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ceccomes EU Declaration of Conformity Rev.[1]
We,

MAILLEFER INSTRUMENTS HOLDING Sarl

(including the subsidiaries: Maillefer Instruments Trading Sarl, Maillefer Instruments Manufacturing Sarl,
Maillefer Instruments Consulting Sarl)
Trading as Dentsply Maillefer

Chemin du Verger 3, CH-1338 Ballaigues / Switzerland

declare on our own responsibility that all medical devices listed in Annex I conform to the requirements of

the following directive:
= Directive 93/42/EEC concerning medical devices.

This declaration is based on the following data:

* Technical documentation demonstrating the product conformity to the requirements of the
directive(s) mentioned above.

= Applied norms: List of Applicable Standards of Technical File “A41”.

= Forclass lla products: The EC Certificate n® CE 670383 of acceptance of the complete assurance
system according to conformity assessment procedure: Annex Il excluding section 4 of
Directive 93/42/EEC.

= Notified body: BSI Assurance UK Ltd, Kitemark Court, Davy Avenue, Knowhill, Milton Keynes,
MKS 8PP.

MAILLEFER INSTRUMENTS HOLDING Sarl maintains a quality management system that complies with
the US FDA 21 CFR Part 820, EN ISO 13485:2012, Japanese PMDL law and TGA Medical Device
Regulations. All devices are designed, manufactured, tested and released for sale in accordance with
related technical documentation.

11/07/2017
MAILLEFER INSTRUMENTS HOLDING Sarl
o =
Luc ETIENNE
Management Representative
For Use By Affiliates of DENTSPLY SIRONA Form 10f1 1000-TP_0003

This document contains confidential and/or proprietary information. Rev. 0

It may not be reproduced or disclosed without pricr written approval.



‘[eaosdde usim Joud JNoUIM PasosIp Jo pasnposdal aq jou Aews )

0 hay ‘uoliewojul Asejaudoid Jo/pue [B1UBPIUOD SUIBJLOD JUSWNDOP SIY |
€000 d1-000} Gio} wio4 VNOUIS ATdSLN3A jo sajelpyy Ag asp Jod
sjuiod Jeded
- e uiod Jaded onuopo - s|eued Joou ayj Aip o XXXXXX
9 Il ul ljuopopuzg —///8¢ I } UyApoj IXaN H3dY.10Hd 00 gV
walsAs |1 XaN
B usydiy ~ . H3dV.LOHd Yyim juswiesl) sjulod eyoiad-enns
18 i Blioled-epnt fInieN - 2281 Buunp sieueojoos 8yl | IXAN WIdviOWd |  C0XXOceov
Il 03 pasn ale sjuiod asay |
usydAy 90" WJsAS 37140Yd 8w %9
- » el eyolad-ennb |einjeN — 2/81€ yum pasedaid s|eued joos ay) papog-10[00  OSl| DOXXXXXXNZZOVY
L8 I} 0) pasn sie sjulod asay | sjulod eyoisd-eno
uaydAy 0" wajshAs 371404d 2 %t
- ’ B|| eyosad-eynb jeinjeN — z/81¢€ Yim patedald sjeueo joos ay) papo9-IiojoD 0OSI DOXXXXXXINZZ0Y
k-8 114 0} pasn aJe sjuiod asay | sjuiod eyolad-enno
: uaydAy 7 _ S|eue? joolJ ay) sjulod Aseljixny
sl-8 2l eyosad-ennb jeimeN — z/gle I} 01 pasn ale syuiod asay | BYIa4-BIND) 0OXXXXXXTZ20v
90" wayshs 90" papo)d
: 9 ej| juiod saded opuopopul — /£ //8€ 31140¥d au} yim pasedaid -10j0D QOSI sjuiod OOXXXXXXMZZOV
jeued joou ayy Aup 0 Joded Juaglosqy
0" wajshs ¥0' pepod
- 9 Bl Jutod Jaded opuopopuz — £//8€ 37140¥4d 2} yim paledaid -1010Q (OS| sjulod OOXXXXXX['ZZ0Y
|eued joo. ay} Aip 0| Jaded JuUagJOSqy
] uaydAy : _ S|eueD J00J U} papo0-I0j0D OS]
sl-8 el Byosod-ennb [eimeN — z.gie [} 0} pasn ale sjuiod asay | sjulod m:EmN_-mz:o 00XXXXXXD 0V
uaydAy 5 _ s|eued Jool ay} sjuod Aeljixny
] k-8 = eyouad-ennt [eimeN - z./glLe I} 0} pasn aJe sjulod asay | Byalad-enns 0OXXXXXX 40V
] uaydAy " _ S|eued jo0. ay) -
1-8 ell eyosad-ennb jeinjeN — z/gLe Il 03 pasn e sjuiod osay ] Sjul0d Bydlad-enns D0XXXXXXJZZ0Y
- uaydAy i _ S|eued 1001 ay)} 3
518 ell eyosad-ennb [eanieN — zZ/81¢€ Il 0} pasn ale sjuiod asay | sjulod eydiad-enng 00XXXXXXDZ20v
- ION
18 :s8A ajny MORPALISSID uoneubisap g apod NAND asn papusajuj uopeubjsep "Joy Jonpoid
8juels aan jJonpoid
}S1| 1oNpoId | Xauuy
HEES Ajwuojuo9 Jo uonesepsg N3 OB
) ) DUOJIS @y
L#00-W43-0001 Aidsjuaq e

wio4 OaN3

e TS L




0 ey
€000 d1-0001

[eAcidde uajjium Joud jnoyum pasoasip Jo peanpoides eq jou Aew j|
‘uoneuwojul Asejsnideld JO/pUE [BHUSPIUCD SUIRIUOD JUBWINIOD SIY|

Slozg uo- VNOHIS ATdSLN3Q j0 saenyy Ag asn Jo4
Y Jouajuy paliossy
uaydAy uoieINiqo |eued .
& e|| eyosad-ennb |einjieN - z/81€ : SHO1vdN1g0 Q0XXXXXX891 0V
= 00l 10} PaSN aq 0} papusaju
1s1-8 } } p q 0} papusaju| dVINEIHL
" )|
uaydAy uoleIniqo |eued IoU8)SOd  pauossy
- e eyolad-ennb — XXXXXX
18 I UOISC-BUND [BIMEN —2/81€ J00J IO} Pash aq 0} Papuay] syoLvunigo | 00COxzeLovY
TIAVINEIHL
- uaydAiy i _ uofeinjqo [eued SYOLVYNLE0 iy
L8 el euoied-ennt jeineN - z/g1e J00J 10} Pasn 84 O} Papua| dvwyan | % e
walshs
) uaydAy . _ SUQSBABAA UlIM Juauleal) Sjulod eyalad
sl-8 e[| eyosad-eynb jeinjeN - z/81¢ Bunp S|euEn J00J By} N9 INOIAYM QOXXXXXXK P20V
I} 0} pasn ale sjulod asay |
wiashs
- 9 ej| uiod saded onuopopu - ///8¢ BUQBABN UIM Juswiealy ANOIAYM L OXXXXXXAFZOY
Jo} siogd Jaded
Buunp sjeues joos ayy Aip 0
wajshs ¥ el
- 9 e[| juiod saded oiyuopopug - £/ /8¢ sales | 9 ay) yum paledaud i mw,._wmm h.mnu_ QOXXXXXXZEZ0V
sjeues joo1 ay} Aip o d X s°l
wa)sAs ¥ salss 1o ay)
< cmzn.;c e|| eyosad-ennb |einjeN - z/81€ ypm pasedaud sjeued joo1 ay) — mE_MM:MME_m.i DOXXXXXXAEZ0V
=8 I} 0} pasn ale syuiod asay | 9 X sl 9
uaydAy mm_a,&#.‘,%ﬁ Nu%m,mmkwvﬂﬂ sitiod BHo1ad
- 518 =] eyosad-epnb [einjeN - z/81L€ BuLNp sjeues 1001 au) “BRND TYSHIAINN 00XXXXXXXZZ0V
114 0} _umw.: ale sjuiod asay | d3dv.10dd
sjuiod
- 9 el Juiod Jaded opuopopu3 - £//8¢ s|eued joos ayy Aip o). laded TvSHIAINN DOXXXXXXMZZOY
H3dvY.LOoHd
papoj-iojo)
% 9 el Juiod 1aded opuopopul - £//8¢€ sleued joos ayy Aip o 0OSlI 200 sjiod 00XXXXXX L 220V
Jaded Juaqiosqy
papod
- 9 el juiod Jaded onuopopug — ///8¢ sjeued joos ayy Alp o -I0100 QS| Sswlod QOXXXXXXYZZOV
Jaded Jusquosqy
s Aywuojuod jo uonelepsq N3 opo0U3
. DUOJIS @y

L#00-N43-0001

n—

uwlio4 OanN3

Aldsjuag




‘lercidde uapum Joud Jnoyim pasopsip Jo pasnpoides aq jou Aew 3|

oAey ‘uoneuuojul Aiejaudosd Joj/puk [ERUSPLUCD SUIBJUOD JUBINDOP SIUL

€000 dL-0001 gjog wio4 VYNOYIS AdSLN3A Jo sajeliyy Ag asn Jo4
|ejuopouad ‘diy eoaidpuey Jojesauab
- 9 el waysAs Juswapigap/buljess DlUOSENIN UB AQ USALIP eqnold 0OXXXXXX0E90V
[ejuap 21UOSEAIN — 8067 sa%aidpuey uo asn 1o} Pasuy|
fejuopouad ‘dy aoaidpuey Jojelaua
- 9 el wajsAs juswsapligap/Buleos olUOSEIYN Ue AQ uaAlLp enno.d 0OXXXXXX | ZO0Y
|eluap aluosel|n — 8061y saoaidpuey Uo 8sn Joj Lasu|
[ejuoponad ‘diy edaidpuey lojesausb
- 9 el wayshs Juswaplgap/buljeoas oluoseln ue Aq uaaup enjnoid 00XXXXXX0Z90Y
[BJUSP JIUCSEA|N — 8061 saoaidpuey U0 asn 1o} Lasu|
] uaydAy ¥ = uone.n}qo |eued J0}einqo
<1-8 e[| eyosad-ennb |esnjeN - z/g81€ J00J 10} pasn aq 0} papualy| X seuag 19 00XXXXXX ] G0V
, usydiy : = uoneIN}qo [eued 10)eIMqO
<18 el eyosad-eRnd |einjeN — z/81L€ 1004 10§ PASN 84 0} PApPUBIL| X seues 19 DOXXXXXX | €GOV
) uaydAy ) il uoleln}qo |eued lojeinjqo
51-8 el eyosad-ennb |esnieN - z/81¢ 1001 10} PASN 54 0} PAPUSIU| ¥ seuss 19 0OXXXXXX|ZG0V
Aossadoy
uaydAy uoijein}qo |eued
- ) e|| eyolad-eynb jeinjeN — z/81¢ : slojeiniqo DOXXXXXX9810V
sl-8 00U 10} pasn g 0} papuaiu] 19 worshs
Buideys |euea j001 $39|14 Al0ssao0y
- 9 ell dsel ojuopopua AIBJoY — 6250% 10} JUBLINJSUI UBALIP BUIBUT 19 WaIshs DOXXXXXXS8Y0Y
buideys |eueo j00.1 s9|14 Alossa0oy
- 9 el dsel onuopopua A1ejoy — 62501 10} JUBWINASUI USAP SUIBUT 19 warshs DOXXXXXX0/P0Y
Aossaooy
uaydAy uoieIn}qo jeued
- e eyolad-ennb [einep — sliojeln XXXXXX
<18 Il Y WNo [einjeN - ¢/81¢€ 1001 10} pash aq 0} papua| 5 FQ%M 00 LSHOV
_ buideys jeue 1001 sa|i4 Aiossanoy
= 9 e dseJ onuopopue Alejoy - 62501 10} JUBWNASUI USALIP SUIBUT 19 waishsg 0OXXXXXX0S YOV
Buideys |eued jo0. sa|14 Alossadoy
- 9 el dsel ouopopua Alejoy — 6250y 10} JUSWINASUI USALP BUIBUT 15 warshs DOXXXXXXGEHOY
'sa2d g Jo peajsul
saod Q¢ Jad payoed s
dA !
- prry ell eyosed-ennd [eimeN - z/g1.¢ 111nq 9910V JoY O} [BOUSP! mmmwwnmwmm OOXXXXXXBYEOY
Bk SI 8YE0V 'JOY 'S|eued 1001 8y}
14 0} pasn ale sjulod asay |
[1]'ney > or=) _ ,
Juliojuo) jo uoiesepasq N3 woponU3
DUOIIS @y

L #00-W43-0001} w04 OaN3 Aidsiuaq

et de




0 ‘Aey
€000 dL-000}

‘[eacidde usiiim Joud Inouym pesopsip 1o paonpoidal eq jou Aew §)
‘uonewlojul Aiejsudoid Jo/pue [BIUSPIUOD SUIBJUOD JUSWNIOP SIYL

Gloy w04 VNONIS ATdSLNIA Jo saieiyy Ag asn Jog
loleinqo
uaydAy uoneIn}qo |eues
= el eyosad-eynb jeinjeN - z/81Le : TVSHIAINN QOXXXXXX] Lyl Y
= 00l 10} Pasn ag 0} papus
sl-8 MG Fesin S o) REpay Y3dV.LO¥d
_ 6 - pasamod-aul mooﬁv:m:l&muw% SJusLWINJISUl 21}UOPOpPUR SALIP mom_aucm._._ 00EX00XPEOLY
|00} Jamod |eyuag - /pE8E 0} JojowioJdiw diuopopuy SNid LHVYINX-X
pani} aJe sjuawnisul ]
juswyoeye 1:9 9|Buy-enuon
- 6 el _ [EJUSP YDIM Ul JOJOLUIOIDIL i 00XXXXXXECOLY
waysAs Buup [eyueq - £zgLe & 0} pasjuI| 3|BuB-eNUOS SN1d  LYYWS-X
) 5 - pasamod-aui| ‘aoaidpuey wajshs SjUaWNIsSUl J1UOPOPUS BALIP welboid Em‘_.o 00LXXXKXZEOLY
|00} Jamod [eyuaq — /¥E8E 0} JOjJOLI0JOIW Dljuopopus snid LHYINS-X
_ patamod-aul| "a2a1dpuey wa)shs SJUSLWNIISUl D1JUOPOPUD BALIP .
6 el |00} Jamod |ejua — /HEQE 0} JOJOWOIDIW 2IUOPOPUT] SNd LYVINS-X XXXXXXXXCEOLY
(sdn pue
= 9 || ablpds co_ymm__mwm\ clozmm_t_ sabuuAs) ayuojyoodAy yum yoed sasop 3AA1D 00XXXXXXG060Y
Ielued — 0465¢€ sugap Buinowsal ajeolgnT
abuns uonendseuonebii (sdy pue yoed ajdwesg
- 9 =] : " BB — i sESE sabulAs) ajlojyoodAy yum d5id il QOXXXXXXP 060V
[eueq - 0.L6GE sugap Bulrowal 2)eouqnT d 24 JAATD
asn-a|buis ‘ajpaau sdi] abunfig
- e sdi XXXXXX
g I Junjq Alojesoldx3 — 01zG¢ L1 deid ep4 3ame| 90 €00y
sdij pue
abulhs uonesdsesuonebiu (sd! abieyoed onu|
- 9 e[| : Bl e sabunfs) ajuoyoodAy ypm 00XXXXXXZ060V
|ejuaq — 0.65¢ s11Gep BUIAOWaI B1eolIgNT daid 8ll4 3QAT19
] o - abunfs uonesdseuonebiul (sebunfs) ayuoyoodiy yim Wy abuukg RBORRLEERY
[euaqg - 0465¢ sligap Buirowss ajeougn daid 3j4 3IAATD
lejuopouad ‘dij edaidpuey Jo)esauab
- 9 ell wa)sAs Juswapugap/Buljess oluosel)|n ue AQ usAup eninoid DOXXXXXX0G90Y
[Bluap d1Ucsed|N — 806YY sada|dpuey uo asn 1o} Ussu|
|ejuopoliad ‘di adaidpuey lojesauab
- 9 ell wia)shs yuswapugap/buless Jluosel)n ue Aq usAup enINoid D0XXXXXX0F90Y
[elusp sluosenin — 806+ sso3idpuey Uo 3sn 10} PasuU|
[ejuopoliad ‘diy @oaidpuey lojesausb
- 9 =] woyshs juswapuqgap/buiiess oluosel)n ue Ag uaaup elnoid 00OXXXXXX ] E90Y
[ejuap SIUOSELYN — 8061 sa0s1dpuey uo asn Joj JUasu|
[1]nay > i
Jlwliojuo) jo uonelepaq N3 onuopopu
) DUOIJIS @

1¥00-N43-0001

wio4 OadN3

Y R T

Aldsiuag




|ercidde uapum Jond Jnoypm pasojsip Jo paonpoidal aq jou Aew §j
0 Aoy ‘uonewiojul Aejslidoid Jo/puUe [BRUSPIJU0D SUIBILICD JUBLINOOP SIY]

€000 d1-0004 Glog wio4 VNOXNIS ATdSLNIQ jo sajelyy Ag asn Jo4

Pa||nuue SBM QOXXXXXXAMPZOY 8ouslajal ay |
(IS8 < a3n9o 3N1) 8bueyd Apog payiioN Jno o} Buimojio) (Lyy Ju0D Jo 99a LAY-06¢L) Doa snoiaid ay jo ajepdn | Z10Z2'S0'LE 10
Aewuwing abuey) ajeq | uoisiap

:A10)siH Juawnooq

wolsAs
aydA AepA Buisn juswies 10}e.n
= cmpn-mc el eyosad-eynb [eanieN — 2/81¢€ mcommt@chwm :_ﬁ_o _Mcmw mmz nwm._ >@>n\u, 00XXXXXX00/L LV
}Jo0u 10} pasn m.g 0} papuaju|
ey Aywiioyuo) Jo uonesepsd N3 -

DUOJIS @
L #00-W43-0001 wio4 OAQNI Aldsiuaq




m-, T R T

W g_entsply ENDO Form 1000-EFM-0041
Irona ; .
e EU Declaration of Conformity Rev.[0]

1 REFERENCE DOCUMENTS
N/A

2 REVISION HISTORY

Training
Rev. | Author Description of change Reason required
Yes No
0 YRO First emission of the template. N/A X 0
Addition of a column in the table Annex | + | To differentiate sterile and
1 LTO more details regarding the- conformity non-ste_rile products + lto 0 i
assessment procedure according to each | better identify conformity
kind of MD classes. assessment procedures.

Revision History 10f1 1000-TP_0003
Rev 0
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