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English

EU DECLARATION OF CONFORMITY

Manufacturer’s Name

Johnson & Johnson International

Manufacturer’s Address

c/o European Logistics Centre
Leonardo Da Vincilaan 15
BE-1831 Diegem,Belgium

Manufacturer’s Single Registration
Number (SRN)

BE-MF-000008018

Registration Number (SRN)

Authorized Representative’s Name N/A
and Address
Authorized Representative’s Single N/A

Notified body Name

BSI Group The Netherlands B.V.

Notified body Identification Number

2797

Technical Documentation Number

100796262

Product and Trade Name(s)

PDS™ Plus Antibacterial Polydioxanone Sterile Synthetic
Absorbable Surgical Suture

Product Code(s)/Product Range and
Description

Refer to Attachment 1
Refer to Attachment 2

Intended Purpose

PDS™ Plus Suture is indicated for use in general soft tissue
approximation, including use in pediatric cardiovascular tissue
where growth is expected to occur. PDS™ Plus Suture is not
indicated in adult cardiovascular and neurological tissues. These
sutures are particularly useful where the combination of an
absorbable suture and extended wound support (up to 6 weeks) is
desirable.

Classification

Class Il (Annex VIII, Rule 8)

GMDN Code 47362,
Polyester suture, bioabsorbable, monofilament, antimicrobial.
EMDN Code H010101030101 POLYDIOXANONE WITH ANTIBACTERIAL

MONOFILAMENT WITH NEEDLE

H010101030102 POLYDIOXANONE WITH ANTIBACTERIAL
MONOFILAMENT WITHOUT NEEDLE

Basic UDI-DI value

Basic UDI-DI Device Basic UDI-DI | Basic UDI-DI
Name Device Model

PDS Plus Antibacterial | PDS Plus 0705031a0080859
polydioxanone Antibacterial

monofilament Suture

absorbable suture

Common Specifications

Common Specifications have not been issued.
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EU DECLARATION OF CONFORMITY

We, Johnson & Johnson International, hereby declare the above listed Medical Device(s) complies with
Medical Device Regulation (EU) 2017/745.

This declaration is made on the basis of:
EU Technical Documentation Assessment Certificate Number MDR 730053, issued by the Notified Body
stated above, in accordance with Annex IX, Chapter Il of the Medical Device Regulation (EU) 2017/745.

EU Quality System Certificate Number MDR 729796, issued by the Notified Body stated above, in
accordance with Annex I1X, Chapters | and Il of Medical Device Regulation (EU) 2017/745.

SIGNATURE SECTION

This EU Declaration of Conformity is issued under the sole responsibility of the Manufacturer.

Place of Issue | Referto Manufacturer’'s Address above
Signature I . \/4 “/( o Date | (5 jn-2024
Name/Title Valerie Smith Beyer/Director, Regulatory Affairs
Signature @3 ! é ) Date | 11-Jan-2024
Name/Title Veronica Ysunza, Quality Assurance

Manufacturer’s Person Responsible for Regulatory Compliance

Note: The English DoC is considered the "EN Master DoC”. The dated signature present in
the “EN Master DoC” will represent the date of validity for any translated DoCs.
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EU DECLARATION OF CONFORMITY

Technical Documentation Number | 100796262

Manufacturer’s Name Johnson & Johnson International
Suture Characteristic Range

Suture Material (Absorbable/Non-

Absorbable) Absorbable
Suture Gauge Size 0.7 — 4.0 (Metric)
Suture Length 35 cm -245cm
Suture Dyed/Undyed Dyed / Undyed
Suture Color (If dyed) Violet

Suture Coated/Uncoated Uncoated
Multifilament/Monofilament Monofilament
Contains Antimicrobials (Yes/No) Yes

Triclosan Maximum Levels < 2360 pg/m
Accessories to suture type N/A

Suture Needled/Non-Needled Needled / Non-Needled

Single Armed / Double Armed
420 SS, 455 SS, 4310 SS,

Number of Needles per Suture

) ETHALLOY
Needle Material
Silicone, CERBERUS,
Needle Coating MULTIPASS
Needle Shape Straight / Curve
Needle Color Silver / Black
Needle Length 7.9 mm-70 mm
Needle Wire Diameter 0.20 mm — 1.55 mm
CONFIDENTIAL use pursuant to Company Procedures Page 3 of 22
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