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1. General Information
1.1 Intended use

1.1.1 Intended purpose

BD PosiFlush™ SP Syringes:

BD PosiFlush™ SP Syringes are intended to be used FOR FLUSHING ONLY of in-situ peripheral
intravenous catheters (PIVCs), peripherally inserted central catheters (PICCs), central venous
catheters (CVCs), and implanted venous access ports.

BD PosiFlush™ SP Syringe is not intended for dry product reconstitution, for medication
dilution, or where intravenous therapy with sodium chloride is indicated.

BD PosiFlush™ SP Syringe must not be used on a sterile field.

BD PosiFlush™ XS Syringes:

BD PosiFlush™ XS Syringes are intended to be used FOR FLUSHING ONLY of in-situ peripheral
intravenous catheters (PIVCs), peripherally inserted central catheters (PICCs), central venous
catheters (CVCs), and implanted venous access ports.

BD PosiFlush™ XS Syringe is not intended for dry product reconstitution, for medication
dilution, or where intravenous therapy with sodium chloride is indicated.

Using aseptic technique, BD PosiFlush™ XS Syringe can be used on a sterile field.
1.1.2 Intended User

BD PosiFlush™ SP and BD PosiFlush™ XS Syringes are to be used by healthcare professionals
experienced in vascular access and the use of these devices. The BD PosiFlush™ SP and BD
PosiFlush™ XS syringes are manual devices that may be operated by a large range of people
with various human characteristics including hand sizes and strengths.
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1.2 General Medical Devices description

BD PosiFlush™ SP Syringe:

BD PosiFlush™ SP Syringes is ready to use sterile medical devices (according to regulation
(eu) 2017/745 of the European Parliament and of the council). It is a polypropylene syringe
containing sterile and non-pyrogenic isotonic 0.9% sodium chloride solution. The syringe
content is guaranteed to be sterile, non-toxic and non-pyrogenic.

BD PosiFlush™ SP Syringes are individually packaged. Each shelf box contains 30 devices and
each case box contains 480 devices. The package includes detailed Instructions for Use in a
language appropriate to the destination market.

The devices are sterilized using steam sterilization. The steam sterilization method guarantees
a Sterility Assurance Level (SAL) of 10 for the fluid path and solution.

BD PosiFlush™ XS Syringe:

BD PosiFlush™ XS Syringe is ready to use sterile medical devices (according to regulation
(eu) 2017/745 of the European Parliament and of the council). It is a polypropylene syringe
containing sterile and non-pyrogenic isotonic 0.9% sodium chloride solution. The contents of
our unopened or undamaged blister packages are guaranteed to be sterile, non-toxic, and
non-pyrogenic.

BD PosiFlush™ XS Syringes are individually packaged. Each shelf box contains 30 devices,
and each case box contains 240 devices. The package includes detailed Instructions for Use
in a language appropriate to the destination market.

The devices including blister packaging are sterilized using steam sterilization. The steam
sterilization method guarantees a SAL of 10 for the packaged device, including fluid path
and solution.

BD PosiFlush™ SP and BD PosiFlush™ XS Syringes are not to be re-sterilized or re-used.

All sizes of the prefilled syringes (3, 5 and 10mL) share a common barrel diameter. The tip
cap is the same for each type of syringe. The plunger stopper is identically assembled on each
size of syringes (3, 5 and 10mL).
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Figure 1: BD PosiFlush™ SP and BD PosiFlush™ XS Syringes
Device (Trade Name) | BD Catalog Number Product Description Color
306573 BD PosiFlush™ SP syringe CE 3mL Orange
306574 BD PosiFlush™ SP syringe CE 5mL Orange
306575 BD PosiFlush™ SP syringe CE 10mL Orange
H ™
BD PosiFlush™ SP 306583 BD PosiFlush™ SP syringe EMA 3mL Orange
306584 BD PosiFlush™ SP syringe EMA 5mL Orange
306585 BD PosiFlush™ SP syringe EMA 10mL Orange
306570 BD PosiFlush™ XS syringe CE 3mL Blue
306571 BD PosiFlush™ XS syringe CE 5mL Blue
306572 BD PosiFlush™ XS syringe CE 10mL Blue
1 ™
BD PosiFlush™ XS 306580 BD PosiFlush™ XS syringe EMA 3mL Blue
306581 BD PosiFlush™ XS syringe EMA 5mL Blue
306582 BD PosiFlush™ XS syringe EMA 10mL | gjue

Note: Please check BD catalog number availability in your country.
The BD Product Description can slightly differ from the Declaration of Conformity; please always refer to the
BD Catalog Number.
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Further features:
N/A
1.3 Certification
CE Certificate . .

BD BD Legal Manufacturer Number Blzchgz:::a%l:fug;giﬁl)te EC
Catalog and And :nd 9 Representative
Number ISO 13485 Certification Not_lfled Body ISO 13485 Certification (if applicable)

Brief Name
Address:
BD Medical Surgical
2153 12th Avenue
Columbus
NE 68601
United States
Address:
Becton, Dickinson and ISO 13485 Certificate Becton Dickinson
306573 Company CE certified with No.: MD19.2143 Ireland Ltd
306574 1 Becton Drive NSAI (0050) Donore Roe;d
306583 Franklin Lakes, NJ 07417 Certificates No.: OR Co. Louth
306584 USA 745.008 and Drc.> heda, A92
745.008D Becton Dickinson S.A. YW296 Irelland
ISO 13485 Certificate No.: 12 Av Mequinenza !
MD19.2305 22520 Fraga,
Hesca,
Spain
ISO 13485 Certificate
No.: 2015 05 0047 EN
Address:
BD Medical Surgical
2153 12 Avenue
Columbus
NE 68601
United States
ISO 13485 Certificate
Address: No.: MD19.2143
Becton, Dickinson and .
Company CE certified with OR Becton Dickinson
1 Becton Drive NSAI (0050) Ireland Ltd.
306575 A i . Becton Dickinson and Donore Road
Franklin Lakes, NJ 07417 Certificates No.:
306585 USA 745.008 and Company Co. Louth
745.008D 12 Av Mequinenza Drogheda, A92

ISO 13485 Certificate No.:

MD19.2305

22520 Fraga,
Hesca,
Spain

ISO 13485 Certificate
No.: 2015 05 0047 EN

OR

Address:
Becton, Dickinson and

YW?26, Ireland
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CE Certificate . -

BD BD Legal Manufacturer Number BI()CI:::::a%tfug;giil)te EC
Catalog and And Zn d 9 Representative
Number ISO 13485 Certification Not_lfled Body ISO 13485 Certification (if applicable)

Brief Name
Company Limited
Donore Road
Drogheda
Co. Louth
Ireland
ISO 13485 Certificate
No.: MD19.1609
Address:
Address: s
L Becton, Dickinson and
306570 Becton, Dickinson and o . Company Limited Becton Dickinson
Company CE certified with
306571 . Donore Road Ireland Ltd.
1 Becton Drive NSAI (0050)
306572 ) e . Drogheda Donore Road
Franklin Lakes, NJ 07417 Certificates No.:
306580 Co. Louth Co. Louth
USA 745.008 and
306581 Ireland Drogheda, A92
745.008D
306582 o . YW?26, Ireland
ISO 13485 Certificate No.: -
MD19.2305 ISO 13485 Certificate
No.: MD19.1609
1.4 Basic UDI-DI

The Basic UDI-DI is 038290WKCQDZQWJK for BD PosiFlush™ SP and BD PosiFlush™ XS
Syringes.

1.5 Eudamed Registration

e Manufacturer Single Registration Number (SRN): US-MF-000019182
e EU Authorised Representative Single Registration Number (SRN): IE-AR-000007610

1.6 Person Responsible for Reqgulatory Compliance

The information about the Person Responsible for Regulatory Compliance (PRRC) can be found
on Eudamed website:

https://ec.europa.eu/tools/eudamed/#/screen/home

This document is BECTON DICKINSON property and cannot be reproduced or disclosed to any third party other
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1.7 Materials

Component

Material

0.9% Sodium Chloride Solution Sodium Chloride (NaCl) and Water for Injection

Barrel with Luer-Lok tip

Polypropylene

Tip Cap

Polypropylene + Colorant

Stopper Elastomer
Plunger Rod Polypropylene
Lubricant Silicone

1.8 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
Based on our ongoing data collection efforts and/or information received from our
suppliers, 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),
e 1,2-Benzendicarboxylic acid, mixed decyl, hexyl, and octyl diesters
(CAS#68648-93-1),
Phthalates e  Benzyl butyl phthalate (BBP) (CAS# 85-68-7),
. Bis (2-ethylhexyl) phthalate (DEHP) (CAS# 117-81-7),
e  Bis (2-methoxyethyl) phthalate (DMEP) (CAS# 117-82-8),
e Di-n-hexyl phthalate (DnHP) (CAS# 84-75-3),
. Dibutyl phthalate (DBP) (CAS# 84-74-2),
e Diisobutyl phthalate (DIBP) (CAS# 84-69-5),
¢ Diisopentylphthalate (DIPP) (CAS# 605-50-5),
e Dipentyl phthalate (DPP) (CAS# 131-18-0),
¢ N-pentyl-isopentylphthalate (CAS# 776297-69-9), or
e 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).

Latex Based on our ongoing data collection efforts and/or information received from our
suppliers, natural rubber latex and latex are not part of the material formulation for the
articles with the Product Numbers above.

Bisphenol A Based on our ongoing data collection efforts and/or information received from our
suppliers, 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). 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-
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

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.




Form

Document Number: V200QARA-SWI-01-A Revision Level: 03
TITLE: Technical Data Sheet Page 7 of 18

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 22442-1:2015 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).

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.

1.9 REACH information

Based on our ongoing data collection efforts and/or information received from our suppliers,
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) according to Art. 59 (1,10) of the Regulation (EC) No.

1907/2006 (REACH).

1.10 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.

1.11 Sterilization method

BD PosiFlush™ SP and BD PosiFlush™ XS Syringes are moist heat sterilized.

e IS0 11737-1:2018: Sterilization of medical devices - Microbiological methods - Part
1: Determination of a population of microorganisms on products

e ISO 11737-2: 2019: Sterilization of medical devices - Microbiological methods - Part
2: Tests of sterility performed in the definition, validation and maintenance of a
sterilization process

e ISO 17665-1: 2006: Sterilization of health care products - Moist heat - Part 1:
Requirements for the development, validation and routine control of a sterilization
process for medical devices

e EN 556-1: 2001: Sterilization of medical devices - Requirements for medical devices
to be designated "STERILE". Part 1: Requirements for terminally sterilized medical

devices

This document is BECTON DICKINSON property and cannot be reproduced or disclosed to any third party other
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The content of this document may be subject to change without notice.




Form

Document Number: V200QARA-SWI-01-A Revision Level: 03
TITLE: Technical Data Sheet Page 8 of 18

The steam sterilization method guarantees a Sterility Assurance Level of 107 for the fluid path
and solution.

For the BD PosiFlush™ XS product, the packaged device is also sterile to a Sterility Assurance
Level of 10°® and it can be used on a sterile field. The validation and controls are performed
according to EN ISO 17665-1 requirements and EN 556-1.

1.12 Shelf life and storage conditions

The BD PosiFlush™ SP and BD PosiFlush™ XS shelf life has been assessed by stability studies
in order to verify the functionality, physico-chemical and microbial properties over time.
BD PosiFlush™ SP and BD PosiFlush™ XS syringes have a shelf life of 3 years.

The resulting recommendations in terms of transportation and storage of the BD PosiFlush™
SP and BD PosiFlush™ XS syringes are:
e They need to be stored under specific conditions: the temperatures need to be
maintained at 15°C - 25°C (59° - 77°F) with excursions permitted to 30°C (86°F).
e They must not freeze.

1.13 Standards

As per extract from Technical Documentation:

Standards

Quality Standard

Medical devices - Quality management systems - Requirements for regulatory
purposes.

ISO 13485: 2016

Risk Management Standard

Medical devices - Application of risk management to medical devices (ISO 14971:2007,

IS0 14971: 2019 Corrected version 2007-10-01)

Biocompatibility Standards

ISO 10993-1: 2018 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk
management process

ISO 10993-2:2006 Biological evaluation of medical devices -Part 2: Animal welfare requirements

ISO 10993-3:2014 Biological eval_uatlon _o_f medical devices - Part 3: Tests for genotoxicity, carcinogenicity
and reproductive toxicity

ISO 10993-4:2017 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 10993-6:2016 _Blolog|cal_evaluat|on of medical devices — Part 6: Tests for local effects after
implantation

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

ISO 10993-10: 2010 sensitization

ISO 10993-11: 2017 Biological evaluation of medical devices - Part 11: Tests for systemic toxicity
ISO 10993-12: 2021 E:glég;gﬂ evaluation of medical devices - Part 12: Sample preparation and reference

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.



Form

Document Number: V200QARA-SWI-01-A
Technical Data Sheet

TITLE:

Revision Level: 03
Page 9 of 18

ISO 10993-13 :2010

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

ISO 10993-15:2019

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

ISO 10993-17: 2002

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

ISO 10993-18: 2020

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

Labeling Standards

EN 1041:2008

Information supplied by the manufacturer of medical devices

ISO 15223-1: 2016

Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied - Part 1: General requirements (ISO 15223-1:2016,
Corrected version 2017-03)

Usability Engineering Standards

IEC 62366-1:2015

| Medical Devices — Application of usability engineering to medical devices

Design Specific Standards

ISO 594-2 :1991

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

Sterilization Standards

ISO 11737-1:2018

Sterilization of medical devices - Microbiological methods - Part 1: Determination of a
population of microorganisms on products (ISO 11737-1:2006)

ISO 11737-2: 2019

Sterilization of medical devices - Microbiological methods - Part 2: Tests of sterility
performed in the definition, validation and maintenance of a sterilization process (ISO
11737-2:2009)

ISO 17665-1: 2006

Sterilization of health care products - Moist heat - Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical
devices (ISO 17665-1:2006)

EN 556-1: 2001

Sterilization of medical devices - Requirements for medical devices to be designated
"STERILE".
Part 1: Requirements for terminally sterilized medical devices

Packaging Standards (apply to BD PosiFlush™ XS syringes only)

ISO 11607-1:2019

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

ISO 11607-2:2019

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

Clinical Investigation standards

BS EN 540 :1993

Clinical investigation of medical devices for human subjects

ISO 14155:2020

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

Clean room Spec Standards

ISO 14644-1:2015

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

ISO 14644-2:2015

Clean rooms and associated controlled environments - Part 2: Monitoring to provide
evidence of cleanroom performance related to air cleanliness by particle concentration

ISO 14644-3:2019

Clean rooms and associated controlled environments - Part 3: Test methods

ISO 14644-4:2001

Clean rooms and associated controlled environments - Part 4: Design, construction and
start-up

ISO 14644-5:2004

Clean rooms and associated controlled environments - Part 5: Operations

This document is BECTON DICKINSON property and cannot be reproduced or disclosed to any third party other
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Clean rooms and associated controlled environments - Part 7: Separative devices

IS0 14644-7:2004 (clean air hoods, gloveboxes, isolators and mini-environments)

Clean rooms and associated controlled environments - Part 8: Classification of air

[SO 14644-8: 2013 cleanliness by chemical concentration (ACC)

Animal tissue and derivatives related standards

Medical devices utilizing animal tissues and their derivatives. Application of risk

ISO 22442-1:2020* management

*Partially applied (Annex C.5)

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

1.14 Classification

BD PosiFlush™ SP and BD PosiFlush™ XS Syringes are classified as class III medical device
as defined in the MDR (EU) 2017/745 Annex VIII.

1.15 Medical Device Nomenclature

EMDN Code: A02010701
EMDN Term: Syringes Prefilled with Sterile Physiologic Solution

According to ISO 15225 (Medical devices - Quality management - Medical device
nomenclature data structure), BD PosiFlush™ SP and BD PosiFlush™ XS Syringes are
referenced as follows:
GMDN Code: 64786
GMDN Term: Vascular Catheter/cannula flush solution, non-anticoagulant, non-antimicrobial

1.16 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.
¢ 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.
e 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.

1.17 Other information

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

This document is BECTON DICKINSON property and cannot be reproduced or disclosed to any third party other
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e 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.

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*
306573 BD PosiFlush™ SP syringe CE 3mL 1 30 480 Yes
306574 BD PosiFlush™ SP syringe CE 5mL 1 30 480 Yes
306575 BD PosiFlush™ SP syringe CE 10mL 1 30 480 Yes
306583 BD PosiFlush™ SP syringe EMA 3mL | 1 30 480 Yes
306584 BD PosiFlush™ SP syringe EMA 5mL | 1 30 480 Yes
306585 BD PosiFlush™ SP syringe EMA 1 30 480 Yes
10mL
306570 BD PosiFlush™ XS syringe CE 3mL 1 30 240 Yes
306571 BD PosiFlush™ XS syringe CE 5mL 1 30 240 Yes
306572 BD PosiFlush™ XS syringe CE 10mL | 1 30 240 Yes
306580 BD PosiFlush™ XS syringe EMA 3mL | 1 30 240 Yes
306581 BD PosiFlush™ XS syringe EMA5mL | 1 30 240 Yes
- — -
306582 Ifgnffsﬁlush XS syringe EMA 1 30 240 Yes
*”No”: IFU may be available but not as an insert.
2.2 Packaging material
Component Material

Unit Pack (Flow wrap)

Polypropylene

This document is BECTON DICKINSON property and cannot be reproduced or disclosed to any third party other
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PosiFlush SP

Unit Pack (Blister Pack) Top Web: Steam paper
PosiFlush XS Bottom Web: Polypropylene
Shelf Box Chipboard carton

Shipping Case Corrugated carton

2.3 Examples of labeling

CatBa?Iog Languages available on labeling

Number
R
306574 Ssgmiggﬁzrhman
wos | e
306570 ﬁ:ﬁgfl/a?lrde/%(utch
e
A i
s B
306584 Slovakig/Slovak
e
306580 Russio/Russian
306581 BLlgara/Buigarian
306562 OAEArabic
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Primary Packaging Label (barrel label) extracted from document DG2045 Rev.12 related to
reference 306574:

€ BD PosiFlush™ SP Syringe s5mL H
0.9% Sodium Chloride (0.9% NaCl) <ll

- ] |

- N oo I unkE S

NN H

Lol e
FOR FLUSHING ONLY « POUR RINCAGE SEULEMENT o
AUSSCHLIESSLICH ZUM SPULEN « PARA LAVADO DE
VIAS EXCLUSIVAMENTE « PARA LAVAGEM DE LUMENS
EXCLUSIVAMENTE o ESCLUSIVAMENTE PER IL LAVAGGIO o
TTATIAYZEIX MONO « VOOR FLUSHEN ALLEEN « ENDAST FOR
FLUSHNING o VAIN HUUHTELUUN o KUN TIL SKYLLING
KUN TIL GENNEMSKYLNING / VASKULARE KATETRE.

Becton, Dickinson and Company =
d 1 Becton Drive, Franklin Lakes 30557!‘ S
NJ 07417,USA © 2020BD hd.com DG204512 XXXXXXXXX
(01)00382903065745

4 YYYY-MM-DD

2 YYYY-MM-DD
1234567

Unit pack (flow wrap) extracted from document DGW1511 Rev.03 related to reference
306574:

INe pas utiliser sur champ stérile.
INicht in einem sterilen Feld verwenden.
INo utilizar sobre un campo estéril.
INﬁo utilizar num campo estéril.

|
|
|
|
I
|
|
|
|
|
|
Non utilizzare su un campo sterile. i
INo: HNV XpnowoTroLE(ToL péon OF oTElpo nsﬁio.i
:Niet gebruiken op een steriel veld. i
Far ej anvandas pa ett sterilt omrade. |
Fi saa laittaa steriilille alueelle. i

I

|

|

|

IWléi ikke brukes pa et sterilt omrade.
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Shelf Box extracted from document 10000303830 Rev.03 related to reference 306574:

€BD PosiFlush™SP

dS .uUsnidised aa@

310 Singhe Use Syringes

#BD PosiFlush™SP

€ BD PosiFlush™SP

B T B O e e T T e T S T T T T . T B T
A S S S SIS S S SIS S S S S S S S S S A

Shelf Box label extracted from document 10000303832 Rev.04 related to reference 306574
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ENGLISH

INSTRUCTIONS FOR USE

Follow (mstroctions for use, manufacurers guidelines, and instituton

procedures for flush odminstmton

DESCRIPTION

B PosiFlush™ 5P Syringe s o rendy to wse medicol dewice iocooeding

to reguintion EU 20177745 of the Evropean Parliament and af the

Council). It is o polypopyiena syringe contosning stedis and

nar-pyrogenic sotoaic [9% sodium chionde soluton, The gyrnge

content t= guarantesd to be sterile, ran-toxic, ond non-pyrogealc

INTENDED USEINDICATIONS FOR USE

- B PosFhesh™ 59 Syringas ore intendad to e ised FOR FLUSHING

OMLY of in-situ perigherdl Introvenaus cotheters (PIVCE), perpheraly
Insarted cantol mtheters (PICCS): centrl venows cathetes (OVCs),
ard rmpiontad venaus oooess ports

- BD PasFlsh™ 59 Syringe 1= not intended for dry peoduct

reconsHtutien, for medicotion diution. or where mirovenous therapy
weth sodium chiovide 5 indiorbed

- BD PosiFlush™ SP Syringe must not be used on o sterie field.

INTEMDED PATIENT POPULATION

BD PosiFiush™ 5P Syringe s bo be usad wath potients with i situ

porghenal mtrevanous cotheters (PIVCs), paripheroly inserted cantrol

catheters (FIC0S! central vanais cothetars {TV sl ond iImplonted

WENOE OCCES parts

INTENDED USER

BD PosiFemsh™ 5P Synnge & to be used by healthcore professionals

exparienced in woscular ances and the use of these davices. The BO

Prosiflush™ 59 Syring=as ore monunl devicas that may be opemted by o

iorge range of people with wEiows human dhomncteststics. mchuding

hand stres ond stengths

CONTHAINDICATIONS

- Use In fypemnotremio and fAutd rebeation pabients, when the

administration of sodium or chiodde could be dinicoly detrimentol.

- Donot vsa BD PesFesh™ 59 Syringe If o pobient has o inown alegy

to any of ts companents, materais or 0.9% sodium chionde solution,
‘wéich mioy lead t0 an olergic responss resufting i onaphyiars

PERFOAMAMCE CHARA CTERISTICS

- Interoperability with Vesculior Access Devioas (VAT

- Al syringe barek {3 miL & ml and 10 mi) heve the some 10 mL

diogmetar syringe bare! and therefore the fush pressiee = equavalent
for off slres.

WARNINGS

= Do not e ¥ uns pockage of contant s domaged

« Do not use 7 product hos been left ot fraazing femperatura.

« Vardy the expimtion dote on the product poctage oriobel Do nat
= If product hos expired.

« Do not 1=e IF syrnga Bp oo or stapper 15 domaged.

= Do not use IF siution |s coudy or colwed, contoins o precipitse, ar
has any type of suspended partouints motter

= Do not re-use. Re-use may lead to mfecion or other (liness/njury.

» Smiofl paris me o potential choking horod. After usa, discard small
parts oooording to your foclity protooal.

= Do not re-steriliee.

« Pomsible cormpiicotions ondion codverss @actians ossocioted with
fushing may Inckids sepsks. Infections foonlized/systersc),
mEnCnnecs blood exposune, axposire tn boodsome pothogers.
o emboliam, portlcuate embolism, Slood clots, phiebits, bolops
that may lead to bazodows duefivd Soomure, Inltobion, o
tmnsltory toste or odor during fiushing. Use of contomingted nommod
saline product may leed to Infection and possibly deoth.

= Mot using nsaptic technique and folire o odhere to fushing
quidelines may lead to: cothater related bloadstream nfection ond
=iatad injurny or death, cotheter fatlue, cotheter relotad
complicotions sich os occheston, Infittration, exravcsation, eythema,
saeding or pain.

PRECALTIONS

» Store ot controled tempemtee (152570, Excursions penmitied io
307C Do not feawe at freezing temipanatune.

s Check with drug manufoctees nstrections for use toensuse
compatitility with 0.9% sodium chionde saltson priorto use 17 0.5%
sodium chioride solution i not compatiile, follow the dug
monufactimer instructiens for fushing proctices, or frst fiush the
wastube oooes device (VAD) with o compatible solution such oz 0%
dexirose in wates to ramove troces of the meciontion In oocordance
with manEoctizer and irstitubion poides

« Clinicians should consider the patient’s spedfic medicn| conditions,
trentmant neads, oge, and weight that moy meguirs restricted sodium or
fiiald minke when dedding to fush with (9% sodium chiarde injection.
Saine fiishes should be taken inte oocountwhan prescrifing fiuids o
ot mceed fusd intois guidelines.

« There ae no known clinical studies of fiushing with 30 PosiFlush™ 5P
Synnge in pregnont ond factoing women

= BD PosiFlush™ 58 Syrings ts designed to be usad with 150 e complant
companets far introvengds oppSootions.

« For singie use only . Discord any partiofy used product.

« EL) Only: Usars shoald repart any serious incident reinted to the gevice
to the Manufactuser ond Motional Competent Authonty.

DERECTIONS FOR LISE

Single use, singfe patieat devlce: To ensure sofe medication orepamtion

and ndmintstotion, Sniclons should prociios the *7 sights" of medicotion

administraticn; right patent. nght drag, right dose, ight tere, right muts,
right reoson ond right documentobizn.

Curent proctice recommendations oee to flush befiore ond ofter endh

medicotion, fiukd odminstmaton, or binod somaling; and of eoular

Intemvalks when cathetans o2 not In wsa. However ohemys consider device

manufacturer, medication and mstrution goideines.

Falow diinfection pratocols as per nsttution ond momsaciuer

guidelines

Usz aseptic technique throughout the procedure.

1. Opan pack ond remove syringe.

I Check that synnge tip cog ts i ploce: Inspect oty of solution
{Fg. taj

3.D§umss punger with tip cop on to elense the stopper saa (Fig. 1)

& Unsoew tp cog from the syringe enswing thot theme & notoudh
contmmingtion of the syringe iugr connection. Fig 7)

5 Push syringe phinger to expel the o, (Fig. 3}

B Connect BD PosFlusk™ 59 synnpe tovasoulor oocess device, toling cane
that thera s no touch contomination of the coanection. {Fig. &) Ensure
SECLITE LN 0N

7. Push syringe phmger to infect e requiras voiume of sakne following
Imstrtuticin's pokcy. (Fig, 5) Inject the sofution slowl In order to ovoid
overpressune. In case of plunger resstance, I |5 recommended thot
excesshe force s not exered

B After use, dispose of 1 oocomdance with recognized procedura in your
Instiution. {Fig. &)

COMPOSITION PER UNIT

Polypropylens s ringe with B0 Luer-Los™ fip,

B[ PosiFush™ 5P Syringe = not formulntad with Motural Rubber Lotex.

Saline solution: sadium chionde 9 gfl No0 0.9%), distifed sterlfewoterto

wolumes, presenvative free and nom-pyrogenic.

Flow pock consists of Polypropyéana

CLIMECAL BENEFITS

« The BD PosiFheh™ 5P syringe &5 o pre-filled, single use 0.9% sodum
chioeide symnge thot helps to improve dinicon =ficiency by sliminoiing
stegs and tme twoivad in the manoof preparoticn of sakae syninges.

« Thi BD PosiFish™ 5P syringe reduces nst of touch contomennbion that
may oo dising monua prepemotien of soline flush syringes.
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