o evercare

evercare® Adhesive split sheet 150 x 250 cm, split 7 x
/0 cm

REF: 1310-02

evercare® Adhesive split sheet, sterile provides a versatile easy-to-use draping solutions for wide range of procedures
in orthopaedics, ear/nose/throat, thoracic and general surgery.
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Key Features

» Easy-to-use draping
» Available in a wide range of sizes and designs

» Complies to EN 13795-1 High performance critical product
area requirements

7 /
01

150 cm
U=7x70cm
REF DESCRIPTION SIZE ?ACK BOL
dispenser/carton
1310-02 Adhesive split sheet, sterile, Blue 150 x 250 cm, split 7 x 70 cm 8/32

Sales Unit: Transport Carton
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Technical Summary

Regulations

The product complies with legal requirements for medical devices. EO sterilized according to valid version of
ISO 11135 standard.

C€ 2460 e, D * 2K 4 & O

The products covered by this data sheet do not contain substances classified
as carcinogenic, mutagenic or toxic for reproduction (CMR), including any of

REACH regulation: the Substances of Very High Concern (SVHC) as listed in the latest available
version of the Candidate List published by European Chemicals Agency
(ECHA).

EN ISO 10993-01
EN 1SO 10993-05
EN I1SO 10993-07
EN ISO 10993-10
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Biological evaluation:

Compliance with legal

. Medical Device Regulation (EU) 2017/745, MDR class Is
requirements:

Compliance with product

standards: EN13795-1

Quality standards: EN ISO 13485

Label information and

. . EN ISO 15223-1, EN ISO 20417, EN ISO 11607-1
packaging compliance:

Material
Product Part Raw Material & Characteristics
Laminate PP nonwoven, blue / PE-film, blue / PP nonwoven, white

Page 2 2022-11-30




Warnings & Recommendations

The product is single use. If reused, the performance of product may
Warnings deteriorate and cross contamination may occur.
Do not use if package is damaged

Recommended storage in clean, dry space in ambient temperature. Products
Storage Recommendation should be protected from direct sunlight, other intensive light sources and
ozone.

Disposal

. Dispose in accordance with local regulations.
Recommendation

Shelf Life 5 Years

Packing information
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Package Material Size (LxW x H) mm
Single Pack Medical grade paper, PE/PET film 250 x 390

Dispenser Pack TCF or ECF quality 285 x 242 x 287
Transport Carton TCF or ECF quality 500 x 310 x 590
Packing Tape Transparent N/A
Barcodes

REF Single Pack Dispenser Transport Carton
1310-02 6438129119886 6438129319880 6438129519884

Evercare Medical AB is a partner that enables better lives for patients, facilitates
everyday life for healthcare employees and contributes to lower care costs. We
strive to reduce the environmental impact and, together with our suppliers, to
improve working conditions throughout the value chain.

d OneMed Group Oy
Address: Metsélantie 20
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DECLARATION OF CONFORMITY Replaces version dated:

19.01.2023.
Valid until the issue of next
version of this document.

We,
OneMed Group Oy, SRN FI-MF-000000642, Domicile Helsinki,
Metsdldntie 20, Business ID 2039640-1,
FI-00320 Helsinki, Finland,

declare under our sole responsibility that following products are in conformity with Regulation (EU) 2017/745 of
the European Parliament and of the Council of 5 April 2017 on medical devices and its corrigenda on May 2019 and
on December 2019.

Classification:
Class | (sterile) according to Annex VIII of the Regulation (EU) 2017/745 of the European Parliament and of the
Council of 5 April 2017 on medical devices

Intended Purpose:
Surgical drapes, general-purpose, sterile are single-use sterile drape, or a collection of various drapes
packed together into a ready-made set, designed to isolate a site of surgical incision or surgical / procedure
field from microbial and particulate contamination in an operating or procedure room.

Intended Users are Health Care Professionals.

There is no restriction to a specific patient population.

The product is sterile.

The product intended for single use.

Duration of product use is short term contact (no more than 30 days).

The products principle of operation is to function as a mechanical barrier covering the parts of the patient’s
body, preventing transfer of airborne organisms into the surgical wound.

The evercare® drapes are assessed to be High Performance drapes according the standard EN 13795-1. The
Critical area of a High-Performance drape is the whole drape area, surrounding the surgical incision site.
While Less Critical area of a High-Performance drape area is on side drapes used for covering non-surgical
site.

T-086, Rev 5 1(5)
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List of devices under Basic UDI-DI 6438129B0049HQ,

Item number (REF)
1001
1003
1005-02
1006-01
1010-02
1011-02
1015-02
1030-02
1050-02
1050-50
1051-02
1205-01
1210-02
1230-02
1231-02
1231-100
1232-02
1232-50
1235-02
1235-50
1236
1238-03
1239-01
1240-02
1241-02
1248-50
1250-01
1251-02
1252
1253-01
1255-01
1267-02
1270-02
1272-01
1282-01
1288-01
1290-02
1291-02
1308
1309
1310-02
1315-01
1316-01
1317-01

T-086, Rev 5
%document-titie%

Product name

evercare® Universal set

evercare® Essentia Universal set

evercare® Universal set with Mayo stand cover, 2-layer, without abs. patches
evercare® Universal set with Mayo stand cover, 2-layer, 15x50 cm abs. patches
evercare® Universal set with Mayo stand cover, 3-layer, 85 cm tapes
evercare® Universal set with Mayo stand cover, 3-layer, abs. patch 25 x 60 cm
evercare® Universal set without Mayo stand cover, 3-layer, 25x60 cm patches
evercare® Paediatric universal set

evercare® Split sheet set

evercare® Split sheet set

evercare® Split sheet set

evercare® Hip set

evercare® Hip set Standard

evercare® Extremity set

evercare® Extremity set

evercare® Extremity set

evercare® Hand/foot set

evercare® Hand/foot set

evercare® Knee arthroscopy set

evercare® Knee arthroscopy set

evercare® Shoulder split sheet set with pouch

evercare® ENT set

evercare® Angiography set

evercare® Angiography set

evercare® Angiography set

evercare® Abdominal-perineal set

evercare® Gynae/cyst set

evercare® Gynaecology set

evercare® Gynaecology and urology set

evercare® Gynaecology set

evercare® Delivery set

evercare® Laparoscopy set

evercare® TUR set

evercare® TUR set

evercare® Ophthalmic set, 2 fluid collection pouches

evercare® Dental set

evercare® Dental set

evercare® Head/neck drape

evercare® Adhesive split sheet, 150 x 183 c¢m, split 7 x 70 cm
evercare® Adhesive split sheet, bilateral, 230 x 290 cm, splits 6 x 90 cm
evercare® Adhesive split sheet 150 x 250 cm, split 7 x 70 cm

evercare® Adhesive split sheet 230 x 260 cm, split 20 x 100 cm
evercare® Adhesive split sheet 230 x 260 cm, split 20 x 100 cm
evercare® Lower vascular drape 230 x 260 cm, split 20 x 100 cm,
integrated genital cover

Embra® & evercare % SELEFA
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1318-01 evercare® Adhesive split sheet 200 x 260 cm, split 7 x 100 cm
1320-01 evercare® Hand/foot drape 150 x 180 cm, aperture 3,5 cm
1324-02 evercare® Hand/foot drape 230 x 300 cm, aperture 3,5 cm
1325-01 evercare® Extremity drape 230 x 300 cm, aperture 7 cm
1328 evercare® Knee arthroscopy drape, 230 x 320 cm
1340-01 evercare® Angiography drape 230 x 300 cm
1356-01 evercare® Perineal drape
1365-01 evercare® Laparoscopy drape 230 x 300 cm, aperture 25 x 20 cm, triangle
1366-01 evercare® Laparoscopy drape 230 x 300 cm, aperture 25 x 31 cm
1390-01 evercare® Leggings, 75 x 120 ¢cm, 2 pcs
1398-01 evercare® Arm cover
1410-01 evercare® Utility drape 50 x 60 cm
1415-01 evercare® Utility drape 75 x 90 cm
1418 evercare® Universal cover drape 150 x 240 cm, extra reinforced
1451-01 evercare® Adhesive drape sheet, 45 x 75 cm
1452-01 evercare® Adhesive drape sheet, 50 x 50 cm
1453-01 evercare® Adhesive drape sheet 100 x 100 cm
1454-01 evercare® Adhesive drape sheet, 75 x 100 cm
1455-01 evercare® Adhesive drape sheet 50 x 60 cm
1460-02 evercare® Adhesive drape sheet 75 x 90 cm
1461-01 evercare® Adhesive drape sheet 75 x 75 cm
1463-02 evercare® Absorbent drape 70 x 60 cm
1463-50 evercare® Paediatric absorbent drape, 70 x 60 cm
1465-02 evercare® Adhesive drape sheet Medium 180 x 180 cm
1466 evercare® Adhesive drape sheet, 150 x 175 cm
1470-02 evercare® Adhesive drape sheet Large, 150 x 240 cm
1494 evercare® Ahesive Impermeable OP Tape, 9 x 50cm
1505-01 evercare® Adhesive aperture drape 50 x 60 cm, aperture 6 x 8 cm
1510-01 evercare® Epidural drape 75 x 80 cm, aperture 6 x 15 cm
1511 evercare® Paediatric adhesive aperture drape, 35 x 65 cm, variable aperture
1512-01 evercare® Adhesive aperture drape, variable, 50 x 75 cm
1513-01 evercare® Adhesive aperture drape, variable, 75 x 100 cm
1515-01 evercare® Adhesive aperture drape 75 x 90 cm, aperture 6 x 8 cm
1516 evercare® Adhesive aperture drape, transparent, 80 x 130 cm
1517 evercare® Adhesive aperture drape, 100 x 125 cm, aperture 11 cm
1520-01 evercare® Adhesive aperture drape 120 x 150 cm, aperture 5x 7 cm
1525-01 evercare® Adhesive aperture drape 150 x 180 cm, aperture 5x 7 cm
1530-01 evercare® Adhesive aperture drape 150 x 180 cm, aperture 6 x 15 cm
1535-02 evercare® Adhesive aperture drape 230 x 250 cm, aperture 12 cm
1537-01 evercare® Adhesive aperture drape, 200 x 280 cm, aperture 14 x 14 cm
1538-01 evercare® Adhesive aperture drape, 200 x 240 cm, aperture 12 cm
1539-01 evercare® Adhesive aperture drape, 200 x 280 cm, aperture 15 cm
1555-01 evercare® Aperture drape 50 x 60 cm, aperture 6 x 8 cm
1565-01 evercare® Aperture drape 75 x 90 cm, aperture 6 x 8 cm
1741-01 evercare® Under buttock drape 75 x 100 cm
1878 evercare® Dislocation bag, 120 x 75 cm
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List of devices under Basic UDI-DI 6438129B0048HN:

Item number (REF) Product name

1225-02 evercare® Vertical drape set Small

1226-02 evercare® Vertical drape set Large

1261-02 evercare® C-section set, incision film

1280-01 evercare® Ophthalmic set, incision film

1330-02 evercare® Vertical drape Small

1332-02 evercare® Vertical drape Large

1375-01 evercare® Thoracic drape 200/300 x 330 cm, aperture 32 x 40 cm

These items are in conformity with following European standards and common specifications':

EN ISO 13485 Medical Devices — Quality management systems requirements for regulatory
purposes

EN ISO 14971 Medical Devices — Application of risk management

EN ISO 15223-1 Medical Devices — Symbols to be used with medical device labels — Part 1:
General requirements

EN ISO 20417 Medical Devices - Information to be supplied by the manufacturer

EN 62366-1 Medical Devices — Part 1: Application of usability engineering to medical
devices

EN ISO 10993-1 Biological evaluation of medical devices — Part 1: Evaluation and testing within
a risk management

EN ISO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

I1SO 10993-7 Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization
residuals

EN ISO 10993-10 Biological evaluation of medical devices — Part 10: Irritation and
hypersensitivity

EN 556-1 Sterilization of Medical Devices - Requirements for Medical Devices to Be
Designated "Sterile" - Part 1: Requirements for Terminally Sterilized Medical
Devices

EN ISO 11607-1 Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems

EN ISO 11607-2 Packaging for terminally sterilized medical devices — Part 2: Validation
requirements for forming, sealing and assembly processes

EN ISO 11138-2 Sterilization of health care products — Biological indicators — Part 2: Biological
indicators for ethylene oxide sterilization processes

ISO 14644-1 Cleanrooms and associated controlled environments — Part 1: Classification of
air cleanliness by particle concentration

EN ISO 11135 Sterilization of health-care products — Ethylene oxide — Requirements for the

development, validation and routine control of a sterilization process for
medical devices

EN ISO 11737-1 Sterilization of health care products — Microbiological methods — Part 1:
Determination of a population of microorganisms on products
EN ISO 11737-2 Sterilization of health care products — Microbiological methods — Part 2:

Tests of sterility performed in the definition, validation and maintenance of a
sterilization process

EN 13795-1 Surgical clothing and drapes. Requirements and test methods. Part 1: Surgical
drapes and gowns
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Latest applied revisions of regulations, standards and common specifications are presented in T-079 Review
of regulations and standards

Conformity assessment procedure:
Chapter | of Annex IX of the Regulation (EU) 2017/745.

EU Quality Management Certificate number 10000510540-PA-NoMA-DNK
EU Quality Management Certificate validity 18.05.2027

Notified Body:
DNV Product Assurance AS, Veritasveien 1, 1363 Hgvik, Norway, identification number 2460.

Place and date of issue Helsinki, 30.11.2023

Name and signature of the authorized person M

Hilleriikka Vaho
Regulatory Manager
OneMed Group Oy
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