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helastic

MEDICAL PRODUCTS

PROHLASENi O SHODE
DECLARATION OF CONFORMITY
PRO/TO: NESTOR orthoshop, Belgium

CI/EN
LIPOELASTIC a.s.
Vyrobce: Radlickd 608/2, Smichov, 150 00 Praha 5
/ Manufacturer Ceskd republika / Czech Republic

ICO: 26730804

SRN: CZ-MF-000002396

Prostredek v prohldieni, véetné jeho variant, je ve shodé s Nafizenim Evropského parlamentu a Rady (EU)

2017/745 / The device in the declaration, including its variants, is in accordance with Regulation (EU) 2017/745 of the European
Parliament and of the Council

EU prohld3eni o shodé se vyddvd na vyhradni odpovédnost vyrobce. / The EU declaration of conformity is issued
under the sole responsibility of the manufacturer.

Klasifikace rizikové tfidy dle Pfilohy VIII, kapitoly IIl, Pravidia 1 - Tiida I. nesterilni, neméfici/ Risk class
classification according to Annex VIiIl, Chapter lll, Rule 1 - Class |. non-sterile, non-measuring

1dravotnicky prostiedek zajistuje stdlou kompresi

Mechanismus G&inku: / Mechanism oblasti t&la, kterou prekryvd. / The medical device ensures
constant compression of the area of the body that it covers.

Spliiuje technické poZadavky piedpisu: / Meets the technical requirements of the regulations:

CSN EN ISO 13485:2016 - Medical devices

CSN EN ISO 3758:2012 - Textiles — Care labelling code using symbols

&SN EN ISO 15223-1:2016 - Medical devices — Symbols to be used with medical device labels, labelling and information to be
supplied

CSN EN 1SO 14971:2019 Medical devices - Application of risk management to medical devices

Regulation (EU) 2017/745 of the European Parliament and of the Council

Regulation (EU) No 1007/2011 of the European Parliament and of the Council

Misto, datum
place, date
Praha,

LIPOELASTIc
............................ e . Radlick 6055
Petr Remes MDA Psogers \/Iu 150 00 i’:;'ﬁ?sv
CEO 15 S RepUBLIC
Head of Export Department Dic: C2267ggssg:




Obchodni ndzev / Commercial name:

_/SI special

Marketingovy ndazev / Marketing name:

Sl special

REF:

LIPO-SI01FOOX

Zékladni UDI-DI / Basic UDI-DI:

85918465101 FOOX-00QN

Varianty / variants:

LIPO-SI01FOOX-W-M-L

LIPO-SI01FOOX-W-XL-XXL

LIPO-SI01FOOX-W-XS-S

REF:

Obchodni ndzev / Commercial name: _/Plactive
Marketingovy nazev / Marketing name: Pl active
LIPO-PIO3VO0X

Zakladni UDI-DI / Basic UDI-DI:

8591846PI03VO0X-0AYF

Varianty / variants:

Varianty / variants:

LIPO-PI03VOOX-W-3XL

LIPO-PI03VOOX-B-S

LIPO-PI03VOOX-B-3XL

LIPO-PI03VOOX-W-XL

LIPO-PI03VOOX-W-L

LIPO-PI03VOOX-B-XL

LIPO-PI03VOOX-B-L

LIPO-PI03VOOX-W-XS

LIPO-PI0O3VOOX-W-M

LIPO-PI03VOOX-B-XS

LIPO-PI03VOOX-B-M

LIPO-PI03VOOX-W-XXL

LIPO-PI03VOOX-W-S

LIPO-P103VOOX-B-XXL

Obchodni ndzev / Commercial name: _ISG
Marketingovy ndzev / Marketing name: SG
LIPO-SGOOFOOX

REF:

Zékladni UDI-DI / Basic UDI-DI:

8591846SGOOFO0X-0BPB

Varianty / variants:

Varianty / variants:

LIPO-SGOOFOOX-W-L

LIPO-SGOOFOOX-W-XL

LIPO-SGOOFOOX-B-L

LIPO-SGOOFO0X-B-XL

LIPO-SGOOFOOX-W-M

LIPO-SGOOFOOX-W-XS

LIPO-SGOOFO0X-B-M

LIPO-SGOOFO0X-B-XS

LIPO-SGOOFOOX-W-S

LIPO-SGOOFOOX-W-XXL

LIPO-SGOOFO0X-B-S

LIPO-SGOOFOOX-B-XXL

2:27




Obchodni ndzev / Commercial name: C/AS Variant
Marketingovy ndzev / Marketing name: AS Variant
REF: LIPO-ASOOVO0C

Zakladni UDI-DI / Basic UDI-DI:

8591846 AS00VOOC-0ALL

Varianty / variants:

Varianty / variants:

LIPO-ASOOVOOC-B-3XL

LIPO-ASO0VOOC-N-S

LIPO-ASOOVOOC-N-3XL

LIPO-ASO0VOOC-B-XL

LIPO-ASO0VOOC-B-L

LIPO-ASOOVOOC-N-XL

LIPO-ASOOVOOC-N-L

LIPO-ASOOVOOC-B-XS

LIPO-ASO0VO0C-B-M

LIPO-ASOOVOOC-N-XS

LIPO-ASOOVOOC-N-M

LIPO-ASOOVOOC-B-XXL

LIPO-ASO0VOOC-B-S

LIPO-ASOOVOOC-N-XXL

Obchodni ndzev / Commercial name:

_/KP special 31 cm

Marketingovy nazev / Marketing name:

KP special 31 cm

REF:

LIPO-KPO1FO4X

Zékladni UDI-DI / Basic UDI-DI:

8591846KP01F04X-00QM

Varianty / variants:

LIPO-KPO1F04X-W-3XL

LIPO-KPO1F04X-W-L

LIPO-KPO1F04X-W-M

LIPO-KPO1F04X-W-S

LIPO-KPO1FO4X-W-XL

LIPO-KPO1F04X-W-XS

LIPO-KPO1F04X-W-XXL

Obchodni ndzev / Commercial name: C/AP Variant
Marketingovy ndzev / Marketing name: AP Variant
REF: LIPO-APOOVOOC

Zdkladni UDI-DI / Basic UDI-DI:

8591846APOOVOOC-0AHV

Varianty / variants:

Varianty / variants:

LIPO-APOOVOOC-B-3XL

LIPO-APOOVOOC-N-S

LIPO-APOOVOOC-N-3XL

LIPO-APOOVOOC-B-XL

LIPO-APOOVOOC-B-L

LIPO-APOOVOOC-N-XL

LIPO-APOOVOOC-N-L

LIPO-APOOVOOC-B-XS

LIPO-APOOVOOC-B-M

LIPO-APOOVOOC-N-XS

LIPO-APOOVOOC-N-M

LIPO-APOOVOOC-B-XXL

LIPO-APOOVOOC-B-S

LIPO-APOOVOOC-N-XXL
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Obchodni ndzev / Commercial name:

R/Plideal
Marketingovy ndzev / Marketing name: Plideal
REF: LIPO-PI04VOOR
Zdakladni UDI-DI / Basic UDI-DI:

8591846P104VO0R-00WQ

Varianty / variants:

Varianty / variants:

LIPO-P104VOOR-B-3XL

LIPO-P104VOOR-N-S

LIPO-P104VOOR-N-3XL

LIPO-PI04VOOR-B-XL

LIPO-PI04VOOR-B-L

LIPO-PI04VOOR-N-XL

LIPO-PI04VOOR-N-L

LIPO-PI04VOOR-B-XS

LIPO-P104VOOR-B-M

LIPO-PI04VOOR-N-XS

LIPO-PI04VOOR-N-M

LIPO-PI04VOOR-B-XXL

LIPO-PI04VOOR-B-S

LIPO-PI04VOOR-N-XXL

Obchodni ndzev / Commercial name: _/FM special
Marketingovy nazev / Marketing name: FM special
REF: LIPO-FMO1FOOX
Zdkladni UDI-DI / Basic UDI-DI:

8591846FMO1FO0X-00FP

Varianty / variants:

Varianty / variants:

LIPO-FMO1FOOX-B-L

LIPO-FMO1FO0X-N-S

LIPO-FMO1FOOX-N-L

LIPO-FMO1F0OO0X-B-XL

LIPO-FMO1F00X-B-M

LIPO-FMO1FOOX-N-XL

LIPO-FMO1FOOX-N-M

LIPO-FMO1F00X-B-XS

LIPO-FMO1F00X-B-S

LIPO-FMO1FO0X-N-XS

Obchodni ndzev / Commercial name:

R/MTmS Comfort

Marketingovy nazev / Marketing name:

MTmS Comfort

REF:

LIPO-MTmSO0COOR

Z4kladni UDI-DI / Basic UDI-DI:

8591846MTmMSOOCOOR-0A3A

Varianty / variants:

Varianty / variants:

LIPO-MTmSOOCOOR-B-3XL

LIPO-MTmSO0COOR-N-S

LIPO-MTmSOOCOOR-N-3XL

LIPO-MTmS00COOR-B-XL

LIPO-MTmSO0COOR-B-L

LIPO-MTmS00COOR-N-XL

LIPO-MTmSO0COOR-N-L

LIPO-MTmSO0COOR-B-XS

LIPO-MTmSO0COOR-B-M

LIPO-MTmS00COOR-N-XS

LIPO-MTmS00COOR-N-M

LIPO-MTmS00COOR-B-XXL

LIPO-MTmSOOCOOR-B-S

LIPO-MTmSO0COOR-N-XXL
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Obchodni ndzev / Commercial name:

C/AP long Variant

Marketingovy ndazev / Marketing name:

AP long Variant

LIPO-APOOVO7C

Zdkladni UDI-DI / Basic UDI-DI:

8591846APO0OVO7C-0ALA

Varianty / variants:

Varianty / variants:

LIPO-APOOVO7C-B-3XL

LIPO-APOOVO7C-N-S

LIPO-APOOVO7C-N-3XL

LIPO-APOOVO7C-B-XL

LIPO-APOOVO7C-B-L

LIPO-APOOVO7C-N-XL

LIPO-APOOVO7C-N-L

LIPO-APOOVO7C-B-XS

LIPO-APOOV0O7C-B-M

LIPO-APOOVO7C-N-XS

LIPO-APOOVO7C-N-M

LIPO-APOOVO7C-B-XXL

LIPO-APOOV07C-B-S

LIPO-APOOVO7C-N-XXL

Obchodni ndzev / Commercial name:

C/VH special

Marketingovy ndzev / Marketing name:

VH special

REF:

LIPO-VHOTWO00C

Zdkladni UDI-DI / Basic UDI-DI:

8591846VHO1WO0C-0AY 4

Varianty / variants:

Varianty / variants:

LIPO-VHO1WOOC-B-3XL

LIPO-VHO1WOOC-N-S

LIPO-VHO1WOOC-N-3XL

LIPO-VHO1WOOC-B-XL

LIPO-VHO1WOOC-B-L

LIPO-VHO1WOOC-N-XL

LIPO-VHO1WOOC-N-L

LIPO-VHO1WOOC-B-XS

LIPO-VHO1WO0OC-B-M

LIPO-VHO1WOOC-N-XS

LIPO-VHO1WOOC-N-M

LIPO-VHO1WOOC-B-XXL

LIPO-VHO1WOOC-B-S

LIPO-VHO1WOOC-N-XXL

Obchodni ndzev / Commercial name:

C/VH Variant

Marketingovy nazev / Marketing name:

VH Variant

REF:

LIPO-VHOOVO0OC

Zékladni UDI-DI / Basic UDI-DI:

8591846VHOOVOOCOALT

Varianty / variants:

Varianty / variants:

LIPO-VHOOVOOC-B-3XL

LIPO-VHOOVOOC-N-S

LIPO-VHOOVOOC-N-3XL

LIPO-VHOOVOOC-B-XL

LIPO-VHOOVOOC-B-L

LIPO-VHOOVOOC-N-XL

LIPO-VHOOVOOC-N-L

LIPO-VHOOVOOC-B-XS

LIPO-VHOOVOOC-B-M

LIPO-VHOOVOOC-N-XS

LIPO-VHOOVOOC-N-M

LIPO-VHOOVOOC-B-XXL

LIPO-VHOOVOOC-B-S

LIPO-VHOOVOOC-N-XXL
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Obchodni ndzev / Commercial name:

C/1D leggings

Marketingovy ndzev / Marketing name:

TD leggings

REF:

LIPO-TD15WO00C

Zdkladni UDI-DI / Basic UDI-DI:

8591846TD15WO0C-0AVM

Varianty / variants:

Varianty / variants:

LIPO-TD15WO00C-B-3XL

LIPO-TD15W00C-N-S

LIPO-TD15WO00C-N-3XL

LIPO-TD15WO00C-B-XL

LIPO-TD15WO00C-B-L

LIPO-TD15WO00C-N-XL

LIPO-TD15WO00C-N-L

LIPO-TD15WO00C-B-XS

LIPO-TD15WO00C-B-M

LIPO-TD15WO00C-N-XS

LIPO-TD15WO00C-N-M

LIPO-TD15W00C-B-XXL

LIPO-TD15WO00C-B-S

LIPO-TD15W00C-N-XXL

Obchodni nazev / Commercial name:

C/VF Variant

Marketingovy ndzev / Marketing name:

VF Variant

LIPO-VFOOVOOC

Zdkladni UDI-DI / Basic UDI-DI:

8591846VFOOVOOC-0AVé

Varianty / variants:

Varianty / variants:

LIPO-VFOOVOOC-B-3XL

LIPO-VFOOVOOC-N-S

LIPO-VFOOVOOC-N-3XL

LIPO-VFOOVOOC-B-XL

LIPO-VFOOVOOC-B-L

LIPO-VFOOVOOC-N-XL

LIPO-VFOOVOOC-N-L

LIPO-VFOOVOOC-B-XS

LIPO-VFOOVOOC-B-M

LIPO-VFOOVOOC-N-XS

LIPO-VFOOVOOC-N-M

LIPO-VFOOVOOC-B-XXL

LIPO-VFOOVOOC-B-S

LIPO-VFOOVOOC-N-XXL

Obchodni ndzev / Commercial name: C/VD Variant
Marketingovy ndzev / Marketing name: VD Variant
REF: LIPO-VDOOVOOC

Zdakladni UDI-DI / Basic UDI-DI:

8591846VD0OOVOOC-0ATC

Varianty / variants:

Varianty / variants:

LIPO-VDOOVOOC-B-3XL

LIPO-VDOOVOOC-N-S

LIPO-VDOOVOOC-N-3XL

LIPO-VDOOVOOC-B-XL

LIPO-VDOOVOOC-B-L

LIPO-VDOOVOOC-N-XL

LIPO-VDOOVOOC-N-L

LIPO-VDOOVOOC-B-XS

LIPO-VDOOVOOC-B-M

LIPO-VDOOVOOC-N-XS

LIPO-VDOOVOOC-N-M

LIPO-VDOOVOOC-B-XXL

LIPO-VDOOVOOC-B-S

LIPO-VDOOVOOC-N-XXL
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Obchodni ndzev / Commercial name: C/VB Variant
Marketingovy ndzev / Marketing name: VB Variant
REF: LIPO-VBOOVOOC

Zdakladni UDI-DI / Basic UDI-DI:

8591846VB0O0OVOOC-0ARJ

Varianty / variants:

Varianty / variants:

LIPO-VBOOVOOC-B-3XL

LIPO-VBOOVOOC-N-S

LIPO-VBOOVOOC-N-3XL

LIPO-VBOOVOOC-B-XL

LIPO-VBOOVOOC-B-L

LIPO-VBOOVOOC-N-XL

LIPO-VBOOVOOC-N-L

LIPO-VBOOVOOC-B-XS

LIPO-VBOOVOOC-B-M

LIPO-VBOOVOOC-N-XS

LIPO-VBOOVOOC-N-M

LIPO-VBOOVOOC-B-XXL

LIPO-VBOOVOOC-B-S

LIPO-VBOOVOOC-N-XXL

Obchodni ndzev / Commercial name:

C/ACTIVE leggings

Marketingovy ndzev / Marketing name:

ACTIVE leggings

REF:

LIPO-ACTIVE

Zdkladni UDI-DI / Basic UDI-DI:

8591846 ACTIVE-0AN9

Varianty / variants:

Varianty / variants:

LIPO-ACTIVE-B-3XL

LIPO-ACTIVE-B-S+

LIPO-ACTIVE-DB-3XL

LIPO-ACTIVE-DB-S+

LIPO-ACTIVE-P-3XL

LIPO-ACTIVE-P-S+

LIPO-ACTIVE-B-3XL+

LIPO-ACTIVE-B-XL

LIPO-ACTIVE-DB-3XL+

LIPO-ACTIVE-DB-XL

LIPO-ACTIVE-P-3XL+

LIPO-ACTIVE-P-XL

LIPO-ACTIVE-B-L LIPO-ACTIVE-B-XL+
LIPO-ACTIVE-DB-L LIPO-ACTIVE-DB-XL+
LIPO-ACTIVE-P-L LIPO-ACTIVE-P-XL+

LIPO-ACTIVE-B-L+

LIPO-ACTIVE-B-XS

LIPO-ACTIVE-DB-L+

LIPO-ACTIVE-DB-XS

LIPO-ACTIVE-P-L+

LIPO-ACTIVE-P-XS

LIPO-ACTIVE-B-M

LIPO-ACTIVE-B-XS+

LIPO-ACTIVE-DB-M

LIPO-ACTIVE-DB-XS+

LIPO-ACTIVE-P-M

LIPO-ACTIVE-P-XS+

LIPO-ACTIVE-B-M+

LIPO-ACTIVE-B-XXL

LIPO-ACTIVE-DB-M+

LIPO-ACTIVE-DB-XXL

LIPO-ACTIVE-P-M+

LIPO-ACTIVE-P-XXL

LIPO-ACTIVE-B-S LIPO-ACTIVE-B-XXL+
LIPO-ACTIVE-DB-S LIPO-ACTIVE-DB-XXL+
LIPO-ACTIVE-P-S LIPO-ACTIVE-P-XXL+
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