€0 evelall? TECHNICAL FILE DOCUMENTATION

S100PLIOR QARAINZTATT 2 CE DECLARATION OF CONFORMITY

Rev. 002
DECLARATION OF CONFORMITY ACCORDING TO THE DIRECTIVE 93/42/EEC
No. KW-AK12/V210Z10/2021/E
Manufacturer: Everall7 Sp. z 0.0.

ul. Augustéwka 14

02-981 Warsaw (Poland)
Single registration number (DUNS) - N/A

Authorized EU- Name of the site, Address of the site — N/A

representative:

PRODUCT CODE / NAME Classification Rule*
CATALOGUE NUMBER

V210210 Villacryl Opaker 4x7g powder + 2x12ml liquid + 12ml primer lla Rule 8

V210Z12 Villacryl Opaker 2x7g powder + 12ml liquid + 12ml primer lla Rule 8

Purpose of the product:

Universal metal masking material

GMDN Code :

38781 - Crown/bridge material, polymer based

Classification rules acc.:

ANNEX IX OF THE MDD 93/42/EEC amended by 2007/47/EC

WE HEREWITH DECLARES THAT THE ABOVE MENTIONED PRODUCTS:

- ARE IN CONFORMITY WITH THE ESSENTIAL REQUIREMENTS ESTABLISHED IN ANNEX | AND PROVISIONS OF THE EUROPEAN
COUNCIL DIRECTIVE 93/42/EEC - MEDICAL DEVICES AS AMENDED BY THE DIRECTIVE 2007/47/EC.

- ARE DESIGNED, MANUFACTURED, TESTED AND RELEASED FOR SALE IN ACCORDANCE WITH THE TECHNICAL DOCUMENTATION

- ARE THE SUBJECT TO PROCEDURE SET OUT IN ANNEX Il OF DIRECTIVE 93/42/EEC (EXCEPT CLAUSE 4);(

- THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DEECLARATION OF CONFORMITY.

Harmonized Standards applied: EN ISO 13485 :2016
ENISO 14971 :2012
ENISO 14155:2011

EN 1041:2008+A1:2013
EN ISO 15223-1:2016
EN 1641:2009

EN ISO 10993-1:2009

Technical standards ref.: ISO 10477:2018 - Dentistry - Polymer-based crown and veneering materials

According to annex Il excluding (4) of the Directive 93/42/EEC

EC certificate No. PL19/1102977398 (valid until 24 May 2024)
Notified Body:

SGS Belgium N.V., Noorderlaan 87, BE-2030 Antwerpen, Belgium
ID number: 1639

EC certificate :

Place: Warsaw
Date: 2021-05-28

Signature:

EVERALLT Sp. z 0.0-
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&) evelall7

2100PL-SOP QARA-020 ATT 2

TECHNICAL FILE DOCUMENTATION

CE DECLARATION OF CONFORMITY

Rev. 002
DECLARATION OF CONFORMITY ACCORDING TO THE DIRECTIVE 93/42/EEC
No. KW-AK11/vV210/2021/E
Manufacturer: Everall7 Sp. z 0.0.

ul. Augustowka 14

02-981 Warsaw (Poland)
Single registration number (DUNS) - N/A

Authorized EU-
representative:

Name of the site, Address of the site — N/A

PRODUCT CODE / NAME Classification Rule*
CATALOGUE NUMBER

V210A1201 Villacryl STC Hot color A1 powder 80g + liquid 40ml lla Rule 8
V210A2202 Villacryl STC Hot color A2 powder 80g + liquid 40ml lla Rule 8
V210A35Z04 Villacryl STC Hot color A3.5 powder 80g + liquid 40ml 1la Rule 8
V210A3Z03 Villacryl STC Hot color A3 powder 80g + liquid 40ml lla Rule 8
V210A47Z04 Villacryl STC Hot color A4 powder 80g + liquid 40ml| lla Rule 8
V210B1Z06 Villacryl STC Hot color B1 powder 80g + liquid 40ml| lla Rule 8
V21082207 Villacryl STC Hot color B2 powder 80g + liquid 40ml Ila Rule 8
V210C2Z08 Villacryl STC Hot color C2 powder 80g + liquid 40m! lla Rule 8
V210C4Z09 Villacryl STC Hot color C4 powder 80g + liquid 40m| Ila Rule 8
V210D2Z12 Villacryl STC Hot color D2 4 powder 80g + liquid 40ml lla Rule 8
V210711 Villacryl STC Hot ZESTAW lla Rule 8
V210L01 Villacryl STC Hot liguid 40 ml IE Rule 8
V210L02 Villacryl STC Hot liquid 200 ml IE} Rule 8

Purpose of the product:

Heat-curing acrylic resin for crowns and bridges veneering

GMDN Code :

38781 - Crown/bridge material, polymer based

Classification rules acc.:

ANNEX IX OF THE MDD 93/42/EEC amended by 2007/47/EC

WE HEREWITH DECLARES THAT THE ABOVE MENTIONED PRODUCTS:
COUNCIL DIRECTIVE 93/42/EEC - MEDICAL DEVICES AS AMENDED BY THE DIRECTIVE 2007/47/EC.

- ARE THE SUBJECT TO PROCEDURE SET OUT IN ANNEX Il OF DIRECTIVE 93/42/EEC (EXCEPT CLAUSE 4);(
- THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DEECLARATION OF CONFORMITY.

- ARE IN CONFORMITY WITH THE ESSENTIAL REQUIREMENTS ESTABLISHED IN ANNEX | AND PROVISIONS OF THE EUROPEAN

- ARE DESIGNED, MANUFACTURED, TESTED AND RELEASED FOR SALE IN ACCORDANCE WITH THE TECHNICAL DOCUMENTATION

Harmonized Standards applied: EN ISO 13485 :2016

EN 1SO 14971 :2012

EN I1SO 14155:2011

EN 1041:2008+A1:2013
EN ISO 15223-1:2016
EN 1641:2009

EN 1SO 10993-1:2009

Technical standards ref.: ISO 10477:2018 - Dentistry - Polymer-based crown and veneering materials

According to annex Il excluding (4) of the Directive 93/42/EEC

EC certificate No. PL19/1102977398 (valid until 24 May 2024)
Notified Body:

SGS Belgium N.V., Noorderlaan 87, BE-2030 Antwerpen, Belgium
ID number: 1639

EC certificate :

Place: Warsaw
Date: 2021-06-28

Signature: ’/_
Andzej Ce?kﬁ i &
uality Assurance and Regulatory Compliance Manager L7 Sp-Z0.-9
Quality y Comp g EVERAL“ R e
ol AuguSIOWE " es 82 72
. o 546, Regon 002028511

NIP 521-0 1-24-68




DOC - DECLARATION OF CONFORMITY
€) everall?
QUALITY SYSTEM FORM
DOCUMENT NUMBER EA7-DOC-KW-AK02/V130//EN REVISION LEVEL 1 PAGE NO Page 1of 1

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74

No: KW-AK02/V130/EN

Manufacturer:

Everall? Sp. z 0.0.
ul. Augustowka 14
02-981 Warsaw (Poland)
Single registration number (SRN): -

Authorized EU-representative:

Name of the site, Address of the site — N/A

PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER

V1300201 Villacryl S color 0 (100 g powder + 50 ml liquid) I 5
V1300P01 Villacryl S color 0 powder 30g I 5
V1300P13 Villacryl S color 0 powder 100g I 5
V1300P08 Villacryl S color 0 powder 1kg | 5
V130T4Z03 Villacryl S color T4 (100 g powder + 50 ml liquid) | 5
V130T4P01 Villacryl S color T4 powder 30g I 5
V130T4P16 Villacryl S color T4 powder 100g | 5
V130T4P11 Villacryl S color T4 powder 1kg | 5
V130V2204 Villacryl S color V2 (100 g powder + 50 ml liquid) | 5
V130V2P01 Villacryl S color V2 powder 30g | 5
V130V2P14 Villacryl S color V2 powder 100g | 5
V130V2P09 Villacryl S color V2 powder 1kg I 5
V130v3Z08 Villacryl S color V3 (100 g powder + 50 ml liquid) | 5
V130V3P15 Villacryl S color V3 powder 100g I 5
V130V3P10 Villacryl S color V3 powder 1kg I 5
V130V4205 Villacryl S color V4 (100 g powder + 50 ml liquid) | 5
V130v4P07 Villacryl S color V4 powder 30g [ 5
V130V4P12 Villacryl S color V4 powder 100g I 5
V130V4P06 Villacryl S color V4 powder 1 kg I 5
V130L08 Villacryl S liquid 12ml I 5
V130L09 Villacryl S liquid 50 ml | 5
V130L02 Villacryl S liquid 200 ml I 5
V130L07 Villacryl S liquid 500 ml [ 5
Intended use of the product: | Self-curing acrylic resin for dentures repair

* Classification rules

ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745

Basic UDI-DI

590160212REPFP

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.
THE MANUFACTURER 1S EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied:

EN ISO 13485 :2016
EN ISO 14971 :2012
EN 1041:2013

EN ISO 15223-1:2016
EN 1641:2009

EN ISO 10993-1:2018
EN I1SO 10993-5:2009
ENISO10993-10:2013
EN ISO 10993-18:2009

Technical standards ref:

EN ISO 20795-1:2013 - Dentistry - Base polymers - Part 1 - Denture base polymers

EC certificate:

N/A

Place: Warszawa
Date of issue:

Signature:

2021-05-25

And rzej/,(ffé;g‘liﬁski

Quality Assurance and

Rfegulatory Compliance Manager

EVERALL7 Sp- Z 0-0-
ul. Augustowka 14 02-981 Warszawa
TN el o SRR 82 T2

NIP 521-01-24-886, Regon 002028511

TEMPLATE NO

EA7-SOP QARC-020 TEM-04

REVISION LEVEL 1
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DOCUMENT NUMBER EA7-DOC-KW-AK18/V170/EN REVISION LEVEL 1 PAGE NO ?fgm&;é
L)
DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74
No: KW-AK18/V170/EN
Manufacturer: Everall7 Sp. z 0.0.
ul. Augustéwka 14
02-981 Warsaw (Poland)
Single registration number (SRN): -
Authorized EU-representative: Name of the site, Address of the site — N/A
PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
V170201 VILLACRYL ORTHO Mix liquid 250 ml + powder 500 g + 3x12 ml color | 5
concentrates red, yellow and blue
V170L02 VILLACRYL ORTHO MIX liquid 250 ml | 5
V170P03 VILLACRYL ORTHO Mix powder 500g | 5

Intended use of the product: | Acrylic resin for removable orthodontic appliances

* Classification rules ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745

Basic UDI-DI 5901602120RTGP

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied: EN I1SO 13485 :2016
EN I1SO 14971 :2012
EN 1041:2013

EN ISO 15223-1:2016
EN 1641:2009

EN ISO 10993-1:2018
EN ISO 10993-5:2009
ENISO10993-10:2013
EN ISO 10993-18:2009

Technical standards ref: EN ISO 20795-2:2013 - Dentistry - Base polymers - Part 2 - Orthodontic base polymers
EC certificate: N/A &
W ,.VS/P

Place: Warszawa
Date of issue:  2021-05-25

Signature:

/
Andrzej Ceglinski | /é/o
Quality Assurance and Rfegulatory Compliance Manager

TEMPLATE NO EA7-SOP QARC-020 TEM-04 REVISION LEVEL 1
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DOCUMENT NUMBER EA7-DOC-KW-AKO7/V160/EN REVISION LEVEL 1 PAGE NO ‘ %&Eﬂ‘?ﬁ 0020285”
DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74
No: KW-AKO07/V160/EN
Manufacturer: Everall7 Sp. z 0.0.
ul. Augustowka 14
02-981 Warsaw (Poland)
Single registration number (SRN): -
Authorized EU-representative: Name of the site, Address of the site — N/A
PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
V160201 Villacryl Ortho liquid 250 ml + powder 500 g + 3x12 ml color concentrates l 5
red, yellow and blue
V1600P07 Villacryl Ortho powder 500 g | 5
V1600P05 Villacryl Ortho powder 2 kg | 5
V1600P06 Villacryl Ortho powder 4 kg I 5
V160L03 Villacryl Ortho liquid 250 ml [ 5
V160L04 Villacryl Ortho liquid 500 ml I 5
V160L02 Villacryl Ortho liquid 1 | I 5
V180209 Villacryl Ortho color concentrate set red, yellow and blue 3x12 ml | 5
V1802P01 Villacryl Ortho color concentrate yellow 50 ml I 5
V1803P02 Villacryl Ortho color concentrate orange 50 ml I 5
V1804P03 Villacryl Ortho color concentrate red 50 ml | 5
V1805P04 Villacryl Ortho color concentrate raspberry 50 ml [ 5
V1806P05 Villacryl Ortho color concentrate violet 50 ml [ 5
V1807P06 Villacryl Ortho color concentrate green 50 ml | 5
V1808P07 Villacryl Ortho color concentrate light green 50 m | 5
V1809P08 Villacryl Ortho color concentrate blue 50 ml | 5
Intended use of the product: | Acrylic resin for removable orthodontic appliances

* Classification rules

ACCORDING TO ANNEX VIIl OF THE REGULATION 2017/745

Basic UDI-DI

5901602120RTGP

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied:

EN ISO 13485 :2016
EN 1SO 14971 :2012
EN 1041:2013

EN ISO 15223-1:2016
EN 1641:2009

EN ISO 10993-1:2018
EN 1SO 10993-5:2009
ENISO10993-10:2013
EN ISO 10993-18:2009

Technical standards ref:

EN IS0 20795-2:2013 - Dentistry - Base polymers - Part 2 - Orthodontic base polymers

EC certificate: N/A
Place: Warszawa - EVE/;‘,
Date of issue: ~ 2021-05-25 U Ayg AL
i /] 0wk 4
,/ Nip -~ tey -\:- 7 U2.aq e
Signature: ' LY "2 Uf-zqf:).. 7 °T War, ‘f'
Andrze%%’élgfirﬁki 8 Regoy < .
Quality Assurance and Rfegulatory Compliance Manager =b28sy,

TEMPLATE NO

REVISION LEVEL

EA7-SOP QARC-020 TEM-04




DOC - DECLARATION OF CONFORMITY
& everall7
QUALITY SYSTEM FORM
€;’5»?

DOCUMENT NUMBER EA7-DOC-KW-AK03/V120/EN REVISION LEVEL 1 PAGE N&)?““ 444£ 7Page 1of1

Nip e ‘Wim 4 o L. < f'e)

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (ﬁiTZQﬁ/Wl #” V-’arSZa'Wo'
No: KW-AK03/V120/EN 020
4 85 La
Manufacturer: Everall7 Sp. z 0.0.
ul. Augustéwka 14
02-981 Warsaw (Poland)
Single registration number (SRN): -
Authorized EU-representative: Name of the site, Address of the site — N/A
PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER

V1200201 Villacryl SP 0 powder 500g + liquid 300ml | 5
V12072202 Villacryl SP T2 powder 500g + liquid 300ml| I 5
V120V2Z03 Villacryl SP V2 powder 500g + liquid 300m| | 5
V120V4Z04 Villacryl SP V4 powder 500g + liguid 300m| I 5
V120T4Z05 Villacryl SP V4 powder 500g + liquid 300m| I 5
V120V4P05 Villacryl SP V4 powder 500g | 5
V1200P06 Villacryl SP 0 powder 500g I 5
V120V2P07 Villacryl SP V2 powder 500g [ 5
V120T2P08 Villacryl SP T2 powder 500g | 5
V120T4P09 Villacryl SP T4 powder 500g | 5
V120L06 Villacryl SP liquid 300ml I 5

Intended use of the product: | Cold-curing acrylic resin for making acrylic parts in framework dentures and full acrylic dentures by
pouring technique

* Classification rules ACCORDING TO ANNEX VIl OF THE REGULATION 2017/745

Basic UDI-DI 590160212DBQ3

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied: EN ISO 13485 :2016
EN ISO 14971 :2012
EN 1041:2013

EN SO 15223-1:2016
EN 1641:2009

EN ISO 10993-1:2018
EN I1SO 10993-5:2009
ENISO10993-10:2013
EN ISO 10993-18:2009

Technical standards ref: EN ISO 20795-1:2013 - Dentistry - Base polymers - Part 1 - Denture base polymers
EC certificate: N/A
Place: Warszawa &y, £ VEJ‘PA
Date of issue:  2021-05-25 U 4, R4 Ly u Algus,
i sfoWka 14 0 L0, fgp te
Signature: "”52,_0:9" 22 ‘9562-9 T Wy 3?7—0 A Q,
Andrz /*/ § Ceglinski 24-856 %982 72 S2awg . e
Quality Assurance and’Rfegulatory Compliance Manager . 0020235,, “~l2gs,,

TEMPLATE NO EA7-SOP QARC-020 TEM-04 REVISION LEVEL 1




\TION OF CONFORMITY

€ everqll7
QUALITY SYSTEM FORM

DOCUMENT NUMBER

EA7-DOC- KW-TPO1/VTP/EN

EVi

Ul Aye,

REVISION LEVEL GEND S ). z ofagelof1

YWRa 14, 02981 Warszaws

tel. 22
DECLARATION OF CONFORMITY IN ACCORDANCE WITH RE‘Gftmeug(ﬁﬁjegg)ni?nggs
' 511

No: KW-TP01/VTP/EN

Manufacturer:

Everall7 Sp. z 0.0.
ul. Augustowka 14
02-981 Warsaw (Poland)
Single registration number (SRN): -

Authorized EU-representative:

Name of the site, Address of the site — N/A

PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
VTPG2500 Villacryl Thermo Press color 0 granulate 250g I 5
VTPG250T2 Villacryl Thermo Press color T2 granulate 250g | 5
VTPG250T3 Villacryl Thermo Press color T3 granulate 250g I 5
VTPG250T4 Villacryl Thermo Press color T4 granulate 250g | 5
VTPG300 Villacryl Thermo Press color 0 granulate 30g I 5
VTPG30T2 Villacryl Thermo Press color T2 granulate 30g | 5
VTPG230T3 Villacryl Thermo Press color T3 granulate 30g I 5
VTPG230T4 Villacryl Thermo Press color T4 granulate 30g I 5

Intended use of the product:

Thermoplastic material for denture bases

* Classification rules

ACCORDING TO ANNEX VIl OF THE REGULATION 2017/745

Basic UDI-DI

590160212TPSF

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied:

EN IS0 13485 :2016
EN 1SO 14971 :2012
EN 1041:2013

EN ISO 15223-1:2016
EN 1641:2009

EN 1SO 10993-1:2018
EN ISO 10993-5:2009
ENIS010993-10:2013
EN ISO 10993-18:2009

Technical standards ref:

EN ISO 20795-1:2013 - Dentistry - Base polymers - Part 1 - Denture base polymers

EC certificate: N/A
Place: Warszawa
Date of issue:  2021-05-25 /U

Signature:

EVERALL7 Sp. zo.0.

ul. Augustowka 14, 02-981 Warszawa
tel. 22 8588272

Andrzej c?gt%ki

NIP 521-01-24-886, Regon 002028511

Quality Assurance and Rfegulatory Compliance Manager

TEMPLATE NO

REVISION LEVEL 1

EA7-SOP QARC-020 TEM-04




DOC - DECLARATION OF CONFORMITY
&) everall7
QUALITY SYSTEM FORM
DOCUMENT NUMBER EA7-DOC-KW-AK01/V100/EN | REVISION LEVEL 1 PAGE NO Page 10of 2

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74

No: KW-AK01/V100/EN

Manufacturer:

Everall7 Sp. z 0.0.
ul. Augustowka 14

02-981 Warsaw (Poland)

Single registration number (SRN): -

Authorized EU-representative:

Name of the site, Address of the site — N/A

PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
V1000P03 Villacryl H Plus O powder 4kg | 5
V1000P04 Villacryl H Plus O powder 750g | 5
V1000P06 Villacryl H Plus 0 powder 30g | 5
V1000702 Villacryl H Plus 0 powder 750g+ liquid 400ml I 5
V10072207 Villacryl H Plus T2 powder 750g+ liquid 400ml| I 5
V100T4P10 Villacryl H Plus T4 powder 4kg | 5
V100T4P11 Villacryl H Plus T4 powder 30g [ 5
V10074208 Villacryl H Plus T4 powder 750g+ liquid 400ml | 5
V100V2P10 Villacryl H Plus V2 powder 4kg | 5
V100V2P17 Villacryl H Plus V2 powder 2kg | 5
V100V2P18 Villacryl H Plus V2 powder 750g I 5
V100V2P19 Villacryl H Plus V2 powder 300g | 5
V100V2P20 Villacryl H Plus V2 powder 30g I 5
V100v2Z09 Villacryl H Plus V2 powder 750g+ liquid 400ml I 5
V100V2Z11 Villacryl H Plus V2 powder 300g+ liquid 150ml [ 5
V100V3Z11 Villacryl H Plus V3 powder 750g+ liquid 400ml I 5
V100v4P13 Villacryl H Plus V4 powder 2kg I 5
V100v4P14 Villacryl H Plus V4 powder 4kg I 5
V100v4P15 Villacryl H Plus V4 powder 750g | 5
V100V4P16 Villacry! H Plus V4 powder 300g | 5
V100v4P17 Villacryl H Plus V4 powder 50kg | 5
V100V4P18 Villacryl H Plus V4 powder 30g I 5
V100v4Z12 Villacryl H Plus V4 powder 750g+ liquid 400ml I 5
V100v4Z213 Villacryl H Plus V4 powder 300g+ liquid 150ml | 5
V100L05 Villacryl H Plus liquid 11 I 5
V100L06 Villacryl H Plus liquid 400ml| I 5
V100L07 Villacryl H Plus liquid 150ml | 5
V100L08 Villacryl H Plus liquid 12m| I 5

Intended use of the product:

Heat curing acrylic resin for denture bases

* Classification rules

ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745

Basic UDI-DI

590160212DBQ3

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied:

EN ISO 13485 :2016
EN ISO 14971 :2012
EN 1041:2013

EN ISO 15223-1:2016
EN 1641:2009

EN ISO 10993-1:2018
EN IS0 10993-5:2009
ENISO10993-10:2013
EN 1SO 10993-18:2009

Technical standards ref:

EN ISO 20795-1:2013 - Dentistry - Base polymers - Part 1 - Denture base polymers

EC certificate:

N/A

TEMPLATE NO

REVISION LEVEL 1

EA7-SOP QARC-020 TEM-04




DOC - DECLARATION OF CONFORMITY
E everall?
QUALITY SYSTEM FORM
DOCUMENT NUMBER EA7-DOC-KW-AK01/V100/EN | REVISION LEVEL i} PAGE NO Page 2 of 2

Place: Warszawa

Date ofissue:  2021-05-25 /
Signature: ///,

Andr Rﬁli?\ski
Quality Assurance an egulatory Compliance Manager

EVERALL7 Sp. zo.o0.
ul. Augustowka 14, 02-981 Warszawa
tel. 22 8588272
NIP 521-01-24-886, Regon 002028511

TEMPLATE NO EA7-SOP QARC-020 TEM-04 REVISION LEVEL 1




DOC - DECLARATION OF CONFORMITY
& everall7
QUALITY SYSTEM FORM
DOCUMENT NUMBER EA7-DOC-KW-AKO04/V140/EN REVISION LEVEL 1 PAGE NO Page1of1

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74
No: KW-AK04/V140/EN

Everall7 Sp. z 0.0.
ul. Augustéwka 14
02-981 Warsaw (Poland)
Single registration number (SRN): -

Manufacturer:

Authorized EU-representative: Name of the site, Address of the site — N/A

PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
V140RZ03 Villacryl IT pink powder 750 g + liquid 200 ml I 5
V140RZ06 Villacryl IT pink powder 21 g + liquid 6 ml [ 5
V1407704 Villacryl IT green powder 750 g + liquid 200 ml [ 5
V1407707 Villacryl IT green powder 21 g + liquid 6 ml I 5
V140ZP02 Villacryl IT green powder 750 g I 5
V140RPO5 Villacryl IT pink powder 750 g | 5
V140ZL01 Villacryl IT liquid 200 mi [ 5

Intended use of the product: | Acrylic resin for individual trays

ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745
590160212ITRN

* Classification rules
Basic UDI-DI

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES I1X,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied: EN ISO 13485 :2016

EN ISO 14971 :2012

EN 1041:2013

ENISO 15223-1:2016

EN 1641:2009

EN ISO 10993-1:2018

EN 1SO 10993-5:2009

ENISO10993-10:2013

EN 1SO 10993-18:2009

FACTORY STANDARD ZN-05/10 Villacryl IT - Acrylic resin for individual trays

Technical standards ref:

EC certificate: N/A

Place: Warszawa
Date of issue:

2021-05-2

//:

/ dézeijeglir'\ski
Quality Assurance and Rfegulatory Compliance Manager

Signature:

EVERALL7 Sp. z o.0.
ul. Augustowka 14, 02-981 Warszawa
tel. 22 8588272
NIP 521-01-24-886, Regon 002028511

EA7-SOP QARC-020 TEM-04

TEMPLATE NO

REVISION LEVEL




DOC - DECLARATION OF CONFORMITY
QUALITY SYSTEM FORM

€ everall?

DOCUMENT NUMBER EA7-DOC-KW-AKO6/V200/EN | REVISION LEVEL 1 PAGE NO Pagelof1

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74
No: KW-AK06/V200/EN

Manufacturer: Everall7 Sp. z 0.0.
ul. Augustéwka 14

02-981 Warsaw (Poland)
Single registration number (SRN): -

Authorized EU-representative: Name of the site, Address of the site — N/A
PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER

V200205 Villacryl STC powder 3x20g + liquid 40ml + hardener 40g | 5
V2001P01 Villacryl STC kolor color no. 1 powder 20 g | 5
V2001P02 Villacryl STC kolor color no. 2 powder 20 g I 5
V2001P03 Villacryl STC kolor color no. 3 powder 20 g I 5
V200L04 Villacryl STC liquid 40 ml | 5
V200P06 Villacryl STC hardener 100 g | 5

Intended use of the product: | Self-curing acrylic resin for temporary crowns and bridges

* Classification rules ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745

Basic UDI-DI 5590160212CROEH

DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.
THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING

Harmonized Standards applied: EN ISO 13485 :2016
ENI1SO 14971 :2012
EN 1041:2013

EN 1SO 15223-1:2016
EN 1641:2009

EN ISO 10993-1:2018
EN ISO 10993-5:2009
ENIS010993-10:2013
EN 1SO 10993-18:2009

Technical standards ref: FACTORY STANDARD ZN-06/10 Villacryl STC - Acrylic material for temporary crowns

EC certificate: N/A

Place: Warszawa

Date of issue:  2021-05-25 b~
. / EVERALL7 Sp. z o.0.
Signature: / ;
ks ul. Augustowka 14, 02-981 Warszawa
Andrzg((feglmskl tel 22 858 82 72
Quality Assurance and Rfegulatory Compliance Manager NIP 521-01-24-886, Regon 002028511

TEMPLATE NO EA7-SOP QARC-020 TEM-04 REVISION LEVEL 1




DOC - DECLARATION OF CONFORMITY
€ everall?
QUALITY SYSTEM FORM
DOCUMENT NUMBER EA7-DOC-KW-AKO8/V190/EN REVISION LEVEL 1 PAGE NO Page 1of1

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74
No: KW-AK08/V190/EN

Manufacturer: Everall7? Sp. z 0.0.
ul. Augustowka 14

02-981 Warsaw (Poland)
Single registration number (SRN): -

Authorized EU-representative: Name of the site, Address of the site — N/A
PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
V190202 VILLACRYL Hard powder 60g + liquid 40ml + etchant 10ml + 40g hardener I 5

Intended use of the product: | Acrylic resin for hard denture relining

* Classification rules ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745
Basic UDI-DI 590160212RELFF

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied: EN ISO 13485 :2016

EN ISO 14971 :2012

EN 1041:2013

EN 1SO 15223-1:2016

EN 1641:2009

EN ISO 10993-1:2018

EN ISO 10993-5:2009

ENIS010993-10:2013

EN 1SO 10993-18:2009

Technical standards ref: FACTORY STANDARD ZN-15/10 Villacryl Hard — Hard denture relining material

EC certificate: N/A

Place: Warszawa
Date of issue:  2021-05-25

EVERALL7 Sp. zo.o.
ul. Augustowka 14, 02-981 Warszawa
T — tel. 22 858 8272
. Andyzej Cegliriski NIP 521-01-24-886, Regon 002028511
Quality Assurance arfd Rfegulatory Compliance Manager

Signature:

TEMPLATE NO EA7-SOP QARC-020 TEM-04 REVISION LEVEL 1




DOC - DECLARATION OF CONFORMITY
€D everall?
QUALITY SYSTEM FORM
DOCUMENT NUMBER EA7-DOC-KW-AK09/V110/EN | REVISION LEVEL 1 PAGE NO Page 1of1

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74
No: KW-AK09/V110/EN

Manufacturer: Everall? Sp. z 0.0.
ul. Augustéwka 14
02-981 Warsaw (Poland)
Single registration number (SRN); -

Authorized EU-representative: Name of the site, Address of the site — N/A
PRODUCT CODE / NAME Class Rule*

CATALOGUE NUMBER
V1100201 Villacryl H Rapid color 0 750 g powder + 400 ml liquid | 5
V1100P13 Villacryl H Rapid color 0 powder 750 g | 5
V1100P17 Villacryl H Rapid color 0 powder 2 kg I 5
V1100P21 Villacryl H Rapid color 0 powder 4 kg I 5
V110V2Z05 Villacryl H Rapid color V2 750 g powder + 400 ml liquid | 5
V110V2P14 Villacryl H Rapid color V2 powder 750 g | 5
V110V2P18 Villacryl H Rapid color V2 powder 2 kg [ 5
V110V2P22 Villacryl H Rapid color V2 powder 4 kg I 5
V110V3P15 Villacryl H Rapid color V3 powder 750 g | 5
V110V3P19 Villacryl H Rapid color V3 powder 2 kg I 5
V110v3P23 Villacryl H Rapid color V3 powder 4 kg I 5
V110V4Z07 Villacryl H Rapid color V4 750 g powder + 400 ml liquid | 5
V110v4P11 Villacryl H Rapid color V4 powder 750 g | 5
V110V4P08 Villacryl H Rapid color V4 powder 2 kg | 5
V110V4P09 Villacryl H Rapid color V4 powder 4 kg I 5
V110T4P16 Villacryl H Rapid color T4 powder 750 g | 5
V110T4P20 Villacryl H Rapid color T4 powder 2 kg | 5
V110T4P24 Villacryl H Rapid color T4 powder 4 kg I 5
V110L04 Villacryl H Rapid Liquid 400 ml I 5
V110L02 Villacryl H Rapid Liquid 11 I 5
Intended use of the product: | Fast heat curing acrylic resin for denture bases
* Classification rules ACCORDING TO ANNEX VIIl OF THE REGULATION 2017/745
Basic UDI-DI 590160212DBQ3

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied: EN ISO 13485 :2016
EN ISO 14971 :2012
EN 1041:2013

EN ISO 15223-1:2016
EN 1641:2009

EN 1SO 10993-1:2018
EN ISO 10993-5:2009
ENISO10993-10:2013
EN ISO 10993-18:2009

Technical standards ref: EN ISO 20795-1:2013 - Dentistry - Base polymers - Part 1 - Denture base polymers

EC certificate: N/A

Place: Warszawa

Date of issue:  2021-05-25 EVERALL7 Sp. z o.0.

ul. Augustowka 14, 02-981 Warszawa
. tel. 22 8588272
Andrz?f/ngFiﬁski NIP 521-01-24-886, Regon 002028511

Quality Assurance and Rfegulatory Compliance Manager

Signature:

TEMPLATE NO EA7-SOP QARC-020 TEM-04 REVISION LEVEL 1




DOC - DECLARATION OF CONFORMITY

QUALITY SYSTEM FORM

€ everall?

DOCUMENT NUMBER

EA7-DOC-KW-AK14/V230/EN

REVISION LEVEL 1

PAGE NO

Pagelof1

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74
No: EA7-DOC-KW-AK14/V230/EN

Manufacturer:

Everall7 Sp. z 0.0.
ul. Augustowka 14
02-981 Warsaw (Poland)
Single registration number (SRN): -

Authorized EU-representative:

Name of the site, Address of the site — N/A

PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
V230L01 Villacryl Bond 12 ml I 5

Intended use of the product:

Liquid improving adhesion of acrylic teeth with acrylic denture bases

* Classification rules

ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745

Basic UDI-DI

590160212DBQ3

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

THE MANUFACTURER IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

Harmonized Standards applied:

EN I1SO 13485 :2016
EN 150 14971 :2012
EN 1041:2013

ENI1SO 15223-1:2016
EN 1641:2009

EN 1SO 10993-1:2018
EN 1SO 10993-5:2009
ENISO10993-10:2013
EN 150 10993-18:2009

Technical standards ref:

FACTORY STANDARD ZN-10/10 ,,Villacryl Bond — Acrylic teeth bonding liquid

EC certificate:

N/A

Place: Warszawa
Date of issue:

2021—(?8/
Ay
Y/

Signature:

An ;'{‘éj Ceglinski

EVERALL7 Sp. z o.0.

ul. Augustowka 14, 02-981 Warszawa

tel. 22 858 82 72

NIP 521-01-24-888, Regon 002028511

Quality Assurance and Rfegulatory Compliance Manager

TEMPLATE NO

EA7-SOP QARC-020 TEM-04

REVISION LEVEL




DOC - DECLARATION OF CONFORMITY
&) everall7
QUALITY SYSTEM FORM
DOCUMENT NUMBER EA7-DOC-KW-AK17/V260/EN | REVISION LEVEL 1 PAGE NO Page1of1

DECLARATION OF CONFORMITY IN ACCORDANCE WITH REGULATION (EU) 2017/74

No: EA7-DOC-KW-AK17/V260/EN

Manufacturer:

Everall7 Sp. z 0.0.
ul. Augustowka 14
02-981 Warsaw (Poland)
Single registration number (SRN): -

Authorized EU-representative:

Name of the site, Address of the site — N/A

PRODUCT CODE / NAME Class Rule*
CATALOGUE NUMBER
V260Vv4201 Villacryl H Rapid FN V4 powder 750g + liquid 400m| | 5
V2600P02 Villacryl H Rapid FN 0 powder 750g [ 5
V260V2P03 Villacryl H Rapid FN V2 powder 750g | 5
V260V3P04 Villacryl H Rapid FN V3 powder 750g | 5
V260V4P01 Villacryl H Rapid FN V4 powder 750g [ 5
V260T4P05 Villacryl H Rapid FN T4 powder 750g I 5
V260L01 Villacryl H Rapid FN liquid 400 ml | 5

Intended use of the product:

Fast heat curing acrylic resin for denture bases

* Classification rules

ACCORDING TO ANNEX VIII OF THE REGULATION 2017/745

Basic UDI-DI

590160212DBQ3

THE MANUFACTURER IS EXCLU

SIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

WE HEREWITH DECLARE THAT THE ABOVE-MENTIONED PRODUCTS MEET THE PROVISIONS OF THE REGULATION 2017/745 ON MEDICAL
DEVICES, IN ACCORDANCE WITH THE CONFORMITY ASSESSMENT PROCEDURE DESCRIBED IN ANNEXES IX,. ALL SUPPORTING
DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.

Harmonized Standards applied: EN ISO 13485 :2016

EN ISO 14971 :2012
EN 1041:2013

ENISO 15223-1:2016
EN 1641:2009

EN SO 10993-1:2018
EN 1SO 10993-5:2009
ENIS010993-10:2013
EN ISO 10993-18:2009

Technical standards ref:

EN ISO 20795-1:2013 - Dentistry - Base polymers - Part 1 - Denture base polymers

EC certificate: N/A
Place: Warszawa / EVERALLT Sp. Z 0.0-
Date of issue: ~ 2021-05-25/.7 / ul. Augustowka 14, 02-981 Warszawa

Signature:

tel. 22 8588272

1
P 521—01-244886. Regon 00202851

NI

A /ﬁ!ejvtegliﬁski
Quality Assurance and Rfegulatory Compliance Manager

TEMPLATE NO

EA7-SOP QARC-020 TEM-04 REVISION LEVEL 1
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