EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO )
COMPANY \/

Certificate No.; Project No.: Valid Until:
13422-201 8-CE-CZS-NA-PS Rev. 1.0 FRJC-575436-2017-F'RC-CZE 01 November 2023

This is to certify that the quality system of:

Biosintex S.R.L.
4 Vladiceasca Str.
077168 Snagov
Romania

For design, production and final product fnspectlon/testing of:

Sterile surgical sutures

Has been assessed with respect to:

The conformity assessment procedure described in Annex Il of
Council Directive 93/42/EEC on Medical Devices, as amended

and found to comply.

Further details of the product(s) and conditions for certification are given overleatf.

Place and Date: For: DNV GL Presafe AS
Heoevik, 11 September 2019 3 g S

‘ O' Tone Elise Kolpus

NORWEGIAN
ACCREDITATION
The Certificate has been digitally signed
See www.presale comidigital_signatures for more infa
PROD 021
Notified Body No.: 2460

Molice: The Certificate is subject to terms and conditions as sel out in the Certificalion Agreement. Failure 1o comply may render this Certificate invalid.
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EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO -
COMPANY V

Certificate No. Project No.. Valid Until
13422-2018~CE-CZS-NA-PS Rev 1.0 PRJC-575486-2017-PRC-CZE 01 November 2023

Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services.

Certificate history:

Revision ' Description N Issue Date
Original Certificate ' 2018-11-01
1.0 Change of product name i 2019-09-11

Products covered by this Certificate:

Product Description Product Name Class

DACRIL- Polyglycolic acid multifilament
Coated absorbabie
DACRIL RAPID- Polyglycolic acid
multiflament coated fast absorbable
. . DACRIL 910 - PoIy(glycolide—co—Lactide)
zv‘-li:g::c:tl ::;L(:I'l-g with (90/10) multiﬁlamem coated absorbable "=

PDO-x - Polydioxanone monofilament
absorbable
MONO-x - Poly(glycolide—co-caprolactone)
(75/25) monofilament absorbable
BIOPRO- Polypropylene monofilament non-

absorbable

* Design assessment is covered by a separate EC-Design Examination Certificate No.:
13464-2018-CE-CZS-NA-PS

Sites covered by this certificate

Site Name Address
BIOSINTEX S.R.L. 4 Vladiceasca Str., RO 077168, Snagov, Romania

DNV GL PRESAFE AS - Veritasveien 3, N-1363 Hevik, Narway - Registered Enterprise No: NO 997 067 401 MvA Page 2 of 3




EC Certificate
Full Quality Assurance System

A DNV GL & NEMKO
COMPANY \/

Certificate No., Project No Walid Until
13422-201 8-CE-CZS-NA-PS Rev 1.0 PRJC-575486-201 7-PRC-CZE 01 November 2023

Terms and conditions

The certificate is subject to the following terms and conditions:

*= Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a
defect in his product(s), in accordance with directive 85/374/EEC, as amended,
concerning liability of defective products.

= The certificate is only valid for the products and/or manufacturing premises listed above.

* The Manufacturer shall fulfil the obligations arising out of the quality system as approved
and uphold it so that it remains adequate and efficient.

* The Manufacturer shall inform Presafe of any intended updating of the quality system
and Presafe will assess the changes and decide if the certificate remains valid.

* Periodical audits will be held, in order to verify that the Manufacturer maintains and
applies the quality system. Presafe reserves the right, on a spot basis or based on
Suspicion, to pay unannounced visits.

The following may render this Certificate invalid:
= Changes in the quality system affecting production.
* Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC
declaration of conformity and legally affix the CE mark followed by the Notified Body
identification number of Presafe.

End of Certificate

DNV GL PRESAFE AS - Verilasveien 3, N-1363 Hovik, MNarway - Registered Enterprise No NO 997 067 401 MvA Page 3 of 3




\— Management System Certificate

Cartlicale No
257642-201 8-AQ-CZE-NA-PS Rev. 1.0

S

Project No.: Inflial Certification Date: Walid Until:

PRJC-57S485~2IJ1?'-MSC-CZE 11 Aprit 2019

This is to certify that the management system of

Biosintex S.R.L.
4 Vladiceasca Str.
077168 Snagov

Iifov County

Romania

11 April 2022

Complies with the requirements of

ISO 13485:2016/NS-EN 1SO 13485:2016

The Certificate is valid for the following scope:

Design,development, manufa

cturing and trade of sterile surgicalsutures,

with / withoutneedles, surgicalsterile prosthesis for soft tissues
andsurgicalmeshes for women urinary incontinence.

Place and Date

Hovik, 11 April 2019

For:

DNV GL PRESAFE AS

F Y v g gV

Bjerg Synnoeve Nesgard

iy

Regateree Enterpase No NG 987 087 401 Mlwia Page t of 1
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Ne P3H 2013/40

o1 08 ¢pespann 2013 roaa
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Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

ISO 9001:2015
01 100 0101627

KONICA MINOLTA

KONICA MINOLTA Business
Solutions Europe GmbH
Healthcare Division
Hoogoorddreef 9

1101 BA Amsterdam
Netherlands

including the location
Konica Minolta Buisness
Solutions Europe GmbH
Healthcare Division
Wemer-Eckert-Str. 2

81829 Miinchen

Germany

Trade including import and export and the provision of associated
technical support, related to medical products and systems for
medical imaging

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2017-05-13 until 2020-05-12.
First certification 2011

2017-04-12

inland Cert GmbH
Am Grauen Stein + 51105 Kaln

—— A TUVRheinland®

Deutsche Precisely Right.

Akkreditierungsstelle
D-ZM-16031-01-00




Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

ISO 9001:2015

09 100 89040

KONICA MINOLTA, INC.
1 Sakura-machi, Hino-shi, Tokyo, 191-8511 Japan

including the locations according to annex

Design, Development and Manufacture of Direct Digitizers
(Computed Radiography Systems and Digital Radiography
Systems), Laser Imagers, Radiographic Film Processors,
Diagnostic X-ray Systems, Diagnostic Ultrasound Systems and
Transducers, Picture Archiving and Communication Systems
(PACS), Software for PACS, Diagnostic X-ray Digital Imaging
System Workstation, Software for Diagnostic X-ray Digital
Imaging System Workstation, Print Management Systems, Pulse
Oximeters, Oxygen Saturation Monitors and Jaundice Meters.
Design, Development and Manufacture of Fluoroscopic Image
Storage Devices (Plate, Cassette and Cassette Plate)
Manufacture of Medical Imaging Films, X-ray Films (X-ray Films
for General Radiography, X-ray Films for Photofluorography and
Dental X-ray Films for General Use)

Design, Development and Manufacture of Radiation detective
phosphor plates (scintillator)

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2019-04-12 until 2022-04-11.
First certification 2003

2019-04-12

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kain

Akkreditierungsstelle PFECISE|Y nght'
D-ZM-16031-01-00

/2 TUVRheinland®
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Annex to certificate

Standard:

ISO 9001:2015

Certificate Registr. No.: 09 100 89040

No.

/01

Location

KONICA MINOLTA, INC.
Hino site

KONICA MINOLTA
TECHNOPRODUCTS CO.,LTD.,
Hino Site

1 Sakura-machi, Hino-shi,
Tokyo, 191-8511, Japan

Scope

Design, Development and Manufacture
of Diagnostic Ultrasound Systems and
Transducers and Fluoroscopic Image
Storage Devices (Plate and Cassette
Plate)

Design and Development of Picture
Archiving and Communication Systems
(PACS), Software for Picture Archiving
and Communication Systems (PACS)

Manufacture of Laser Imagers,
Diagnostic X-ray Systems, Pulse
Oximeters and Oxygen Saturation
Monitors

Manufacture of Medical Imaging Films,
X-ray Films (X-ray Films for General
Radiography, X-ray Films for
Photofluorography and Dental X-ray
Films for General Use),

Design and Development of Radiation
detective phosphor plates (scintillator)

1of4
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Annex to certificate

Standard: ISO 9001:2015

Certificate Registr. No.: 09 100 89040

No. Location

/02 KONICA MINOLTA, INC.
Hachioji site

2970 Ishikawa-cho

Hachioji-shi, Tokyo, 192-8505,

Japan

Scope

Design and Development of Direct
Digitizers (Computed Radiography
Systems and Digital Radiography
Systems), Laser Imagers,
Radiographic Film Processors,
Diagnostic X-ray Systems, Picture
Archiving and Communication Systems
(PACS), Diagnostic X-ray Digital
Imaging System Workstation, Software
for Diagnostic X-ray Digital Imaging
System Workstation, Print
Management Systems, Pulse
Oximeters, Oxygen Saturation Monitors
and Jaundice Meters.

Design and Development of

Fluoroscopic Image Storage Devices
(Cassette and Cassette Plate)

20f4
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Annex to certificate

Standard: iISO 9001:2015
Certificate Registr. No.: 09 100 89040

No. Location

/03 KONICA MINOLTA
TECHNOPRODUCTS CO., LTD.,
Sayama Site

2-2-1 Hirosedai, Sayama-shi,
Saitama, 350-1328, Japan

Scope

Manufacture of Direct Digitizers
(Computed Radiography Systems and
Digital Radiography Systems), Laser
Imagers, Radiographic Film
Processors, Diagnostic X-ray Systems,
Diagnostic Ultrasound Systems,
Picture Archiving and Communication
Systems (PACS), Software for PACS,
Diagnostic X-ray Digital Imaging
System Workstation, Software for
Diagnostic X-ray Digital Imaging
System Workstation, Print
Management Systems and Jaundice
Meters.

Manufacture of Fluoroscopic Image
Storage Devices (Plate, Cassette and

Cassette Plate) and Radiation
detective phosphor plates (scintillator)

3of4
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Annex to certificate

Standard: ISO 9001:2015

Certificate Registr. No.: 09 100 89040

No. Location
/04 KONICA MINOLTA
TECHNOPRODUCTS CO., LTD.
Kuki site

6201-6 Sanga, Shobu-chyo
Kuki-shi, Saitama, 346-0104
Japan

2019-04-12

UV.COrm

Scope

Manufacture of Direct Digitizers
(Computed Radiography Systems and
Digital Radiography Systems) and
Laser Imagers

Manufacture of Medical Imaging Films
and X-ray Films (X-ray Films for
General Radiography, X-ray Films for
Photofluorography and Dental X-ray
Films for General Use)

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdin

40f4
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EC Certificate
Directive 93/42/EEC Annex V
Production Quality Assurance
Medical Devices

Registration No.: DD 60108665 0001
Report No.: 12031254 001

Manufacturer: KONICA MINOLTA, INC.
1 Sakura-machi, Hino-shi,
Tokyo, 191-8511,

Japan

Products: Medical Devices for Radiography and Fluoroscopy Applications
(see attachments for sites and products included)

Replaces Approwval, Registration No.: DD 60084941 0001

Expiry Date: 2021-01-22

Notified Body
Effective Date: 2016-11-23 O

e B P
e POV (e

Dipi.-ing. 8. Pane

-

Date: 2016-11-23 -
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TOV Rheinland LGA Products GmbH Is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




TUVERhemland

Tﬂv Rheinland Doc. 1/2, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60108665 0001
Report No.: 12031254 001
Manufacturer: KONICA MINOLTA, INC.

1 Sakura-machl, Hino-shi,
Tokyo, 191-8511,
Japan

Products and Sites included:

Hino site
KONICA MINOLTA, INC., Healthcare Business Unit
1 Ssakura-machi, Hino-shi, Tokyo, 181-8511, Japan

— X-ray films for General Radiocgraphy

— Dental X-ray films for General use

Hino site
KONICA MINOLTA TECHNOPRODUCTS CO., LTD.
1 sakura-machi, Hino-shi, Tokyo, 191-8511, Japan

- Fluoroscopic Image Storage Devices
(Plate and Cassette Plate)

Notified Body

,__»lu‘p) P
Date: 2016-11-23 i, .

Dipl.-ing. S. Pane




TUV Rheinland g, B2y
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Centificate

Registration No.: DD 60108665 0001
Report No.: 12031254 001
Manufacturer: KON!CA NHNOLTA, INC.

1 Sakura-machi, tho-shi
Tokyo, 191-8511

Japan

Products and Sites included:

Sayama site
KONICA MINOLTA TECHNOPRODUCTS CO. r LTD.
2-2-1 Hirosedai, Sayama-shi, Saitama, 350-1328, Japan

- Software for Picture Archiving and Communication Systems
(PACS)

- Fluoroscopic Image Storage Devices
(Plate and Cassette Plate)

Date: 2016-11-23 &

Dipi.-ing. S. Pane

TUVRhein I:—mf.‘i

Rev. 0O
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