Form

&2 BD

Document Number: V200QARA-SWI-01-A

TITLE:

Technical Data Sheet

Revision Level: 02
Page 1 of 9

Intravenous Administration Set Accessories -
Protective Caps for Connectors
Sterile, for single use

TP, TP-MF, TP-MF-B, TP-MF-C, TP-MF-O

BD Switzerland Sarl
Terre Bonne Park - A4
Route de Crassier 17
1262 Eysins, Switzerland
bd.com

TDS number: QS-TDS028 - Rev. 01
2020-October

1. General Information

1.1

Intended use

The protective caps are intended to close off open ports of intravascular devices such as
infusion sets.

1.2

General description

The protective caps can be used for both male and female luer locks.

The following materials: PVC, PHT, DEHP, natural rubber latex are not part of the material
formulation.

- & o

BD Tube Total Set Priming | Tube Inner | Tube Inner
Catalog BD Product Description Length Length Volume Diameter Diameter
Number (cm) (cm) (ml) (cm) (cm)

TP Luer Lock Cap N/A N/A N/A N/A N/A

TP-MF Male-Female Luer Lock Cap, red N/A N/A N/A N/A N/A

TP-MF-B Male-Female Luer Lock Cap, white N/A N/A N/A N/A N/A

TP-MF-C Male-Female Luer Lock Cap, blue N/A N/A N/A N/A N/A

TP-MF-O Male-Female Luer Lock Cap, orange N/A N/A N/A N/A N/A
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
use the BD Catalog Number.

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.
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Eurther features:
Caf::o Gravity Pump Ventilation | Back Check Filter Change Lipid
9 Use Use Spike Valve Size Interval Resistant
Number
TP Yes No N/A N/A N/A A dina t Yes
TP-MF Yes No N/A N/A N/A Cﬁgg 'Egl ° Yes
TP-MF-B Yes No N/A N/A N/A rot%col Yes
TP-MF-C Yes No N/A N/A N/A P Yes
TP-MF-O Yes No N/A N/A N/A Yes
Certification
CE Certificate . .

BD BD Legal Manufacturer Number B?ch‘:z::fa?:g;giil)te EC
Catalog and And r:n d g Representative
Number ISO 13485 Certification Not_lfled Body ISO 13485 Certification (if applicable)

Brief Name
TP Address: CE certified with Address: MedNet EC-REP
TP-MF Zibo Qiaosend Medical TUV SUD Zibo Qiaosend Medical GmbH
TP-MF-B Articles Co., Ltd Articles Co., Ltd BorkstraBe 10
TP-MF-C No.2, Gaoyuan East Road, Certificate No.: No.2, Gaoyuan East Road, | 48163 Munster
TP-MF-O 256300 Gaoqging County, G2S 088861 0010 256300 Gaoqing County, Germany
Shandong Province, Shandong Province, Tel : +49 (0) 251
People’s Republic of China People’s Republic of China | 322 66 64
ISO 13485 Certificate No.: ISO 13485 Certificate
Q5 088861 0011 No.: Q5 088861 0011
1.3 Materials
Component Material
TP Polyethylene (PE)
TP-MF Polypropylene (PP)
TP-MF-B Polypropylene (PP)
TP-MF-C Polypropylene (PP)
TP-MF-O Polypropylene (PP)

Example product drawing (TP-MF)

i
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1.4 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 Phthalates including DEHP are not part of the material formulation
Latex Natural rubber latex is not part of the material formulation or packaging
Bisphenol A Bisphenol A is not part of the material formulation
Substances of animal The products were assessed for TSE (Transmissible Spongiform Encephalopathy)
origin BSE/TSE contamination risk. The raw materials used in the manufacture of this device do not

contain any animal tissue but may contain very small amounts of animal derived raw
materials. This product is manufactured using polymer resins which may contain very
small amounts of surfactants or fatty acids derived from tallow. Our resin suppliers have
confirmed that these tallow derived materials have been produced using multiple cycles
of conditions at least as rigorous (and normally more rigorous) as those specified in
Annex C.5 of EN ISO 22442-1. Therefore, the raw materials meet or exceed the
requirements of EN ISO 22442-1.

The raw materials do not to present any risk with respect to TSE or other animal borne
diseases.

Polyvinyl chloride (PVC) | Polyvinyl chloride is not part of the material formulation

PET/PETG PET/PETG are not part of the material formulation

1.5 REACH information
Based on BD’s ongoing data collection efforts and/or information received from BD’s suppliers,
BD has not identified any chemicals in the articles and packaging of the Zibo Qiaosend
Protective Caps for Connectors, 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 27 June 2018 according to Art. 59 (1.10) of the
Regulation (EC) N° 1907/2006 (REACH).

1.6 Biocompatibility
Zibo Qiaosend Medical Articles Co., Ltd products comply with the requirements of the standard
for toxicity, pyrogenicity and biocompatibility of medical devices, ISO 10993 series - Biological
Evaluation of Medical Devices.

1.7 Sterilization method
These products are sterilized using Ethylene Oxide according to ISO 11135:2014 (Sterilization
for Healthcare products- Ethylene Oxide: Requirements for Development, Validation and
Routine Control of a Sterilization Process for Medical Devices). ETO residues are within
applicable regulations.

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

Revision Level: 02
Page 4 of 9

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

1.8 Shelf life and storage conditions
The Protective Caps for Connectors shelf life has been assessed by stability studies in order
to verify the functionality, physico-chemical and microbial properties over time. They have a
shelf life of 48 months.

Store in a dry and warm place, not exposed to strong light. Avoid extreme conditions of
humidity and temperature.

1.9 Standards
As per extract from the Declaration of Conformity QSZC03-03E-001-11 linked to CE certificate

number G2S 088861 0010:

Harmonized Standards

EN ISO 10993-5:2009

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

EN ISO 10993-7:2008 /
AC 2009

Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals

EN ISO 10993-11:2018

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

EN ISO 13485:2016

Medical devices — Quality management systems — Requirements for regulatory
purposes

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

Non-Harmonized Standards

EN ISO 8536-4:2020

Infusion equipment for medical use. Infusion sets for single use, gravity feed

EN ISO 10993-4:2017

Biological evaluation of medical devices - Part 3: Tests for genotoxicity, carcinogenicity
and reproductive toxicity

EN ISO 10993-10:2013

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

EN ISO 11135:2014

Sterilization of health-care products. Ethylene oxide. Requirements for the
development, validation and routine control of a sterilization process for medical
devices

EN ISO 11607-1:2020

Packaging for terminally sterilized medical devices. Requirements for materials, sterile
barrier systems and packaging systems

EN ISO 11607-2:2020

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

EN ISO 14971:2019

Medical devices. Application of risk management to medical devices

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.

1.10 Classification

Class Is Medical Device under Rule 2, Annex IX of Medical Devices Directive 93/42/EEC as

amended.
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1.11 GMDN and UMDNS code

The protective caps are referenced as follows:

GMDN Code: 58977
GMDN Term: Basic Intravenous Administration Set

UMDNS Code: 12157
UMDNS Term: Intravenous Administration Sets

1.12 Manufacturing practices
Zibo Qiaosend Medical Articles Co., Ltd. is following the Medical Equipment Production &

Quality Management Standard issued by the NMPA (equivalent to GMP)

The entire manufacturing and testing processes follow the Good 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.

Zibo Qiaosend operates a system of internal and external audits to maintain
compliance.

Zibo Qiaosend confirms that it will continue to adhere to relevant international
standards in designing and manufacturing its products.

1.13 Other information

(Material) 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 Zibo Qiaosend 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.

Good Manufacturing Practices as defined by the FDA Pharmaceutical is not applicable
for Medical Devices.
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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) (Qty) No*

TP Luer Lock Cap 1 100 1000 No
TP-MF Male-Female Luer Lock Cap, red 1 100 1000 No
TP-MF-B Male-Female Luer Lock Cap, white 1 100 1000 No
TP-MF-C Male-Female Luer Lock Cap, blue 1 100 1000 No
TP-MF-O Male-Female Luer Lock Cap, orange 1 100 1000 No
*”No”: IFU may be available but not as an insert.
2.2 Packaging material
Component Material

Unit Pack Medical grade paper 60g + PE film
Shelf Box Carton
Shipping Case Carton
IFU N/A

2.3 Examples of labeling
Labels: According to European Medical Device directive, labels are multilingual.

Languages: English, Bulgarian, Czech, Danish, German, Greek, Spanish, Estonian, Finnish,
French, Croatian, Hungarian, Italian, Lithuanian, Latvian, Dutch, Norwegian, Polish,
Portuguese, Romanian, Russian, Slovak, Slovenian, Serbian, Swedish, Turkish, Japanese,
Chinese

Example primary packaging label (TP-MF)

&BD
TPMF
XXXXX
CEons

Sevs
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Example shelf box (TP-MF)
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Example shelf box label (TP-MF)

Z) MALE-FEMALE L LOCK CAP — RED

KATAMKA S MKV KEHCKY LUER LOCK — HEFBEHA
5) ZASTRENA ZASUVNA KREYTKA L LOGK - CERVENA
(@ HAN-HUN-L LASEHATTE - RED

) LUER LOCK KAPPE () ROT
APTEAKOOHAVKD MO L LOGK - KKK
E TP-MF ) TABON L LK MACHD HeaRA ROIO

ISASE-EMASE L LUKU KORK — PUNANE
L LOCK-SUOJUS URDS-NAARAS ~ PUNAINEN

%) GARUGHON L. LOGK MALE FEMELLE — ROUGE
[ MUSKO-ZENSKI LUER LOGK POKLOPAS — CRVENI
%) APAANYAL CSATLAKDZOSAPKA - PIRCS
XXXX XX %) GAPPUCGIO L LOCK MASCHIO-FEMMINA - ROSSO

o]
() KISTUKNIS-LZDINIS LUER LOCK® DANGTELIS — RAUDONAS
® s# #

(@) LUER-LOCK.DOP MANNELLICYROUWELLK - ROCO
HANN. HUNN L LOCK HETTE

() NASADKAZ MESKIN ZERSKI ZLACZEM TYPU LUER LOCK - CZERWONA
@®

) TAMPA LUER LOGK MACHOIFEMEA — VERMELHA
) HANE-HONA L LOC)
RKEX-DIS] L KILIT KAPAG! - KRMIZI
AAL o T o
it

(5 CAPAC DE BLOCARE L. TATAMAWA— ROSU

(01OCOOKIKIKKXK (1 TIXXKHKKK(10)XXXXX

HEAEMON
@) UZAVER LUER LOCK ZASTRCKA ZASUVKA - CERVENY
PORROVEEK MOSKEGAZENSKEGA NASTAYKA L. LOCK - RDEC

) MUSKO-ZENSKA LUER LOCK KAPICA — CRVES

70 TROSPOBCKOTD COEAMHHTENR, KPACHEIA
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Example shipping case (TP-MF)
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Example shipping case label (TP-MF)

(

& MALE-FEMALE LLOGK GAP - RED
B KA Shomn 8 LR LK P

(@) ZASTRENA-ZASUVIA KRYTIA LLOGCK ~ CERVENA

@ HAM-HUNLLASEETTE - RGD

@) LUERLOCK KAFPE [MAW) - ROT

(&) APEENKO-OHAYKO NOWA LLOCK - KOKKMNO

@ TAPON L LOGK MAGHO-HEMBRA, ROUO

() ISASE EMASE LLLUKU KORK — PUNANE

() LLOCK SUDLUS URDS NAARAS - PUNAINEN

() CAPUCHON L LOCK MALE-FEMELLE — ROUGE

(%) MUSKO-2ENSK| LUER LOCK POKLOPAC — CRVEN

() APAANYAL. CSATLAKOZOSAPKA - PIRCS

(@ CAPPUCCID LLOCK MASCHIO-FEMMINA— ROSSO

(&) KISTUKINIS-LIZDINIS LUER LOCK® DANGTELIS - RAUDONAS
(5) SPRAUGNAROZETES KR, FIKSACLIAS UZMAVA — SARKANA
(@ LUER-LOCK-DOP MANNELLIK-VROUWELLK - RODD

@) HANN-HUNHLLLOCK METTE _ RGD

() NASADKAZ MESKIM-ZENSHIM ZLAGZEM TYPU LUER LOCK - GZERWONA

(5) TAMPALUER LOCK MACHOIFEMEA — VERMELHA
(@) GAPAC DE BLOGARE L. TATA-MAMA - ROSU

() KOMMAUOK [INF DXBATHIBAEMOR EFD BUKTOBOMD

@ UZAVER LUER LOCK ZASTREKA ZASUVKA - CERVENY

() POKROVGEK MOSKEGAZENSKEGA NASTAVKA L. LOCK - RDEC

(2) MUBKO-ZENSKA LUER LOCK KAPICA — CRVENA

) HANEHONALLOEK - ROD

(&) EAKER-DISI LKILIT KAPAGI - KIRMIZ]
& Sy =g

@

OT)XXKXKXKXKKKAXK (17 )XXXXXK(10)XXKKX

100x10=1000

QSZOT AT RavAR

COEMHHTENR, KPACHES
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REVISION

CHANGE SUMMARY

01

Initial release according to new template

Third Party Approval

REVISION

CHANGE SUMMARY DATE SIGNATURE

COMPANY STAMP

01

Initial release according to
new template
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