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' i — Spec.-No.:
Sterilux® ES sterile fV ) seecoNo: D 22120f
\Qv i Department:. CMO-DGM
“ \J/ Date: 2018-11-07

1. General Product Description

Sterilux® ES sterile made of 100% bleached Cotton with high absorption capacity. Depending on
the quantity of plies, the swabs can be unfolded once or several times without interfering fringe
threads.

Sterilux® ES sterile carries the CE mark according to EU directive 93/42/EEC for medical devices.
The product is classified as a class lla medical device.

A conformity assessment has been performed for Sterilux® ES sterile® and it has been shown to be
in compliance with all applicable requirements of the above mentioned directive.

The safe use of Sterilux® ES sterile therefore, is ensured if the product is used in line with the in-
tended purpose (see. 2. Application/Indication).

2. Application / Indication

For general wound treatment especially suitable in primary treatment of dirty, infected and highly
exudative wound. As swabs and dressings in minor surgery in the outpatient department and on the
ward as well as secondary dressings to cover burns.

3. Presentations
Sterilux® ES sterile are available in the formats 5 x5 cm, 7,5 x 7,5 cm, 10 x 10 cm,10 x 20 cm.

The gauze type of the swabs is 13 or 17 according to EN 14079. The swabs are available in 8 ply,
12 ply and 16 ply.

4. Product Characteristics

Gauze: 100% Cotton, chlorine free bleached

5. Product Requirements

Material: fulfills the requirements EN 14079 (after bleaching)
Sinking time: <10 sec.
Water absorption capacity: 6 — 8 g water per g Gauze
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13 thread gauze: 17 thread gauze:

Murber of threads

- WA M0 cm+ 4 1000 cm+ 5

- weeft B0 cm4+ 4 00 cm+ 4

Area weight =17 gfm*® == 23 gt

Tensile strength dry

- warp == 35 NA0 mm == 50 MNAO mm

- wedt == 20 MAD mim == 30 MAD mim
Optical brighteners: none

Sterilization: Steam sterilization according to DIN EN ISO 17665-1 with validat-
ed process

6. Labelling

Lot-No. with 9-digit code:
Lot. - No. 5 999 01 | 00 | 1
Explanation [5 =2015] [999 - 000]
Definition Year Serial production Internal Code

order

Expiry Date: g Year - Month or Year - Month - Day

Example: 2021-11-01

Shelf Life: 5 years

The product will be sterile during this period as long as the packaging is not damaged and the stor-
age conditions are kept.

7. Packaging

Sterilux® ES sterile are packed individually, in 2, 5, and 10 pieces per peel pouch.
The sterile packaging is in accordance with DIN EN I1SO 11607 and packaged in folding boxes.
The transport cartons closed with adhesive tape and stacked on Euro pallets.
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PAUL HARTMANN AG Phone: +49 (0) 7321 36-0
Paul-Hartmann-Strasse 12 Fax: +49 (0) 7321 36-3636

89522 Heidenheim www.hartmann.info

P.O. Box 1420 O
89504 Heidenheim Helps. Cares. Protects.
Germany

EU Declaration of Conformity

Heidenheim, 2025-04-09

Product Group Number 1195

Manufacturer PAUL HARTMANN AG
Paul-Hartmann-Str. 12
89522 Heidenheim
GERMANY

We herewith declare under our sole responsibility that the product listed above, first placed on the
market by PAUL HARTMANN AG, satisfies the applicable provisions of the following listed legislation.
The conformity assessment procedure has been performed and the Technical Documentation is kept
available.

Applied legislative act
Medical Device Requlation (EU) 2017/745

High Level Intended Purpose Single-use, non-active, non-implantable devices for wound and skin

care
Risk Class Rule
Classification Class lla Rule 7 | main paragraph
Conformity Assessment Article 52 (6) and Annex IX
Procedure

TUV SUD Product Service GmbH, Ridlerstr. 65, 80339 Miinchen,
Germany, ID-Nr. 0123

EU Quality Management System Certificate (MDR) No. G10 011858

Notified Body

EU Certificates 0065 Rev. 04, Device Group: M020102 - COTTON GAUZES,
FOLDED

Single Registration Number Manufacturer: DE-MF-000005861

Basic UDI-DI 40495001195KH
Code Term

EMDN M020102 ICOTTON GAUZES, FOLDED

GMDN 48134 oven gauze pad

UMDNS 10-966 Kompresse, Mull (Compresses, Gauze)

GLN 404 9500 00000 0

Vorstand/Management Board: Britta Fiinfstiick Sitz Heidenheim

(Vorsitzende des Vorstands/CEO), Frangois Georgelin, Amtsgericht Ulm HRB 661090

Stefan Grote, Oliver Neubrand Registered Office Heidenheim
Aufsichtsratsvorsitzender/Chairman of the Supervisory Board: Commercial Register of the District Court of Ulm file no. HRB
Fritz-Jirgen Heckmann 661090
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PAUL HARTMANN AG Phone: +49 (0) 7321 36-0
Paul-Hartmann-Strasse 12 Fax: +49 (0) 7321 36-3636

89522 Heidenheim www.hartmann.info

P.O. Box 1420 0
89504 Heidenheim Helps. Cares. Protects.
Germany

PAUL HARTMANN AG

ppa. ppa.
4 P
/U
)
Jochen 3:::: Stefan Fischer
Vice i Wound Care & Consumer Senior Vice President Regulatory Affairs
Health

Valid from: 2025-05-06
Valid until: 2030-05-05

List of products falling under the respective Product Group Number:

[REF IName - Description

205009 Sterilux ES st 7,5x7,5 17t 8pl 5xP2(PP)
205016 Sterilux ES-K st 5x5 17thr 8p (40xP1)
205017 Sterilux ES-K st 7,5x7,5 17thr 8p(20xP1)
205019 Sterilux ES-K st 10x10 17thr 8p (12xP1)
205020 Sterilux ES Swabs st 5x5 17th 8p (25xP2)
205021 Sterilux ES K st 7,5x7,5 17th8ply(25xP2)
205022 Sterilux ES K st 10x10 17th8ply (25xP2)
205023 Sterilux ES Swabs st 10x10 21thr 8p 5xP2
205024 Sterilux ES Swabs st 7,5x7,5 21t 8p 5xP2
205025 Sterilux ES Swabs st 5x5 21thr 8p 5xP2
232001 Sterilux ES-K st 5x5 17fd 8f (P3)

232002 Sterilux ES-K st 5x5 17fd 8f (P5)

232003 Sterilux ES-K st 5x5 17fd 8f (P10)
232004 Sterilux ES-K st 5x5 17fd 8f (P20)
232005 Sterilux ES-K st 5x5 17fd 8f (P40)
232006 Sterilux ES-K st 7,5x7,5 17fd 8f (P3)
232007 Sterilux ES-K st 7,5x7,5 17fd 8f (P5)
232008 Sterilux ES-K st 7,5x7,5 17fd 8f (P10)
232009 Sterilux ES-K st 7,5x7,5 17fd 8f (P20)

GLN 404 9500 00000 0

Sitz Heidenheim
Amtsgericht Ulm HRB 661090

Vorstand/Management Board: Britta Flinfstlick
(Vorsitzende des Vorstands/CEO), Frangois Georgelin,

Stefan Grote, Oliver Neubrand Registered Office Heidenheim
Aufsichtsratsvorsitzender/Chairman of the Supervisory Board: Commercial Register of the District Court of Ulm file no. HRB
Fritz-Jirgen Heckmann 661090
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PAUL HARTMANN AG
Paul-Hartmann-Strasse 12
89522 Heidenheim

Phone: +49 (0) 7321 36-0
Fax: +49 (0) 7321 36-3636
www.hartmann.info

P.O. Box 1420 ()
89504 Heidenheim Helps. Cares. Protects.
Germany
232010 Sterilux ES-K st 7,5x7,5 17fd 8f (P40)
232011 Sterilux ES-K st 10x10 17fd 8f (P3)
232012 Sterilux ES-K st 10x10 17fd 8f (P5)
232013 Sterilux ES-K st 10x10 17fd 8f (P10)
232014 Sterilux ES-K st 10x10 17fd 8f (P20)
232015 Sterilux ES-K st 10x10cm 17fd 8f (P40)
232016 Sterilux ES-K st 10x20cm 17fd 8f (P3)
232017 Sterilux ES-K st 10x20cm 17fd 8f (P5)
232018 Sterilux ES-K st 10x20cm 17fd 8f (P10)
232019 Sterilux ES-K st 10x20cm 17fd 8f (P20)
232021 Sterilux ES-K st 5x5 17fd 12f (P3)
232022 Sterilux ES-K st 5x5 17fd 12f (P5)
232023 Sterilux ES-K st 5x5 17fd 12f (P10)
232026 Sterilux ES-K st 7,5x7,5 17fd 12f (P3)
232027 Sterilux ES-K st 7,5x7,5 17fd 12f (P5)
232028 Sterilux ES-K st 7,5x7,5 17fd12f (P10)
232029 Sterilux ES-K st 7,5x7,5 17fd12f (P20)
232030 Sterilux ES-K st 7,5x7,5 17fd12f (P40)
232031 Sterilux ES-K st 10x10 17fd 12f (P3)
232032 Sterilux ES-K st 10x10 17fd 12f (P5)
232033 Sterilux ES-K st 10x10 17fd12f (P10)
232034 Sterilux ES-K st 10x10 17fd 12f (P20)
232035 Sterilux ES-K st 10x10 17fd12f (P40)
232036 Sterilux ES-K st 10x20 17fd 12f (P3)
232037 Sterilux ES-K st 10x20 17fd 12f (P5)
532180 Sterilux ES-swabs st RU 5x5 21th 8p P3
Sterilux ES-Kpr st RU 5x5 21fd 8f (P3)
532181 Sterilux ES-swabs st RU 5x5 21thr 8p P5
Sterilux ES-Kpr st RU 5x5 21fd 8f (P5)
532182 Sterilux ES-swabs st RU 5x5 21thr 8p P10
Sterilux ES-Kpr st RU 5x5 21fd 8f (P10)
032185 Ster!lux ES-Kpr st RU 7,5x7,5 21fd 8f P5
Sterilux ES st 7,5x7,5 21thr RU 8f P5
232186 Sterilux ES-Kpr st RU 7,5x7,5 21f 8f P10
GLN 404 9500 00000 0

Vorstand/Management Board: Britta Flinfstlick
(Vorsitzende des Vorstands/CEOQ), Frangois Georgelin,

Stefan Grote, Oliver Neubrand

Sitz Heidenheim
Amtsgericht Ulm HRB 661090

Registered Office Heidenheim

Aufsichtsratsvorsitzender/Chairman of the Supervisory Board: Commercial Register of the District Court of Ulm file no. HRB

Fritz-Jirgen Heckmann

661090
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PAUL HARTMANN AG
Paul-Hartmann-Strasse 12
89522 Heidenheim

Phone: +49 (0) 7321 36-0

www.hartmann.info

Fax: +49 (0) 7321 36-3636

P.O. Box 1420 (+
89504 Heidenheim Helps. Cares. Protects.
Germany
232187 Sterilux ES-Kpr st RU 7,5x7,5 21f 8f P20
232189 Sterilux ES-swabs st RU 10x10 21th 8p P5
232190 Sterilux ES-Kpr st RU 10x10 21fd 8f P10
232191 Sterilux ES-Kpr st RU 10x10 21fd 8f P20
232193 Sterilux ES-swabs st RU 10x20 21th 8p P5
532194 Ster?lux ES-Kpr st RU 10x20 8f P10
Sterilux ES-Kpr st RU 10x20 21fd 8f P10
232195 Sterilux ES-Kpr st RU 10x20 8f P20
400402 Sterilux ES-K st 10x20 17T 12p (5xP1)
400845 Sterilux ES-K st 5x5 17thr 8p (40xP5)
400860 Sterilux ES-K st 10x10 8f (30xP5)
400908 Sterilux ES-K st 7,5x7,5 8pl (30xP5)
416223 Sterilux ES-K st7,5x7,5 13th 8p (100xP2)
416233 Sterilux ES-K st 7,5x7,5 13th 12p(75xP2)
416521 Sterilux ES-K st 5x5 13th 8p (35xP5)
416522 Sterilux ES-K st 5x7,5 13th 8p (35xP5)
416523 Sterilux ES-K st 7,5x7,5 13th 8p (35xP5)
416533 Sterilux ES-K st 7,5x7,5 13th 12p(30xP5)
416535 Sterilux ES-K st 10x10 13th 12p (25xP5)
418023 Sterilux ES-K st 7,5x7,5 17th 8p(15xP10)
418033 Sterilux ES-K st 7,5x7,5 17th12p(15xP10)
418035 Sterilux ES-K st 10x10 17fd 12f (15xP10)
418045 Sterilux ES-K st 10x10 17fd 16f (10xP10)
418135 Sterilux ES-K st 10x10 17fd 12f (15xP10)
418145 Sterilux ES K st 10x10 17fd 16f (10xP10)
418223 Sterilux ES-K st 7,5x7,5 17fd 8f (75xP2)
418233 Sterilux ES-K st 7,5x7,5 17fd 12f(75xP2)
418235 Sterilux ES-K st 10x10 17fd 12f (75xP2)
418245 Sterilux ES-K st 10x10 17fd 16f (50xP2)
418521 Sterilux ES-K st 5x5 17th 8p (30xP5)
418523 Sterilux ES-K st 7,5x7,5 17th 8p (30xP5)
418524 Sterilux ES-K st 7,5x10 17fd 8f (30xP5)
418533 Sterilux ES st 7,5x7,5 17fd 12f 25xP5
418535 Sterilux ES-K st 10x10 17fd 12f (25xP5)
GLN 404 9500 00000 0

Vorstand/Management Board: Britta Fiinfstlick

(Vorsitzende des Vorstands/CEOQ), Frangois Georgelin,

Stefan Grote, Oliver Neubrand
Aufsichtsratsvorsitzender/Chairman of the Supervisory Board:
Fritz-Jirgen Heckmann

Sitz Heidenheim
Amtsgericht Ulm HRB 661090

Registered Office Heidenheim
Commercial Register of the District Court of Ulm file no. HRB
661090
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418545 Sterilux ES-K st 10x10 17fd 16f (20xP5)

418551 Sterilux ES-K st 5x5 17th 8p (25xP2)

418554 Sterilux ES K st 7,5x7,5 17fd 8f (25xP2)

418557 Sterilux ES-K st 10x10 17fd 8f (25xP2)

418559 Sterilux ES-K st 10x20 17fd 8f (25xP2)

481003 Sterilux ES-K st 10x10 17fd 16f (10xP10)

481011 Sterilux ES-K st 10x10 17fd 12f (75xP2)

481012 Sterilux ES-K st 10x10 17fd 16f (50xP2)

9156252 Sterilux ES-K st 5x5 8p (50xP3)

015418 Sterilux ES-K st 7,5x7,5 8pl (40xP3)

916015 Sterilux ES-K st 10x10 8f (40xP3)

GLN 404 9500 00000 0

Vorstand/Management Board: Britta Fiinfstuick

Sitz Heidenheim

(Vorsitzende des Vorstands/CEQ), Frangois Georgelin, Amtsgericht Ulm HRB 661090

Stefan Grote, Oliver Neubrand

Registered Office Heidenheim

Aufsichtsratsvorsitzender/Chairman of the Supervisory Board: Commercial Register of the District Court of Ulm file no. HRB

Fritz-Jiirgen Heckmann

661090
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