-Vented Syringe Cap 20 0 Pass Complies

Combi-Cap 20 0 Pass Complies

Tamper-Evident IV Syringe Cap 20 0 Pass Complies

10ml BD Luer Lock Syringe

Integrated Non-Vented Syringe Cap 20 0 Pass Complies

Combi-Cap 20 0 Pass Complies

Tamper-Evident IV Syringe Cap 20 0 Pass Complies

60ml (50ml) BD Luer Lock Syringe

Integrated Non-Vented Syringe Cap 20 0 Pass Complies

Combi-Cap 20 0 Pass Complies

Tamper-Evident IV Syringe Cap 20 0 Pass Complies

*NHS Method: Protocols for the Integrity Testing of Devices; 2nd Edition, revised April 2013
†Full test data available on request

Personal Protection Equipment

Technical Data
Material Natural Latex (powder-free)
Colour Blue
AQL 1.0 (Water test)
Flexibility Performance Level 5 (DIN EN 420:2003)
Protein 17µg/g (Extremely Low)
Allergen <0.5µg/g (Very Low)

Packaging
1 x pair per sterile pouch; 10 x pouches per sterile outer polybag; 20 x sterile outer bags per 
shipping carton (see below illustration)

Processing Processed in an ISO Class 4 environment
Sterilisation Gamma sterilised
Compatibility ISO Class 4 & EU GMP Grade A operating conditions
Compliance CE marked;  Categrory 3 PPE; EN374:2003 Parts 1-3; ASTM-D; ASTM F1671 (Virus test)
Shelf Life 5 years from the date of manufacture 

Permeation1) tested for numerous chemicals in accordance with DIN EN 374 Part 3 (12/03). Full protection glove (with symbol: 
Erlenmeyer flask) - GLK = Diethylamine, 96% sulphuric acid, 40% sodium hydroxide. Breakthrough times2) [min] / performance 
classes3) (1-6) were established for the following chemicals: 

Chemical Breakthrough time [min] Performance class

Bleomycins 3 mg/ml > 180 4
Carboplatin 10 mg/ml > 90 3
Carmustine 4 mg/ml 75 3
Isopropanol 70% > 30 2
Isopropanol 70 % + Carmustine 4 mg/ml > 120 4
Cisplatin 50 mg/ml > 120 4
Cyclophosphamide Monohydrate 75 3
Dox20 mgoru/bmilcin hydrochloride 1 mg/ml > 120 4
Daunorubicin hydrochloride 1,5 mg/ml > 60 3
5-fluorouracil 1,5 mg/ml 30 2
Methotrexates 2mg/ml > 120 4
Mitomycin 1mg/ml  90 3
Vinblastines 1mg/ml > 180 4
Vincristines 1mg/ml > 120 4
Sulphuric acid 40% > 480 6
Sulphuric acid 96% > 30 2
Sodium hydroxide 10% > 480 6
Sodium hydroxide 30% > 480 6
Sodium hydroxide 40%  90 3
Glutaraldehyde 5% > 480 6
Diethylamine (undiluted)  45 2
Hydrogen peroxide 30% > 120 4

1) Movement of a chemical through a material on a molecular level.
2) At a permeation rate of 1 µg/min•cm²
3)  The performance class does not reflect the actual duration of protection at the workstation. 

Permeation Data - (Protection from Chemical Hazards)

Berner Latex Glove - Poly-packaging
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