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EC Declaration of Conformity

Vertex-Dental B.V.
Centurionbaan 180
3769 AV Soesterberg,
The Netherlands

Hereby declare under our sole responsibility that the CE marked product to which this declaration
relates,

Vertex ThermoSens Rigid

Productcodes are available in the annex.

has been classified as Class |, according to Annex IX, rule 5 and is in conformity with the essential
requirements and provisions of the Council Directive 93/42/EEC concerning medical devices as
amended by Directive 2007/47/EC.

and is in conformity with EN 1SO 13485:2016; EN 1041:2008 +A1:2013; EN ISO 1641:2009; EN SO
16223-1: 2016; EN 18O 15223-2:2010; EN |EC 62366-1:2015; IEC/TR 62366-2:2016; EN ISO 179-
1:2010; EN ISO 20795-1:2013; EN 1SO 22112:2006; EN 1SO 7405:2009 /A1:2013; EN ISO
7491:2000; EN 1SO 14971:2012; EN ISO 10993-1:2009/AC2010; EN ISO 10993-3:2014; EN ISO
10993-5:2009 and EN ISO 10993-10:2010.

and is subject to the procedure set out in Annex VII of the Council Directive 93/42/EEC as amended
by Directive 2007/47/EC.

This declaration is made on the base of the quality assurance certificate 1ISO 13485:2016
Ne BE12/223574929 Issue 4 valid until 17-12-2021 delivered by:
SGS United Kingdom Ltd. Systems & Services Certification
Rossmore Business Park
Ellesmere Port
Cheshire CH65 3EN
United Kingdom

This Declaration of conformity covers batches produced as of batches:
XG053T01

Soesterberg, January 30th 2019
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Manager Quality Assurance & Regulatory Affairs
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Vertimas is angly kalbos
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Atitikties deklaracija | klasei

EB ATITIKTIES DEKLARACIJA

Mes,
Vertex-Dental B.V.
Centurionbaan 190
3769 AV Soesterberg
Nyderlandai

su visa atsakomybe deklaruojame, kad produktas pazenklintas CE Zenklu, siejamas su $ia
deklaracija

Vertex ThermoSens Rigid

Prekiy kodai pateikiami priede.

priskiriamas | Klasei pagal IX Priedo, 5 Taisykle ir atitinka esminius Tarybos Direktyvos
93/42/EEB (pakeiCiancios Direktyvg 2007/47/EB) medicinos priemonéms reikalavimus ir
nuostatas. :

ir atitinka standartus: EN ISO 13485:2016: EN 1041:2008 +A1:2013; EN ISO 1641:2009; EN 1SO
16223-1: 2016; EN 1SO 15223-2:2010; EN [EC 62366-1:2015; IEC/TR 62366-2:2016; EN ISO 179-
1:2010; EN 1SO 20795-1:2013; EN ISO 22112:2006; EN 1SO 7405:2009 /A1:2013; EN 1SO
7491:2000; EN ISO 14971:2012; EN ISO 10993-1:2009/AC2010; EN 1SO 10993-3:2014: EN 1SO
10993-6:2008 and EN 1SO 10893-10:2010.

ir yra proceddros prieZilros objektas kaip nustatyta VII Priede Tarybos Direktyvos 93/42/EEB
(pakeiciancios Direktyvg 2007/47/EB).

Si deklaracija parengta vadovaujantis kokybes uztikrinimo sertifikatu 1SO 13485:2016
Nr. BE12/223574929, 4 Leidimo, galiojanciu iki 2021-12-17, iSduotu:

SGS United Kingdom Ltd.

Sertifikavimo sistemos ir paslaugos

Rossmore Business Park

Ellesmere Port

Cheshire CH65 3EN

Jungtiné karalysté
Si atitikties deklaracija apima $ias gamybos partijas:

XG053T01

'{ A
Soesterberg, 2019 m. sausio 30 d. E@J,AT~.KRA
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Kokybés uztikrinimo ir reglamentavimo reikaly vadovas
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Annex |: Product references Vertex ThermoSens Rigid

Description size articlenumber Description size articlenumber
ThermoSens Rigid /T03 200 | TVTSR00200T03 ThermoSens Rigid / T27 1000 | TVTSRO1000T27
ThermoSens Rigid / T05 200 | TVTSR00200T05 ThermoSens Rigid / TA1 1000 | TVTSRO1000TA
ThermoSens Rigid / T07 200 | TVTSR00200T07 ThermoSens Rigid / TAZ 1000 | TVTSRO1000TA2
ThermoSens Rigid /T10 200 | TVTSR00200T10 ThermoSens Rigid / TA3 1000 | TVTSRO1000TA3
ThermoSens Rigid / T27 200 | TVTSR00200T27 ThermoSens Rigid / TA3.5 1000 | TVTSRO1000TA3.5
ThermoSens Rigid / TA1 200 | TVTSR00200TA1 ThermoSens Rigid / TBL 1000 | TVTSRO1000TBL
ThermoSens Rigid / TA2 200 | TVTSR00200TA2 ThermoSens Rigid / TCL - clear | 1000 | TVTSRO1000TCL
ThermoSens Rigid / TA3 200 | TVTSRO0200TA3 52%;’3"3““‘5 /TCLV - clear 1000 | TVTSRO1000TCLY
ThermoSens Rigid / TA3.5 200 | TVTSR00200TA3.5 ;f‘ni’m"se"s Rigid /TS -soft | 4000 | TVTSRO1000TS
ThermoSens Rigid / TBL 200 | TVTSRO0200TBL ITFZ‘:;';“’iﬁgs g FEER> 1000 | TVTSRO1000TTR
. ThermoSens Rigid / TTRV - '
ThermoSens Rigid /TCL - clear | 200 | TVTSR00200TCL Mg 1000 | TVTSRO1000TTRY
Igi‘;g"se"s Rigid /TCLV -clear | 544 | Ty TSR00200TCLY ThermoSens Rigid /T03 4000 | TVTSR04000T03
ThermoSens /TS - soft pink 200 | TVTSR00200TS ThermoSens Rigid / T05 4000 | TVTSRO4000TOS
Zgi’mase“s Rigid /TTR-transp. | o4 | TyTSRO0200TTR ThermoSens Rigid /T07 4000 | TVTSRO4000TO7
JhermoSens /TTRV - transp. pink | 946 | Ty TSRO0200TTRV ThermoSens Rigid / T10 4000 | TVTSRO4000T10
ThermoSens Rigid / T03 400 | TVTSR00400T03 ThermoSens Rigid / T27 4000 | TVTSR04000T27
ThermoSens Rigid / T05 400 | TVTSRO00400T05 ThermoSens Rigid / TA1 4000 | TVTSRO4000TA1
ThermoSens Rigid / T07 400 | TVTSRO00400TO7 ThermoSens Rigid / TA2 4000 | TVTSRO4000TAZ
ThermoSens Rigid / T10 400 | TVTSR00400T10 ThermoSens Rigid / TA3 4000 | TVTSRO4000TAS
ThermoSens Rigid / 727 400 | TVTSRO0400T27 ThermoSens Rigid / TA3.5 4000 | TVTSRO4000TA3.5
ThermoSens Rigid / TA1 400 | TVTSRO0400TA1 ThermoSens Rgid / TBL 4000 | TVTSR040007BL
ThermoSens Rigid / TAZ 400 | TVTSRO0400TA2 ThermoSens Rigid / TCL - clear | 4000 | TVTSR04000TCL
ThermoSens Rigid / TA3 400 | TVTSRO0400TA3 ThormaSens Rigid / TCLY - 4000 | TVTSRO4000TCLY
ThermoSens Rigid / TA3.5 400 | TVTSRO0400TA3.5 g{“”‘f(““"se"s Rigid /TS -soft | 4000 | TyTSRO4000TS
ThermoSens Rigid / TBL 400 | TVTSRO0400TBL ThemaZens Rigid / TTH- 4000 | TVTSRO4000TTR
I ransp. pink
- ThermoSens Rigid / TTRV -
; ThermoSens Rigid / TCL - clear 400 | TVTSRO0400TCL transp. pink veined 4000 | TVTSRO4000TTRV
I;‘;‘;g‘;"se"s Rigid /TCLV -dlear | 444 | TvTSR00400TCLY ThermoSens Rigid / T03 20000 | TVTSR20000T03
ThermoSens Rigid /TS - soft pink | 400 | TVTSRO0400TS ThermoSens Rigid / T05 20000 | TVTSR20000T05
;;;i”““se”s Rigid /TTR-tansp. | 444 | TyTSRO0400TTR ThermoSens Rigid / TO7 20000 | TVTSR20000T07
oD [TTRV - ep. Pink | 400 | TVTSRO0400TTRY ThermoSens Rigid / T10 20000 | TVTSR20000T10
ThermoSens Rigid / T3 1000 | TVTSRO1000T03 ThermoSens Rigid / TA1 20000 | TVTSR20000TAT
ThermoSens Rigid / T05 1000 | TVTSR01000T05 ThermoSens Rigid / TA2 20000 | TVTSR20000TA2
ThermoSens Rigid / TO7 1000 | TVTSRO1000T07 ThermoSens Rigid / TA3 20000 | TVTSR20000TA3
ThermoSens Rigid / T10 1000 | TVTSR01000T10 ThermoSens Rigid / TA3.5 20000 | TVTSR20000TA3.5
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Description size  articlenumber Description size articlenumber

ThermoSens Rigid / TBL 20000 | TVTSR20000TBL ThermoSens Rigid / TA1 22 XL | TVTSR22XLTA1
ThermoSens Rigid / TCL - clear | 20000 | TVTSR20000TCL ThermoSens Rigid / TA2 22XL | TVTSR22XLTAZ
hermo3ans Righd /TOLV - 20000 | TVTSR20000TCLY ThermoSens Rigid / TA3 22XL | TVTSR22XLTA3
;&i’m"se"s Rigid /TS -soft | 50000 | TVTSR20000TS ThermoSens Rigid / TA3.5 22XL | TVISR22XLTA3.5
;xgg"gg‘;s Rigid /TTR - 20000 | TVTSR20000TTR ThermoSens Rigid / TBL 22XL | TVTSR22XLTBL
ThermoSens Rigid / TTRV - N .
iscigproriodin o 20000 | TVISR20000TTRY | | ThermoSens /TCL - lear 22 XL | TVTSR22XLTCL
ThermoSens Rigid / T3 2L | TVTSR22LT03 Ihermodens Rigid /TCLV- | 22x. | TvTSR2zXLTCLY
ThermoSens Rigid / T05 221 | TVTSR22LT05 ;&i"“"sm Rigid /TS -soft | 955 | TvTSR22XLTS
ThermoSens Rigid / T07 22L | TVTSR22LT07 ;:gﬁg;":g;‘s Rigid {TTR~ 22XL | TVTSR22XLTTR
ThermoSens Rigid / T10 221 | TVTSR22LT10 ;ﬁ"fgfggs Rigid/TTRV-t. | 5 % | TVTSRZ2XLTTRV
‘ThermoSens Rgid / TA1 22L | TVTSR22LTA1 ThermoSens Rigid / T03 250 | TVTSR25LT03
ThermoSens Rigid / TA2 22L | TVTSR22LTAZ ThermoSens Rigid / TOS 25L |TVISR25LT0OS |
ThermoSens Rigid / TA3 220 | TVISR22LTA3 ThermoSens Rigid / T07 25L | TVTSR25LT07
ThermoSens Rigid / TA3.5 22L | TVTSR22LTA3.5 ThermoSens Rigid / T10 25L | TVTSR25LT10
ThermoSens Rigid / TBL 22L | TVTSR22LTBL ThermoSens Rigid / TA1 25L | TVTSR25LTA1
ThermoSens Rigid / TCL - clear | 22L | TVTSR22LTCL ThermoSens Rigid / TA2 25L | TVTSR25LTAZ
InermosSens Rigid / TCLY - 22L | TVTSR22LTCLV ThermoSens Rigid / TA3 250 | TVTSR25LTA3
;gir”‘°sens Right /75 « golt 221 | TVTSR22LTS ThermoSens Rigid / TA3.5 25L | TVISR25LTA3.S
;Zg;';"ggzs Rigid/ TTR - 220 | TVISR22LTTR ThermoSens Rigid / TBL 250 | TVTSR25LTBL
ThermoSens Rigid / TTRV - 2L | TVTSR22LTTRV ThermoSens Rigid / TOL - clear | 251 | TVTSR25LTCL
transp. pink veined
ThermoSens Rigid / T03 22M | TVTSR22MTO3 ThermaSens Rigid / TCLV - 25L | TVTSR25LTCLY
ThermoSens Rigid / T05 22M | TVTSR22MTO5 g:}i'"“’se"s Rigid /TS -soft | 951 | TvTSR25LTS
ThermoSens Rigid / T07 22M | TVISR22MTO7 fr;‘ﬁ;';“’gﬁf Rigid /TTR - 25L | TVTSR25LTTR
ThermoSens Rigid / T10 22M | TVISR22MT10 ThermoSen Rigid / TTRV - 250 | TVTSR25LTTRV
transp, pink veined
ThermoSens Rigid / TA1 22M | TVTSR22MTA1 ThermoSens Rigid /T03 25M | TVTSR25MTO3
ThermoSens Rigid / TA2 22M | TVTSR22MTA2 ThermoSens Rigid / T05 25M | TVTSR25MT05
ThermoSens Rigid / TA3 22M | TVTSR22MTA3 ThermoSens Rigid / T07 25M | TVTSR26MTO7
ThermoSens Rigid / TA3.5 22M | TVISR22MTA3 5 ThermoSens Rigid / T10 25M | TVTSR26MT10
ThermoSens Rigid / TBL 22M | TVTSR22MTBL ThermoSens Rigid / TA1 26M | TVTSR25MTA1
ThermoSens Rigid / TCL - clear | 22 M | TVTSR2ZMTCL ThermoSens Rigid / TA2 25M | TVTSR25MTA2
ThermoSens Rigid / TTRY - -
g ik ! 22M |TVISR2ZMTTRV | | ThemoSens Rigid / TA3 25M | TVTSR25MTA3
ThermoSens Rigid / T03 22 XL | TVTSR22XLT03 ThermoSens Rigid / TA3.5 25M | TVTSR25MTA36
ThermoSens Rigid / T05 22 XL | TVTSR22XLT05 ThermoSens Rigid / TBL 26M | TVTSR25MTBL
ThermoSens Rigid /T07 22XL | TVTSR22XLTO7 SormoSens Rigid /TCL - 25M | TVTSR25MTCL
ThermoSens Rigid / T10 22XL | TVTSR22XLT10 ThermoSens Rigid /TCLV- | 5514 | TyrsrasmTCLY
L . clear veined
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Product name size articlenumber

g{:‘i"“"se"s Rigid /TS-soft | o650 | TVTSR25MTS ThermoSens Rigid / TA3.5 25XL | TVTSR25XLTA3S
;’;ﬁgg";ﬁ;‘s Rigid 1 TTR- 26M | TVTSR25MTTR ThermoSens Rigid / TBL 26 XL | TVTSR2EXLTBL
ThermoSens Rigid / TTRV - ThermoSens Rigid / TCL -
Hliteipesripfe 25M | TVTSR25MTTRY e 25XL | TVTSR25XLTCL
ThermoSens Rigid /T03 25XL | TVTSR25XLT03 ;’;Z‘;";‘;ﬁ\%’(‘f Rigid /TCLV- | o5 x| | TVTSR2EXLTCLY
ThermoSens Rigid /T05 25XL | TVTSR25XLTOS g&i’msm Rigid /TS-soft | o5y | TvTSR25XLTS
ThermoSens Rigid / T07 25XL | TVISR25XLTO7 ff‘;ﬁ;;“’ﬁiﬁs Rigid /TR - 25XL | TVTSR25XLTTR
ThermoSens Rigid / T10 25XL | TVTSR25XLT10 ;f;i"je‘:fjgs Rigid /TTRV-1r. | 551 | TVTSR25XLTTRV
ThermoSens Rigid / TA1 26 XL | TVTSR256XLTA1 ThermoSens Rigid 20000/ T27 | 20000 | TVTSR20000T27
o . N ThermoSens Rigid 22mm
ThermoSens Rigid / TAZ 25 XL TVTSR25XLTAZ Medium/ TS — soft pink 220 LTVTSR22MTS
o R ThermoSens Rigid 22mm
ThermoSens Rigid / TA3 25 XL TVTSRZSXLTA? Medium/ TTR - transp. pink 22M | TVTSR22MTTR
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