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1. General Information
1.1 Intended use

BD PureHub™ Disinfecting Cap are intended to be used as a disinfecting device for swabbable
needle-free luer connectors prior to access and to act as a physical barrier between line
accesses.

1.2 General description

BD PureHub™ Disinfecting Cap is comprised of a threaded plastic cap containing a porous pad
pre-saturated with 70% Isopropyl Alcohol and sealed with a multilayer foil film.

BD PureHub™ Disinfecting Cap will disinfect the needle-free luer connector one (1) minute
after application and act as a physical barrier for up to seven (7) days, if not removed. The
effectiveness of BD PureHub™ Disinfecting Cap was tested in vitro against the following
microorganisms: Staphylococcus aureus, Staphylococcus epidermidis, Escherichia coli,
Pseudomonas aeruginosa, Acinetobacter baumannii, Candida glabrata and Candida albicans.
BD PureHub™ Disinfecting Cap reduced the number of microorganisms by greater than 4-log.

BD Compatibility when connected to other
Catalog BD Product Description medical devices
Number
306598 BD PureHub™ Disinfecting Cap Female Luer connector of
Single needleless connector
306599 BD PureHub™ Disinfecting Cap Female Luer connector of
Strip needleless connector
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Further features: N/A
1.3  Certification
CE Certificate . .

BD BD Legal Manufacturer Number BI()CI:z:;Jfa((:)tfug:giﬁl)te EC
Catalog and And an d 9 Representative
Number ISO 13485 Certification NOt_Ierd Body ISO 13485 Certification (if applicable)

Brief Name
Address:
Becton Dickinson and BD Medical Surgical Becton Dickinson
Company 2153 12th Avenue
. France SAS
1 Becton Drive - . Columbus L
. CE certified with 11 rue Aristide
Franklin Lakes NE 68601 \
306598 New Jersey 07417 NSAL United States Berges
306599 Ersey Certificate No.: ZI des Iles - BP 4
United States 252.1127 38801 Le-Pont-de-
) ISO 13485 Certificate Claix
ISO 13485 Certificate No.: No.:MD19.2143 France
MD19.2305
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1.4 Materials

Component Material
Cap Polyethylene
Sponge Polyester
IPA The sponge is impregnated with USP grade 70% Isopropyl Alcohol

(other names: 2-Propanol or Propan-2-ol)

Foil Lid (multilayer)

Polyester, aluminum foil and thermal adhesive

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 26 May 2020, BD has not identified any
. 1,2-Benzendicarboxylic 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),
e  Benzyl butyl phthalate (BBP) (CAS# 85-68-7),
e  Bis (2-ethylhexyl) phthalate (DEHP) (CAS# 117-81-7),
e Bis (2-methoxyethyl) phthalate (DMEP) (CAS# 117-82-8),
¢ Di-n-hexyl phthalate (DnHP) (CAS# 84-75-3),
o Dibutyl phthalate (DBP) (CAS# 84-74-2),
o Diisobutyl phthalate (DIBP) (CAS# 84-69-5),
« Diisopentylphthalate (DIPP) (CAS# 605-50-5),
o Dipentyl phthalate (DPP) (CAS# 131-18-0),
. N-pentyl-isopentylphthalate (CAS# 776297-69-9) or
o 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% 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 26 May 2020, the articles with the product numbers referenced 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 26 May 2020, 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. It is not a
building block of any of the raw materials utilized and is not intentionally added. BD has
not done any testing to evaluate levels of this chemical in these products.

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-
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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 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 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 products.

1.6 REACH information
Based on our ongoing data collection efforts and/or information received from our suppliers
as per 26 May 2020, 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 15 January 2019 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: Gamma irradiation as per EN ISO 11137 - “Sterilization of health care
products - Radiation”
Guaranteed sterile until opening.

1.9  Shelf life and storage conditions
The BD PureHub™ shelf life has been assessed by stability studies in order to verify the
functionality, physico-chemical and microbial properties over time.
BD PureHub™ references 306598 and 306599 have a shelf life of 3 years.
Store in dry and controlled temperature between 2 - 25°C and not exposed to strong light.
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1.10 Standard
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 ISO 15223-1:2016

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

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN 62366:2008

Medical devices. Application of usability engineering to medical devices

ISO 10993-1:2009

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

ISO 10993-4:2002
/amd.1:2009

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

ISO 10993-5:2009

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

ISO 10993-11:2009

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

ISO 10993-17:2009

Biological Evaluation of Medical Devices Part 17: Establishment of allowable limits for
leachable substances

ISO 10993-18:2009

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

EN 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

EN ISO 11137-2:2015

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

ISO 11607-1:2009

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

EN ISO 14971:2012

Medical devices. Application of risk management to medical devices.

EN ISO 13485:2016

Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14155:2011

Clinical investigation of medical devices for human subjects - Good clinical practice

Non-Harmonized Standards

ISO 10993-10:2010

Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization

ISO 14644-1:2015

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

ISO TS 13004:2013

Sterilization of health care products - Radiation - Substantiation of selected sterilization
dose: Method VDmaxSD

ASTM D4169:2016

Standard Practice for Performance Testing of Shipping Containers and Systems

ASTM D3078-02:2013

Standard Test Method for Determination of Leaks in Flexible Packaging by Bubble
Emission

ASTM F1980:2011

Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices

ASTM F2825:2015

Standard Practice for Climatic Stressing of Packaging Systems for Single Parcel Delivery

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.
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1.11 Classification

BD PureHub™ is classified as a Class IIa medical device under rule 15 of Annex IX of the
Council Directive 93/42/EEC, as amended.

1.12 GMDN code
According to ISO 15225 (Medical devices - Quality management - Medical device
nomenclature data structure), BD PureHub™ is referenced as follows:
GMDN Code: 61141
GMDN Term: Vascular catheter disinfection cap

1.13 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.
¢ 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.

1.14 Other information

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

o 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.

e Instruction for Use is available for these catalog numbers.
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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*
I .
306598 BD PureHubS_ Disinfecting Cap 1 300 3000 Yes
ingle
306599 BD PureHub SD_|smfect|ng Cap 1 300 4500 Yes
trip
*”No”: IFU may be available but not as an insert.
2.2 Packaging material
Component Material
Unit Pack Composed of White print mat, Polyester, Aluminum foil and Rayopeel thermal
adhesive.
The Peel Film is heat sealed to the Cap Housing flange
Shelf Box Corrugated carton
Shipping Case Corrugated carton
IFU 50 Ib. white paper
IFU is delivered as insert in shelf carton
2.3 Examples of labeling

Labels: According to European Medical Device directive, labels are multilingual (English,
Spanish, Portuguese, French, German, Italian, Dutch, Swedish, Danish, Finnish, Greek and Norwegian)

Primary Packaging Label (Top Web) extracted from document 10000325454 related to
reference 306598:

BD PureHub™

| Disinfecting Cap |

| Cem

| BYYYY-MM-DD [

\ Em1234567 )

B
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Primary Packaging Label (Top Web) extracted from document 10000294886 related to
reference 306599:

& VYV MDD - - - - FRARAE S T=00]

G 1234567 £ BD PureHub™ €2 BD PureHub” 3 BD PureHub™ €& BD PureHub 306599 1 1234567
N Disinfecting Cap Disinfacting Cap Disinfecting Cap Disinfecting Cap @@mmr“c (] 'd

8 VYYY-MRDD ] Becton Dickinson France SAS, 11, nue Arstide Benges. 21 des lies, 38501

sl Becton, Diciursan and Company, 1 Becton Drwe. Fronklin Lakes, N1 07417 USA o comfsymbol-glossary gYYYV-MMDD
Le Font de Clax, Fronce: Made in LISA bd.com 1000029488604 500045655 101)100387303065338
[T 1234567 [167) 1234567

Shelf Box extracted from document 10000269712 related to reference 306598:

/ \

@ fomm " CE=4a
wl

£ BD PureHub™ & BD PureHub™ @

Disinfecting Cap
a0 e

Disinfecting Cap
e on

306598

fi “ U rpmpyyiatenon
0% Sareporubac o)

o
3
&

O TS
o -
e 300
—
e ||
e 201708 |
[EF 306598 ".
|

R ——
- VENDOR NOTES IR MR

OIER0EH2
iy
T o ke ‘

S 3113
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Shipping Case extracted from document 10000269714 related to reference 306598:

&2 BD PureHub™

Disinfecting Cap
wn (0% Isopropyl Alcohol

w5 [Alcohol Eopropilce ol 706
PE (/0% Gicool Bopmopilios)

i (Aicood snpropyiique o M)

el o, Dckormers et Cornpormy.  Becton e Frerkan Lske, MOTS17 LA, Mode iS4 bxdsom
[EISE] Serior Dickimon Fomee S A% 1. rue drilice Bagis. 71 des Bew 15307 Le Pt de Claix Froee
0 300 B0 B S B Logo and B Puss-i o imdemerin. of Becton, Dickinos ond Gompany.

O BD

da (70% lsopmpyinicohal)
It (70% o ool Isopropiioo)
nil [70%% bopropyinkcohal)
sw [70°% kopropyinliohal)

da (705 kopropyialinhol

i (705 hopropyyiialkoholl)

&l (7006 [oomponulusr) akeodin)
no (70%% kopropyalinhol

@ T & Fm

A7 CE=p

TR T Ve
WODIDE T

PureHub

Disinfecting Cap

R [0 Boprge Aczhal]

@5 Weoho hoproplies o T,
t PO el e proplicz]

Voo hopragyious 4 ¥

e (70w hosroorckahad

It {7 o e hoprogiiion)

Nl (7o e pcohod

N [Tirk hamepyckabod

da 7w hameppckahod

fl s hamcpysiciote

@l 7O hoompe s alemding

0 [7o e prcskabor

Case Label extracted from document 10000295078 related to reference 306598:

[REF|306598

¢ 3000 nox 300
2 YYYY-MM-DD [toT| 1234567
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IFU extract (English language) from document 10000269705 related to reference 306598

and 306599:

& BD PureHub™

Disinfecting Cap (70% Isopropyl Alcohol)

(D) BD PursHub™ Disinacting Cap (70% Iscpropyl Alcohch
@ Taptin desinfectama BD PursHub™ (Alcohol isopeopilice 0l 70 %)
D Tampa protstorn BD PureHub™ (7% dlcoal Iscpeopiicn)
o gnng:dmndedmnhcuunEJWmHuh"ﬂw opropryliqua 4

) BD PursHub™ Desinfektionskappa (710 % [sapeopylakotiol
O Cappucio dsinfuttonts BD Paraeb™ (70F. di akool sopeopilicol

i

Bacton, Dickinson ond Company
1 Bacton Deve:
Frankiin Lokas, NJG7 217 USA
Wodein US, bdoom

Bacton Dickinson France SAS
11, g A2ids Bamés

W des T
3E201 La Portt da Clatk
Fans

BO, tha B Logo ond BD Purckuh o ademarts of Bacton, Dickinson
and Compony o s arfiiotss 0 2013 D All ights iesenvad.
WO0I2EATISIZ

S0003asny
v 207904

Irtenced Lie:
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Pon 3 erem =red 4 2t 0 shyrmd bt et bre
oEme
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REVISION

CHANGE SUMMARY

Initial release according to new template
01 Addition of a new catalog number: 306599 and new product design
(PureHub Strip)
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