EC Declaration of Conformity

Doc No : DC-001
Rev.No : 9
Manufacturer : Authorized Representative :

DiaDent Group International DiaDent Europe B.V.

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Antennestraat 70, 1322AS Almere, the Netherlands
Cheongju-si, Chungcheongbuk- do

uﬁer;”hé@im deé’rar_é that the products

Gutta Percha Points

GMDN : 31872
meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class I1a(Rule 8) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C €y

= & 4 : e O Il | g
The product concerned has been designed and manufactured under wmmmmmwto Annex V
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBBe 2, 90431, Niirnberg, Germany

Certificate No DD 60149569 0001
Issue date : o 2020-05-25
Expiry date ¢ 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
~ the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

|
%
:

e above i'fﬁc_ntjdqé&( declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16. Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu. Cheongju-si Chungcheongb k- dQ 28l6l Repubhc ot Korea

2020-06-01 DiaDent Group International
5. Usongsaeramyeonrg 4-ro, Osong-eup, Heungdeok=-gu, -
D Cheongju-si. Chungcheong buk-do. 28161, Korea  Signature
Tel : 82-43-266-2315 Fax : 82-43-262-8658
DiaDent Group International
16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea

Tel : 82-43-266-2315 Fax : 82-43-262-8658
http://www diadent.co kr  E-mail : diadent@diadent co kr

C € certified



EC Declaration of Conformity

Doc No : DC-016
Rev.No : 6

Manufacturer : Authorized Representative :

DiaDent Europe B.V.
Antennestraat 70, 1322AS Almere, the Netherlands

DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,
Cheong|u si, Chungcheongbuk do,

‘ ure’r"herewr{'h deélarg that the products

R S e

Sterile Paper Point

GMDN : 38777
meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them.

The medical device has been assigned to Class Ila(Rule 6) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C € o

The product concerned has been designed and manufactured under a ¢

. system.according to Annex V
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
Tillystrafle 2, 90431, Niirnberg, Germany

Certificate No ;DD 60149569 0001
Issue date : o 2020-05-25
Expiry date : o 2024-05-26

followmg the procedure relating to the EC Declaration of Conformity set out in Annex Vof
~the ’MedlcaT‘Derlces Directive 93/42/EEC amended by 2007/47/EC

nti ] _‘e‘qﬁeclaration of conformity is exclusively under the responsibility of

DiaDent Group International
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

7
2020-06-01 DiaDent Group international
6. Osongsaengmyeorg 4-ro, Osong-eup, Heungdeok-qu .
Fae Cheongju=si, Chungcheonmbuk do. 28161, Korea Slgnature
Tel & 43~266-2315 82-43-262-8658
DiaDent Group Internationa
c € Certified 16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea
Tel : 82-43-266-2315 Fax : 82-43-262-8658

http://www diadent.cokr  E-mail : diadent@diadent.co kr



C € certified

EC Declaration of Conformity

Doc No : DC-076
Rev.No : 6

Manufacturer : Authorized Representative :

DiaDent Group International DiaDent Europe B.V.

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Antennestraat 70, 1322AS Almere, the Netherlands
Cheongju -si, Chungcheongbuk do,

ufer herewﬂ‘h deé?am that the products

e-Temp

GMDN ; 31783
meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class Ila(Rule 7) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C€o

The product concerned has been designed and manufactured under

: t-system-according to Annex Il
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
Tillystrafle 2, 90431, Niirnberg, Germany

Certificate No : HD 60149568 0001
Issue date : o 2020-05-25
Expiry date 1 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex Il of
~ the Medical Devices Directive 93/42/EEC amended by 2007/47/EC
- a3 T Tho ‘

F,
i

egb&iye;“hiqn,tjé d declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16, Osongsaengmyeong 4-ro Osong-cup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

.W’"
2020-06-01 ) D:aDent Group lnternatlonab
H—Bsongsaengmyeong 4-ro, Osong-eup, Hmrneok-
Date Cheo ngiu-si, Chungcheong buk-do, 28161 Koreslg“at“re
Tel | 82-43~266-2315 Fax !

82-43-262-8658
DiaDent Group International

16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea
Tel : 82-43-266-2315 Fax : 82-43-262-8658
http://www diadent.cokr  E-mail : diadent@diadent.co kr



EC Declaration of Conformity

Manufacturer :

DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,

Cheongju-si, Chungcheongbuk-do,

;

Authorized Representative :

DiaDent Europe B.V.

uf@r;’he‘féthl d;é?ar@_ that the products

FILE MEASURE SET

GMDN

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them.

The medical device has been assigned to ClassI(Rule 1) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C€ogr.

L Ne proauct concernea nas oeen acsignea ana manulaciurea unaer d

n -
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by

(Plastic)
64813

2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBle 2, 90431, Niirnberg, Germany

Certificate No
Issue date

Expiry date

following the procedure relating to the EC Declaration of Conformity set out in Annex VIlof
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

4
[
%

N/A
N/A
N/A

r e_f?ibovg'fﬁejiyt‘ié ?ggclaration of conformity is exclusively under the responsibility of

DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-g

u, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

2020-06-01

"pidbent’ Group
c € Certified 16, Osongsaengmyeong

Tel : 82-43-266-2315
http://www diadent,co kr

‘Dent

DiaDent Group International” _*
Date 16, Osongsaengmyeorg 4=ro, Osong-eup, Heungdeok-
Cheongju=si, Chunycheong buk~do, 28161, Korea

Antennestraat 70, 1322AS Almere, the Netherlands

€Nt SySLEm accoraing 1o Annex v
B e ey

dSignature

IntérnHtfona 8658

4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea

Fax : 82-43-262-8658
E-mail : diadent@diadent co kr



C € certified

EC Declaration of Conformity

Doc No : DC-074
Rev.No : 7
Manufacturer : Authorized Representative :

DiaDent Group International DiaDent Europe B.V.

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Antennestraat 70, 1322AS Almere, the Netherlands
Cheongju-si, Chungcheongbuk-do,

turer, herewith deﬂare that the products

STERI-IRRIGATION TIPS SIDE OPEN TYPE

GMDN : 64403
meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class Ila(Rule 6) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C€orgr

The product concerned has been designed and manufactured under a

L §

~system-according to Annex V
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBe 2, 90431, Niirnberg, Germany

Certificate No 3 DD 60149569 0001
Issue date : o 2020-05-25
Expiry date o 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex Vof
~ the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

i\
i

me lonea declaration of conformity is exclusively under the responsibility of

bove |

DiaDent Group International

P
2020-06-01 ¢t Group International
; maergmyearq d-ro. Osong-eup, Heungdeok-gu,
Date he cheong buk-do, 28161, Korea Signature

+ 82-43-286-2315 Fax : 82-43-262-8658

DiaDent Group Internationa

16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea

Tel : 82-43-266-2315 Fax : 82-43-262-8658

http://www diadent.cokr  E-mail : diadent@diadent.co kr




EC Declaration of Conformity

Doc No : DC-105
Rev.No : 1

Manufacturer : Authorized Representative :

DiaDent Europe B.V.
Antennestraat 70, 1322AS Almere, the Netherlands

DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,
Cheongju-si, Chungcheongbuk do,

um henwith deé&am that the products

o o IR SIS

Dia Temp

GMDN : 31783
meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them.

The medical device has been assigned to Class Ila(Rule 7) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

CE€n

The product concerned has been designed and manufactured under

ent system aceording to Annex Il
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
Tillystrafle 2, 90431, Niirnberg, Germany

Certificate No : HD 60149568 0001
Issue date : 2020-05-25
Expiry date ¢ 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex Il of
*the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

!
N

- The above mentioned declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

2020-06-01 D' mr 1t ‘&roup lnternatmnal
org &-ro. Osong-eup, Heungdeok-gur
Date o -5l € h;»r_ﬁneong buk-do, 28 81, Koi eaS'g“ature
el | 8¢-43~266-2317 Fax : 82-43-262-8658
DiaDent Group International
c E Certified 16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea
Tel : 82-43-266-2315 Fax : 82-43-262-8658

http://www diadent.cokr  E-mail : diadent@diadent.co kr



EC Declaration of Conformity

Doc No : DC-106
Rev.No : 1

Manufacturer : Authorized Representative :

DiaDent Group International DiaDent Europe B.V.

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Antennestraat 70, 1322AS Almere, the Netherlands
Cheongju-si, Chungcheongbuk do,

Dia Temp Flow

(including system components and accessories)
GMDN : 31783

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class Ila(Rule 7) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C €ongr.

The product concerned has been designed and manufactured under a quali

1 mmto Annex Il
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
Tillystrafie 2, 90431, Niirnberg, Germany

Certificate No : HD 60149568 0001
Issue date : 2020-05-25
Expiry date : o 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex I of
“the'Medical Devices Directive 93/42/EEC amended by 2007/47/EC

.
!

‘ ﬁe%’vé'ﬁerﬁidnéﬁ declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16. Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk do, 28161, Republlc of Korea

; 'Dent

2020-06-01 DiaDern’: Group !nternational .

0. USOUSdaen \""‘Y‘_{ b= ro J;,m 'g-eup, H 30,( QL R
Date Cheongju-si, Chuﬂ,ﬂ.haong Duk A zam ¢o.es  Signature
Tel . 82-43-266-2315 X! B82~43-262-8658
DiaDent Group International
c € Certified 16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea

Tel : 82-43-266-2315 Fax : 82-43-262-8658
http://www diadent.cokr  E-mail : diadent@diadent co kr



EC Declaration of Conformity

Doc No : DC-113
Rev.No : 1

Authorized Representative :

Manufacturer :
DiaDent Group International DiaDent Europe B.V.
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Antennestraat 70, 1322AS Almere, the Netherlands

Cheongju-si, Chungcheongbuk-do,

|

urer; herewith éeéi*aré that the products
S T R R A

DIA-ROOT BIO MTA

(including system components and accessories)
GMDN : 60510

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class I1a(Rule 8) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

P
|

' ﬂmmﬁmo Annex Il

The product concerned has been designed and manufactured under aagm
7/EC.

of the Medical Devices Directive 93/42/EEC amended by 2007/4

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH

Tillystrafie 2, 90431, Niirnberg, Germany
HD 60149568 0001

2020-05-25
2024-05-26

Certificate No
Issue date

Expiry date

following the procedure relating to the EC Declaration of Conformity set out in Annex Il of
 the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

|

above mentioned declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16. Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu. Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

DiaDent Group Internationai””

2020-06-01
0. USOngSaengmyeong 4-ro, Osong-eup, He| ngdeok-gu, g
Date Cheongju-si, Chungcheong buk~-do, 28161, Koiea Slgmaniie

Tel : 82-43-266-2315 Fax ! 82-43-262-8658
DiaDent Group Internationa
c € Certified 16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea
Tel : 82-43-266-2315 Fax : 82-43-262-8658
http://www diadent.cokr  E-mail : diadent@diadent.co kr



EC Declaration of Conformity

Doc No : DC-085
Rev.No : S
Manufacturer : Authorized Representative :
DiaDent Group International

DiaDent Europe B.V.
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu

; Antennestraat 70, 1322AS Almere, the Netherlands
Cheongju-si, Chungcheongbuk-do

Dia-PT File

GMDN : 40529
meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class Ila(Rule 6) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

CEn

The product concerned has been designed and manufactured under

¥ S | = H
t.system-according to Annex V
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH

Tillystraie 2, 90431, Niirnberg, Germany
Certificate No

DD 60149569 0001
Issue date : o 2020-05-25
Expiry date :2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex Vof
o "ﬁfé‘Wﬂ‘fc‘ﬁY‘Eewices Directive 93/42/EEC amended by 2007/47/EC

ldned dg:lara'uon of conformity is exclusively under the responsibility of

DiaDent Group International
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

"7D9ntw

Group !nternatmnal
Date To. Usongsaengmyeong 4-ro, Osong=-eup, Heungdeok-gu,

2020-06-01 DiaDe ﬁ ‘

Cheongju=si, Chungcheong buk-do. 28161, Kol ea Signature
Tel . 8c 43-266-2315 Fax :82-43-262~8658

DiaDent Group Internationa

16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea
Tel : 82-43-266-2315 Fax : 82-43-262-8658

http://www diadent.cokr  E-mail : diadent@diadent.co kr

C € certifiea



EC Declaration of Conformity

Doc No : DC-086
Rev.No : 2

Manufacturer : Authorized Representative :

DiaDent Europe B.V.
Antennestraat 70, 1322AS Almere, the Netherlands

DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,
Cheongju-si, Chungcheongbuk do,

Dia-PROSEAL

(including system components and accessories)
GMDN : 45227

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them.

The medical device has been assigned to Class Ila(Rule 8) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C€01

The product concerned has been designed and manufactured under

) to Annex []

ment system accord
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBle 2, 90431, Niirnberg, Germany

Certificate No : HD 60149568 0001
Issue date : 2020-05-25
Expiry date 1 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex Il of

mmdwpeyices Directive 93/42/EEC amended by 2007/47/EC
&

[ e»abov memmned cﬁclaratlon of conformity is exclusively under the responsibility of
s e B AT sxala

DiaDent Group International
16. Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu. Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

WV (% /;ﬁ"" o

2020-06-01 ;
Date org 4-ro, Osong-eup, H leok-qu.  Signature
‘ ﬂnmm buk-do, zs [, Koiea
£l 4 8658
DlaDent Group ‘International °
c E Certified |so 13485 16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea

Tel : 82-43-266-2315 Fax : 82-43-262-8658
http://www diadent.cokr  E-mail : diadent@diadent co kr



EC Declaration of Conformity

Doc No : DC-103
Rev.No : 2

Authorized Representative :

DiaDent Europe B.V.
Antennestraat 70, 1322AS Almere, the Netherlands

Manufacturer :
DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,
Cheongju-si, Chungcheongbuk do,

rer; herewith declare that the products

DiaPrep Pro
(including system components and accessories)
GMDN : 45500

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them.

The medical device has been assigned to Class I1a(Rule 6) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C€o0197

The product concerned has been designed and manufactured under a me mmto Annex Il
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBBe 2, 90431, Niirnberg, Germany

Certificate No : HD 60149568 0001
Issue date : o 2020-05-25
Expiry date © o 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex I of
“the Medical Devices Directive 93/42/EEC amended by 2007/47/EC
;

The above mentioned declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16. Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

P
@ Z/
2020-06-01 DiaDent uroup lnicrnatmnal f
Date rgmyeong 4=ro, Osong-eup, H ingdeok=-gu, S.gnature
Chp(‘rq u=si hu uheor‘g buk-do, z866[ Kerea
|1 82-43-266~2315 Fax | 82-43~262~8658

DiaDent Group International
16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea

Certified |so 13485 y
c € Tel : 82-43-266-2315 Fax : 82-43-262-8658
http://www diadent.cokr  E-mail : diadent@diadent co kr



EC Declaration of Conformity

Doc No : DC-109
Rev.No : 2

Manufacturer : Authorized Representative :

DiaDent Europe B.V.
Antennestraat 70, 1322AS Almere, the Netherlands

DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,
Cheongju-si, Chungcheongbuk do,

DiaFil
(including system components and accessories)
GMDN : 35870

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them.

The medical device has been assigned to Class Ila(Rule 8) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

i

The product concerned has been designed and manufactured under

E}to Annex 11
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBie 2, 90431, Niirnberg, Germany

Certificate No : HD 60149568 0001
Issue date : 2020-05-25
Expiry date : 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex I of
“the'Medical Devices Directive 93/42/EEC amended by 2007/47/EC

i

The above mentioned declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16. Osongsaengmyeong 4-ro Osong-cup Heungdeok-gu, Cheongju-si Chungcheongbuk do, 28161, Republic of Korea

2020-06-01
Date I gde
§ nhungcheong buk-do, 28161 !0 ea
blaDent Group International-:658
c € Certified 16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea

Tel : 82-43-266-2315 Fax : 82-43-262-8658
http://www diadent.cokr  E-mail : diadent@diadent.co kr



C € certified

EC Declaration of Conformity

Doc No : DC-110

Rev.No : 2

Manufacturer : Authorized Representative :

DiaDent Group International DiaDent Europe B.V.

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu

; Antennestraat 70, 1322AS Almere, the Netherlands
Cheongju-si, Chungcheongbuk do,

urer; herewith ﬁe&am that the products

DiaFil Flow

(including system components and accessories)
GMDN g 35870

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class Ila(Rule 8) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

CE€on

The product concerned has been designed and manufactured under 2

‘, ‘ ment mm,assmmto Annex 11
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBle 2, 90431, Niirnberg, Germany

Certificate No : HD 60149568 0001
Issue date : o 2020-05-25
Expiry date t o 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex 11 of
’ * the Medical Devices Directive 93/42/EEC amended by 2007/47/EC
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| - ' : [ 3 . . - L B
J e‘Tﬁﬁbvé\mentionéﬂ declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea
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EC Declaration of Conformity

Doc No : DC-111

Rev.No : 2
Manufacturer : Authorized Representative :
DiaDent Group International DiaDent Europe B.V.
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu
Cheong)u -si, Chungcheongbuk do,

Antennestraat 70, 1322AS Almere, the Netherlands

um herowﬁh deeLlarg that the products

DiaEtch

(including system components and accessories)
GMDN 36153

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class Ila(Rule 6) according to Annex IX of

the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

C€oy
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The product concerned has been designed and manufactured under a

3 ﬁyﬁmmw Annex [I
of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH

TillystraBie 2, 90431, Niirnberg, Germany
Certificate No

HD 60149568 0001
Issue date 2020-05-25
Expiry date 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex Il of

“the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

The above ’i‘ﬁemiéneh declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161 Republic of Korea
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Tel : 82-43-266-2315

Fax : 82-43-262-8658
http://www diadent.cokr  E-mail : diadent@diadent.co kr



EC Declaration of Conformity

Doc No : DC-112
Rev.No : 2
Manufacturer : Authorized Representative :

DiaDent Group International DiaDent Europe B.V.

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Antennestraat 70, 1322AS Almere, the Netherlands
Cheong]u s, Chungcheongbuk do,

Dia Plus
0
GMDN : 34782

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

The medical device has been assigned to Class Ila(Rule 8) according to Annex X of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

( € 019

The product concerned has been designed and manufactured under

of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by
2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBBe 2, 90431, Niirnberg, Germany

Certificate No : HD 60149568 0001
Issue date : o 2020-05-25
Expiry date : o 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex II of
' ~ the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

i
i

e}aﬁéve ﬁﬂ'e_midneﬂ declaration of conformity is exclusively under the responsibility of

DiaDent Group International
16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea
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c € Certified 16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea
Tel : 82-43-266-2315 Fax : 82-43-262-8658
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Manufacturer :

DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,

EC Declaration of Conformity

Cheongju-si, Chungcheongbuk do,

meet the provisions of The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them

SR s

:
2

Doc No
Rev.No

Authorized Representative :
DiaDent Europe B.V.

} ulier 'heMrih de@%are that the products

Gt i

D-LUX+(Dental Curing Light)

(including system components and accessories)

GMDN

35775

The medical device has been assigned to ClassI(Rule 12) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

C€org7

1 Ne proauct concernea nas oeen aesignea anda manulaciurea unaer

eSSl St S

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by

2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH
TillystraBle 2, 90431, Niirnberg, Germany

Certificate No
Issue date

Expiry date

N/A
N/A
N/A

following the procedure relating to the EC Declaration of Conformity set out in Annex Vilof

2020-06-01

- ‘tﬁémﬂfmwices Directive 93/42/EEC amended by 2007/47/EC

eabtw mentlened dgclaratlon of conformity is exclusively under the responsibility of

DiaDent Group International
16. Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea
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Manufacturer :

EC Declaration of Conformity

Doc No : DC-104
Rev.No : 2

Authorized Representative :
DiaDent Group International DiaDent Europe B.V.

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu,
Cheongju-si, Chungcheongbuk-do,

Antennestraat 70, 1322AS Almere, the Netherlands

meet the provisions of

Dia-Duo (Duo-Gun, Duo-Pen)
(including system components and accessories)
GMDN ; 45247

The Medical Devices Directive 93/42/EEC amended by 2007/47/EC which apply to them.

The medical device has been assigned to Class Ila(Rule 11) according to Annex IX of
the Medical Devices Directive 93/42/EEC amended by 2007/47/EC. It bears the mark

The product concerned has

3=
g

c € 019

been designed and manufactured under m ”;, 7 ;mmmio Annex V

of the Medical Devices Directive 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product with The Medical Devices Directive 93/42/EEC amended by

2007/47/EC has been assessed and certified by the Notified Body

TUV Rheinland LGA Products GmbH

TillystraBe 2, 90431, Niirnberg, Germany Digitally signed by Benderschi Tamara

Certificate No DD 60149569 0001 Date: 2024.01.18 12:51:43 EET

: MoldSign Signature
Issue date © 2020-05-25 Reason: MoldSien Sign

Expiry date : o 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex Vof

the Medical Devices Directive 93/42/EEC amended by 2007/47/EC

:

The above ‘ﬁentidne&“dv}o;;claration of conformity is exclusively under the responsibility of

DiaDent Group International

16, Osongsaengmyeong 4-ro Osong-eup Heungdeok-gu, Cheongju-si Chungcheongbuk-do, 28161, Republic of Korea

2020-06-01

Date

C € certified
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DiaDent Gi national
18-Bsergsaengmyeong 4-ro. Osong-eup, Heurgdeo! -
Cheongju=-si, Chungcheong buk-do ‘0. -2 Signature
Tel | 82-43-266-2315 F 82 ~262-8 658
DiaDent Group International
16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161, Korea

Tel : 82-43-266-2315 Fax : 82-43-262-8658
http://www diadent.cokr  E-mail : diadent@diadent.co kr
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