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STERISHEET TRAY LINER

Why use a tray liner ?

© Wet packs are experienced in CSSDs around the world because
of various reasons.

© External or internal moisture either creates potential channel
for micro-organisms to travel into the SBS or indicates that the
sterilization was not done correctly.

© Whenever wet packs appear after sterilization, the load can not be
used and need to be repacked and processed again.

What is at stake?
© Patients safety

© Increase of costs

© Additional workload
© Workflow slow down

TO PREVENT WET PACKS IT IS HIGHLY
RECOMMENDED TO USE A TRAY LINER

ABSORBENCY | ABSORBENCY MECHANICAL
FHOBUCT COEOURS CAPACITY RATE PROTECTION

L= SUPER ABSORBENT TRAY LINER 750% * kKK
TRAY LINER D 250% * % * %k K
Key features:

© An excellent absorption rate: wet pack prevention

© Mechanical barrier: helps prevent tearing of sterilization packs
© 100% Cellulose: fully biodegradable material

© Low lint & Softness

Sterisheet Tray Liners are offer ed in various sizes. Choose the tray liner adopted
to your needs. Our most standard sizes:

Photographs courtesy of: © STERIMED

25x30 | 30x30 | 40x50 | 50x30 | 60x30 (cm)
Other sizes also available upon request.

agencetotem.fr

Infection prevention solutions for patient care units &3
=%

STERISHEET™IS A BRAND OF

STERIMED™, ETHYPEL™, PROPYPEL™, STERISHEET™, POLYBOND™, ETHYFLEX™, ETHYFORM™, CRYPTOPAK™,

() STERI STERIWEB™, STERI FEUILLE™, STERIREEL™, Hff iB1iE ™, §F D& ™, ‘{'—éf}‘( Crepumeq™, dtunens™,

INFECTION CONTROL MPOMMUME/Ib™ are all brands of STERIMED.
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INFECTION CONTROL

TECHNICAL INFORMATION NOTICE
TO “SIA” ONEMED

Address : DARZCIEMA IELA 56A
RIGA LV-1073

Latvia

The following products, to be used as a tray liner in combination with a
packaging system, meet the requirements of EN ISO 11607-1:2020
“Packaging for terminally sterilized medical devices - Part 1 requirement for
materials, sterile barrier systems and packaging systems”, except chap 5.2
relating on sterile barrier properties. This means their compatibility with steam
sterilization has been checked according to a 134°C / 23 min steam
sterilization cycle.

PRODUCT DESIGNATION CODE
Tray liner 0957000

This information is based on our current knowledge at the date hereof. It
applies to the sole individually referred to herein.

Friday, 12 May 2023

& ¢ <

Michal CENTNER
Site Manager

) STERIMED s.r.o.
se sidlem Modfice, Evropska 866, PSC: 664 42 IC: 274 35 474, zapsana v obchodnim rejstfiku vedeném
Krajskym soudem v Bme, oddil C., vloZka 53147

with its registered seat at Modrice, Evropska 866, ZIP Code: 664 42, 1D: 274 35 474, registered with the
commercial register maintained by the District court in Emo, section C., entry 53147

Fo 2&d M. Centner
300012017 W03



2024-04-30 () STERBHEET

PRICE LIST

ISSUED BY: Tomas Dovrtel
Customer Name: Onemed Baltics
Effectivity Date 2023 m. liepa 1 d.
Validity Date: 2024 m. gruodis 31 d.
Payment & Delivérycondifions” T
Payment: Days net invoice date

Modrice a!ie!:

EU (80x120cm) / NS {(100x120cm)
|Currency: EUR Maximum height: 200
Invoicing Address: Darzciema iela S6A Delivery Address: — Mixing of grades: YES
Lv-1073 LV-1073 /o DB Schenker | Pallet stacking: YES
Riga Riga SIA
Latvia Latvia iela 11C
G3 NEW G3 NEW G3 NEW
Product Customer PR 5 ey Width Length NEW
Cods Cole ProductiName Color (cm) (e Aehaatiiion
0957325 STERISHEET TRAY LINER 25x30 White 70 25 30 1000 P . d_ 1 0
0857335 STERISHEET TRAY LINER 30x50 White 70 30 50 500
P.d. 11
0957345 STERISHEET TRAY LINER 40x50 White 70 40 50 500
0957336 STERISHEET TRAY LINER 30x60 White 70 30 60 500
Special Terms & Conditions
*Minimum order quantity
For most of the non-standard sizes, we kindly ask you to order a predefined minimum order quantity.
Order the exact # of boxes defined as MOQ or multiple # of boxes.
For an additional surcharge, smaller guantities than MOQ could be ordered.
Product Naming & Labelling
[Changes to products’ names andfor standard labels are subject to specific surcharges, Requested changes specify here:] Creation fee (per material grade): 500 €
[If not aplicabele delete this part] Maintenance fee (per year): 300€
Processing fee (per order): 100¢€
Changes to orders:
Orders received and entered in our system, followed by an order ack ledgement to our are considered as treated. Any later request for change in this order shall resuit in the following additional fees, once feasibility of change is confirmed.

A - Order change
Processing fee 75 €/change
Change to order is defined as a onetime communication to i T o amend one specific order, identified by its order reference, on one or multiple lines.

B - Postponement to shipment

STERIMED sas organizes its production according to requested ship date.

Any request to postpone shipment received less than 4 weeks from requested ship date may lead to additional costs for STERIMED sas related to changes in production schedules & potential storage costs of raw materials or finished goods.
As a result, for every request to postpone shipment, a processing fee will be charged.

- If goods manufacturing can still be posty d, only this pre ing fee will be applied.
- If goods are already in production so that we could meet the initial requested ship date, an additional storage fee will also be invoiced.
Processing fee 75 €

Storage fee per week 7 € / packed unit
Storage fee will start applying from first day of calendar week after initially requested ship week. It is cumulated per week until week of final shipment.

C ~ Fast track order

For urgent needs, it is sometimes possible to shorten leadtimes by izing uring schedules or ding opening time. Customers that would be in urgent need for material can contact STERIMED sas to check for conditions of supply & impact on prices.
Processing fee (per order) 20% on an order value

(Other conditions of business are as per our General Conditions of Sales)

Sterisheet 15 a brand of STERIMED
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( ) STERI DOC Sterisheet V04

INFECTION CONTROL

EU DECLARATION OF CONFORMITY

We, Sterimed s.r.o., Evropska 866, Modfice 664 42, Czech Republic.

Considered as a medical device Manufacturer, registered under:
- system reference number CZ-MF-000006577 in EUDAMED database
Hereby certify, under our sole responsibility, that the following products:
STERISHEET STERILIZATION WRAPS

- is a Class | non-invasive medical device, according to definitions and rule 1 of classification on
the Annex VIl of 2017/745 EU MDR.

- is intended to be used as sterilization wraps according to harmonized standard EN ISO
11607-1, delivered non-sterile and used for sterilization packaging of medical devices in
hospitals and healthcare facilities

- the GMDN code 13735 (Sterilization packaging, single use)

- the Basic UDI-DI reference is 3662849SD00302113NN

The range of products is listed in Annex | of this document:

Range
Sterisheet Sterilization Wraps — Single Sheets
Sterisheet Sterilization Wraps — Interleaved
Sterisheet Sterilization Wraps — DUO
Sterisheet Sterilization Wraps — Bonded

- comply with the general safety and performance requirements of the EU Medical Device
Regulation 2017/745 as demonstrated in technical file: Sterilization Wraps - Revision F.

The conformity assessment procedure was established according to:

- Article 52. §7 after drawing up the technical documentation set out in Annexes Il and Il of the
2017/745 EU MDR.

Expiration Date of this declaration: 2026-06-30

This declaration of conformity is valid in relation to the release document corresponding lot of
manufactured products.

Modfice,

Tuesday, 16 November 2021

)

- /V/ . VV
Michal CENTNER

Site Manager

i STERIMED s.r.o.
se sidlem Modfice, Evropska 866, PSC: 664 42, IC: 274 35 474, zapsana v obchodnim rejstfiku vedeném
Krajskym soudem v Bme, oddil C., vlozka 53147

with its registered seat at Modrice, Evropska 866, ZIP Code: 664 42, ID: 274 35 474, registered with the
commercial register maintained by the District court in Brno, section C., entry 53147

Fo 26d M. Centner
30/01/2017 V.03
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DOC Sterisheet V04

Appendix 1: List and Product codes (full product code is based on the four (4) digits of
product code and three (3) additional digits indicating the size of the sheet/set).

Range Product name Code per Color
White Blue Green
STERISHEET 160 CREPE 0063 0065 0067
STERISHEET 152 SOFT 0703 NA 0739
STERISHEET 160 SOFT 0071 0075 0079
STERISHEET 252 REINFORCED NA 0157 NA
STERISHEET 260 REINFORCED NA 0836 NA
STERISHEET 270 REINFORCED NA 0L09 0115
Sterisheet sterilizati STERISHEET 357 NW NA 0B36 0C20
Wg; fesufg?e”ézhaegg STERISHEET 360 NW NA 0681 0135
STERISHEET 366 NW NA NA 0153
STERISHEET 378 NW NA 0129 NA
STERISHEET 340 SMS NA 0D93 0D06
STERISHEET 347 SMS NA 0D9%4 0D07
STERISHEET 355 SMS NA 0D95 0D08
STERISHEET 363 SMS NA 0D96 0D09
STERISHEET 370 SMS NA 0D97 0D10
STERISHEET BONDED 2 0F27 NA NA
Sterisheet Sterilization | STERISHEET BONDED 3 0F66 NA NA
Wraps — Bonded STERISHEET BONDED 4 0F28 NA NA
STERISHEET BONDED 5 0F29 NA NA
Sterisheet sterilization STERISHEET DUO 1 OF30 NA NA
Wraps — DUO STERISHEET DUO 2 0F31 NA NA
STERISHEET DUO 3 0F32 NA NA
White / | White/ | Green/ | Blue/
Range Product name Green Blue Blue Blue
INTERLEAVED 160 CREPE W/160 CREPE G 0235 NA NA NA
INTERLEAVED 160 CREPE W/160 CREPE B NA 0249 NA NA
INTERLEAVED 152 SOFT W/160 CREPE G 0913 NA NA NA
INTERLEAVED 160 SOFT W/160 SOFT G 0237 NA NA NA
INTERLEAVED 160 SOFT W/160 SOFT B NA 0941 NA NA
INTERLEAVED 160 SOFT G/160 SOFT B NA NA 0228 NA
INTERLEAVED 160 SOFT G/260 REINFORCED B NA NA 0895 NA
INTERLEAVED 160 SOFT W/260 REINFORCED B NA 0891 NA NA
INTERLEAVED 160 SOFT W/360 NW B NA 0B54 NA NA
INTERLEAVED 160 SOFT W/357 NW B NA 0FO05 NA NA
Interleaved INTERLEAVED 160 SOFT G/357 NW B NA NA 0C26 NA
INTERLEAVED 260 REINFORCED B/270 REINFORCED G NA NA 0892 NA
INTERLEAVED 260 REINFORCED B/357 NW G NA NA 0F08 NA
INTERLEAVED 260 REINFORCED B/360 NW B NA NA NA 0894
INTERLEAVED 260 REINFORCED B/366 NW G NA NA 0897 NA
INTERLEAVED 260 REINFORCED B/378 NW B NA NA NA 0890
INTERLEAVED 357 NW G/357 NW B NA NA 0C23 NA
INTERLEAVED 357 NW G/378 NW B NA NA 0916 NA
INTERLEAVED 357 NW B/366 NW G NA NA 0F07 NA
INTERLEAVED 357 NW G/378 NW B NA NA 0F06 NA
INTERLEAVED 360 NW B/366 NW G NA NA 0C40 NA
INTERLEAVED 366 NW G/378 NW B NA NA 0914 NA
INTERLEAVED 366 NW B/360 NW G NA NA 0282 NA
INTERLEAVED 340 SMS B/340 SMS G NA NA OF33 NA
INTERLEAVED 355 SMS B/355 SMS G NA NA 0F34 NA
INTERLEAVED 347 SMS B/355 SMS G NA NA 0F35 NA
INTERLEAVED 370 SMS B/355 SMS G NA NA 0F36 NA
INTERLEAVED 357 NW G/347 SMS B NA NA 0F40 NA
Interleaved | INTERLEAVED 357 NW G/355 SMS B NA NA OF71 NA
INTERLEAVED 355 SMS B/ 360 NW G NA NA 0F58 NA
INTERLEAVED 160 SOFT G/340 SMS B NA NA 0F69 NA
INTERLEAVED 260 REINFORCED B/355 SMS G NA NA 0F70 NA
INTERLEAVED 340 SMS G/260 REINFORCED B NA NA 0FZ0 NA
INTERLEAVED 340 SMS G/355 SMS B NA NA 0F68 NA
INTERLEAVED 357 NW G/363 SMS B NA NA 0H12 NA

i STERIMED s.r.o.
se sidlem Modfice, Evropska 866, PSC: 664 42, IC: 274 35 474, zapsana v obchodnim rejstfiku vedeném

Krajskym soudem v Bme, oddil C., vlozka 53147

with its registered seat at Modrice, Evropska 866, ZIP Code: 664 42, ID: 274 35 474, registered with the
commercial register maintained by the District court in Bmo, section C., entry 53147

Fo 26d
30/01/2017

M. Centner
V.03






