o evercare

InLine

evercare® inLine Urological set, Single, PVC-free
REF: 10556, 10665

evercare® inLine Urology sets are used to conduct fluids through gravity method, by enabling connection to a fluid
container to carry out washing and/or cleaning of urethra or bladder through the irrigation tube connected to a final
medical device directly in contact with patient body. PVC-free Urology sets can be used for irrigation and for cystoscopy,
T.U.R and other arthroscopic surgical procedures. Y-type make it possibility to have a continuous flow and use the same
set for continuous irrigation according to internal procedure or guidelines.

Key Features

Large bore set with long tubing
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C-Clamp to stop the flow of the infusion

Transparent, Soft & larg drip chamber

For easy squeezing and filling

For safe high flow rate

To minimize the risk of air pockets within the tubing

White Roller clamp

Three different connectors for all kind of applications

15 cm silicone tubing = 7
Standard cone

Luer lock adaptor (bi-packed)

Vv VvV VvV VvV VvV VvV VvV VvV VvV Vv v Vv

A secondary sterile packaging with a primary protective
packaging inside & can be used to open within a sterile field

P Single -connection with 1 spike

b 1-way

P 1C-clamp

SIZE - Tube PRIMING PACK COUNT
REF DESCRIPTION @ Inner/outer, VOLUME dispenser
L(length) (ml/cm)Approx [carton

10556 Urological set, Single, PVC-free 248068 mm,L NA 5/25
10665 Urological set, Single, PVC-free @ 4%/§5éinr:m L NA 5/20

Sales Unit: Transport Carton
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Regulations

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

CE 2460 CE ® ‘T ’}:-K\ m/ﬂ/m jl Fluid path %Luerlock

M Non-pyrogenic

The products covered by this data sheet do not contain substances classified as
carcinogenic, mutagenic or toxic for reproduction (CMR), including any of the
Substances of Very High Concern (SVHC) as listed in the latest available version of the
Candidate List published by European Chemicals Agency (ECHA).

REACH regulation:

Biological evaluation: EN ISO 10993-01

Compliance with legal

h Medical Device Regulation (EU) 2017/745, MDR class lla
requirements:

Compliance with product

standards: EN 8536-4, EN ISO 80369-7
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Quality standards: EN ISO 13485

Label information and

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

Material
Product Part Raw Material & Characteristics
Spike cover PP, transparent
Spike ABS
C-clamps PP
Y-connector Polyolefin Alloy, transparent, PVC-free
Tube Polyolefin Alloy, transparent, kink resistant, PVC-free
Drip Chamber cap ABS
Drip Chamber Polyolefin Alloy, transparent, PVC-free
Roller clamp ABS, roller wheel white
Stepped connector Polyolefin alloy, transparent, PVC-free
Tube Silicone Silicone
Luer lock adaptor ABS

Page 2 2023-06-02




_|
(D
O
my
-
O
o}
—
—
O
Q.
-
O
—
O
Q)
f_'_
QD
2
my
(D
©)
—=

Warnings & Recommendations

Warnings

Storage Recommendation

Disposal Recommendation

Shelf Life

The use of this product is restricted to a qualified doctor or nurse.

Read the instructions before use. The device should be used in accordance with the
instructions.

Do not use for IV infusions or blood transfusion.

The device is guaranteed sterile and pyrogen-free if the individual package has not
been opened or damaged. Do not use if package is damaged or if protective caps are
loose or missing.

Do not over-tighten a luer beyond the friction fit as this may damage both the luer and
another connecting device.

Do not use any instruments for clamping the tubing or luer tightening.

Re-use may lead to infection or other illness/injury.

Recommended storage in clean, dry space between 15 - 25 °C. Products should be
protected from direct sunlight, other intensive light sources and ozone.

Dispose in accordance with local regulations.

5 Years

Packing information

Package Material Size (LxW xH) mm
Single Pack Medical grade paper, PP/PE film 354 x 200
Dispenser Pack PP 305 x 460
Transport Carton TCF quality, Carton 400 x 295 x 287
Packing Tape PVC-free, Transparent N/A

Barcodes / UDI-DI
REF Single Pack Dispenser Transport Carton
10556 06438129117523 N/A 06438129517521
10665 06438129125146 N/A 06438129525144

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.

“ OneMed Group Oy
Address: Metsalantie 20
F1-00320 Helsinki, Finland
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