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L I N ET LINET spol. 5 1.0, Zelevéice 5, 274 01 Slany, Czech Republic

lel. +420 312 676 111 fax: +420 312 522 668, e-mail: info@linet.cz, web: www.linet.cz

Declaration of Foreign Manufacturer

To: The Ministry of Health, the Department of Medical Devices,
Sheba Medical Center, Bldg. 130, Tel-Hashomer 52621, Israel

Name of Device: Hospital beds:

Eleganza 1, Eleganza 2, Eleganza 4 (with scales, without scales),
Eleganza 5 (with scales, without scales), Essenza 100, Essenza
200, Essenza 300

Multicare (with scales, without scales), Multicare X with scales,
Image 3, Image 3B

Latera Acute, Latera Thema

Paediatric bed: Tom 2

Hospital stretchers:
Sprint 100, Sprint 200 (mechanical, powered, with scales),
Sprint 400 (powered, with scales)

Hospital mattresses:

Air2Care 10,20, Virtuoso, Air2Care 6 IN & Air2Care 8 IN,
: ) HybriMatt 200, Opticare, Opticare X

Name of Manufacturer: | LINE Tspol. s r.o.

Address of Manufacturer: Zelevéice 5, 274 01 Slany, Czech Republic

Telephone Number: +420 312 576 001
Name and Manufacturing LINE Tspol. s r.o., Zelevéice 5, 274 01 Slany, Czech Republic
Site: Address R
Telephone Number: +420 312 576 001
Name of Agentinlsrael | Dover Medical & Scientific Equipment Ltd.
Address of Agent: ~ ~  '| 11, Hamaalot St., Herzlia 46583, Israel.
Telephone Number: +972-9-9514545
1) We hereby certify that:

1.1 All the documents for registration of the above-mentioned medical
device are valid at the date of submission;

32 The medical device has not been subject to any disciplinary regulatory
action (e.g., warning letter, recall) by any Competent Authority, by the
date of submission for registration in Israel;

1.3 The medical device exported to Israel, is identical to the device as
approved and marketed in one of the following countries: Australia,
Canada, European Community, Japan, U.S.A.
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Ll N ET LINET spol. s 1.0., Zelevtice 5. 274 01 Slany. Czech Republic

tel.; +420 312 576 111, tax: +420 312 522 668, e-mail. info@linet.cz. web: www.linet.cz

2) We hereby undertake:

21 To report to the Ministry of Health any malfunction or adverse reaction
pertaining to the use of the device, which is brought to our attention;

2.2 To report to the Ministry of Health on any change in the regulatory
status of the device (e.g., change of manufacturer, change of
Manufacturing site).

Name of signatory: __Jan Stérba
Title: __Regulatory and Certification Manager

Stamp of the manufacturer:

LINET -

il
. le(,h Repub
74 01 StanY ,\aooso'ml“
Date: 12.11. jevtice 5, 2 VAT:
ate 2.11.2025 Ze! 576111 \,\ln ot com

info@linet.ct \

Signature:
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Llnst company declares the availability of spare parts for a period of ten years from
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HoWever,‘\}ve are. able to supply a range of parts for older products, but the

posslbllrtibs are always evaluated for the spech‘rc case.

The prIces of spare parts may rise over the years to a level that appears inadequate
in relatlon to the purchasing prlce of the entire product. e

s " 1 "
Thrs rncre'ase ls‘caur.;ed by several factors. | : ¥y

Flrstly, the storage costs of parts or certaln components in the case of assemblres,
where the costqs budgeted fora relatrvely small number of pieces. . iy

Alternatively, the prrce is affected by ad hoc production of individual pieces of a
Uit ’. “ R
speclﬂc part ifthe ltem is no longer available In stock.

The, productron pnce of the spare part can bé& influenced by the price of speciﬂc raw

tl‘

matérialéé or components and their availability, especially for assemblies containing
ot ! W
electron lcs' . f i . ;
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The last’ factor has been main reason for dramatrc price increase dunng last years.
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We be}leve the slguatlon on the world market will be more stable this yearand there

! 4 .
wilkbe no more substantial price increases.
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