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Authorized Repre§ entatiνe :

DiaDent Europe B. V.

Antennestraat 70, 1 322AS AI rnere, the Netherlandr

Points

3 l 872

that the products

Gutta Percha

GMDN

Ceⅱ¡ '】cate No

Issue date

Expiry date

: DD 60' 49569 000'

: 2020-0¸  -25

: 2024-05-26

meet the proν ¡sions ofThe Med ¡caI Deν ices Directive 93/42/EEC amended by 2007/47/EC which app'y to them.

The nㄱ edica' deν ice has been assigned to (】 ass I 'a(Ru'e 8) according to Annex IX of

the Medica' Devices Directive 93/42/EEC alnended by 2007/47/EC. It bears the rnark

⊂ ㅌ 01
The product concerned has been designed and 'manufactured unde'' Annex V

of the 'Λ ed ¡ca' Devices D¡  rective 93/42/EEC amended by 2007/4 7/EC.

CoIㄲpliance of the designated product with The Medical Deν ices Directiν e 93/42/EEC amended by
2007/47/EC has been assessed and certi∏ ed by the NotiΠ ed Body

TUV Rhe¡n 'and tGA Products GmbH

T¡

''ystraΠ

e 2, 9043 I, Nii rn berg, Germany

�

fol lo˛ν¡

‘

lg the procedure reㅓ ating to the EC Declaration of Confornlity set out ¡n Annex V of

Directiν e 93/42/EEC an● ended by 2007/47/EC

ion ofconfbrmity ¡s exc'usiν ely under the responsibi ' ity of

DiaDent Group Internationa'

Dent
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ㅜ6Tㄲτδ可丁ττ ΓgmyeoΓ g 4- 'o. osoΓ  g— eυ p. Heu Γ gdeok— g υ,
S :gnatureCheong :u— si Ch∪  ∩gcheㅇ ng bJk— dㅇ . 28161. Ko' ea

Tel : 82-43-266-231 ¨ ȧ× : 82-43- 262-8658
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EC Dec】aration of ConforⅡlity

Manufhctu 

“

ėr :

D¡ aDent Group 'nternationa'

l 6, Osongsaeng'ㄲ yeong 4-ro Osong— eup Heungdeok— gu,

Cheongi u— si, Chungcheongbuk— do,

that the products

Ste ri]e Paper Point

GMDN 38777

meet the proν isions of The Medica' Deν ices Directiν e 93/42/EEC a'ㄲ ended by 2007/47/EC w· hich apply to thern.

The Iㄲ edica1 deν ice has been assigned to CIass I 'a(Rule 6) according to Annex IX o'

the Medica' Devices D ¡ rective 93/42/EEC anlended by 2007/47/EC. It bears the mark

Authorized Representatiν e :

DiaDent Europe B. V.

Antennestraat 70, I 322AS Almere, the Netherland‘

to Annex ν
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The product concerned has been designed and 'ㄲ anufhctured under

of the Med¡ ca' Devices Directive 93/42/EEC a'ㄲ ended by 2007/47/EC.

Col● )pliance of the designated p'˙oduct with The Medical Deν ices Directive 93/42/EEC amended by

2007/47/EC has been assessed and certiΠ ed by the Noti∏ ed Body

TUV Rhein'and tGA Products G■ nbH

Ti''ystra Πe 2, 90431 , NUrn berg, Ger∏lany

Cert¡  Πcate No

Issue date

Expir˙ y date

: DD 60 ' 49569 000'

: 2020-05 -25

: 2024-05-26

fol lowing the procedure relating to the EC Declaration of Conformi㏉  set out in Annex Vof

Directiν e 93/42/EEC amended by 2007/47/EC

aration ofconformi㏉ is exc' usive'y under the responsibi ' ity of

DiaDent Group Internationa1

'6.Oso'1gsae'lgmyeong4-ro Osong—
eup Heungdeok—gu.CIleollgiu— si Chungclleongbuk— do,2816'.Repub'¡ co「 Korea

Dent
2020 -06-0 ' D¡ aDent Group 'nternat'ona'
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EC Dec】aration of ConforⅡlity

Manu'λ ctu rer :

DiaDent Group International

I 6, osongsaengmyeong 4-ro Osong— eup Heungdeok— gu,
Cheongiu —si, Chungcheongbuk— do,

that the products

e—Teln p

GMDN: 31783

'11eet the proν
isions of The Medical Deν ices Directiν e 93/42/EEC amended by 2007/47/EC 'Nhich app'y to thern.

The medica' device has been assigned to (】 ass 'Ia(Ru 'e 7) accord ¡ng to Annex 'X of

the Mcd ¡caI Deν ices Direct¡ ve 93/42/EEC a'ㄲ ended by 2007/47/EC. It bears the 'nark
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1 6, Osongsaengmyeong 4-ro, Osong— eup, ㅐ eungdeok— gu, Cheongju— s¡, Chungcheongbuk— do, 281 61 , Korea
Tel : 82-43-266-2315 Fax : 82-43-262-8658
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Authorized Representat¡νe :

DiaDent Europe B. V.

Antennestraat 70, ' 322AS AImere, the Netherland‘

R :

l Anneχ ''
The product concerned has been designed and nη anufactured under

ofthe Medical Devices D¡ rective 93/42/EEC amended by 2007/47/EC.

Compliance ofthe designated product 、νith The Medical Deν ¡ces D¡ rect¡νe 93/42/EEC amended by
2007/47/EC has been assessed and certi∏ ed by the Not¡Πed Body

TUν' Rheim 'and LGA Products Gmbㅐ

T:''ystra Πe 2, 90431, NUrm berg, Ger∏ lany

Certi1ㄱ  cate No

'ssue date
Expi「y date

: HD 60 '49¸ 68 000]

: 2020-05-25

: 2024-0,˜26

fol lovν ing the procedure relating to the EC Declaration of Confornlity set out in Annex " of

Directive 93/42/EEC aIㄲ ended by 2007/47/EC

of conformity is exclusively under the respons¡  bⅡ i㏉ of

DiaDent Group Interna'iona'
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do.28'6'.Republic o':、 Korca
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EC Decla ra tion of Conformity

"4anufhctu rer :
DiaDent Group 'nternationa'

' 6, Osongsaengmyeong 4-ro Osong—
eup Heungdeok— gu,

Cheongiu— si, Chungcheongbuk— do,

that the products

rII」E MEASURE SET
(PI astic)

GMDN 648 ' 3

'neet the provisions ofThe 'Λ
edica' Devices D¡ rective 93/42/EEC amended by 2007/47/EC 'ν hich app'y to them.

The med ¡caI device has been ass¡ gned to oass'(Ru'e ' ) according to Annex IX of

the Medical Deν ices Directi νe 93/42/EEC anlended by 2007/47/EC. It bears the 'ㄲ ark

⊂ ㅌ 01

Author¡zed Representatiν e ∶

DiaDent Europe B. V.

Antennestraat 70, ' 322AS AI 'ㄲ ere, the Netherland‘

'' nnex v

1 6, Osongsaengmyeong 4-ro, Osong— eup, ㅐ eungdeok— gu, Cheongju— s¡, Chungcheongbuk— do, 281 61 , Korea

T이 : 82-43-266-2315 Fax : 82-43-262-8658
http:〃www.diadent.co.kr E— mail : d¡ adent@diadent.co.kr
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'Iof the Medical Deν ices Directive 93/42/EEC amended by 2007/47/EC.

CoIㄲpliance of the designated product 、νith The Medical Devices Directive 93/42/EEC amended by

2007/47/EC has been assessed and certiΠ ed by the NotiΠ ed Body

TUV Rhe¡n'and LGA Products GmbH

Ti''ystra Πe 2, 90431, NUrn berg, Germany

Certi Πcate No: N/A

Issue date: N/A

Expiry date: N/A

fol 'owing the procedu'˙ e relat¡ ng to the EC Dec'aration of Conformity set out in Annex 1'III】 of

D ¡ recti νe 93/42/EEC amended by 2007/47/EC

aration ofconforlㄲ i㏉ is exclusiνely under the responsil)" ¡㏉ of

DiaDent Group Inte rnationa】

'6. Osongsael'gIㄲ

yeong 4¨ ro Oso'1g— eup Heungdeok— gu. Cheo'1gi u—si Chungcheongbuk— do, 28 '6I. Republic of Korea
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EC Dec】 ara tion of ConforⅡ lity

Manu '¸ ctu rer :

DiaDent Group 'nternational

l 6, Osongsaeng'ㄲ yeong 4-ro Osong— eup Heungdeok— gu,

Cheongi u— si, Chungcheongbuk— do,

that the products

The product concel˙ ned has been designed and manuf¸ ctured under

Certif】 cate No

'ssue date
Expi':y date

STERI— IRRIGATION TIPS SIDE OPEN TYPE

GMDN 64403

meet the proν is¡ ons orThe Medica' Deν ices Directiν e 93/42/EEC alnended by 2007/47/EC 'ν hich app'y to the'ㄲ
.

The 'ㄲ edica' device has been assigned to CIass I Ia(Rtl le 6) according to Annex 'X of

the Medica' Devices Directiν ė 93/42/EEC amended by 2007/47/EC. It bears the nlark

⊂
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Authorized Representatiν e :

DiaDent Europe B. V.

A ntennestraat 70, 1 322AS AI 'nere, the Netherlandr
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Annex '̆
of the Medica1 Deν ices Dil˙ ecti νe 93/42/EEC amended by 2007/47/EC.

Conηpliance ofthe designated product 、νith The Medical Deν ices Directive 93/42/EEC alnended by

2007/47/EC has been assessed and certiΠ ed by the NotiΠ ed Body

T tJν  Rhein'and ιCΛ Products C ■
"bH

T¡

''ystraBe 2, 9043', Niirnberg, Cermany
: DD 60 '49¸ 69 000'

: 2020-05 -2 5

: 2024-0¸ -26

fo' 'owing the procedure relat¡ ng to the EC Dec'aration of Confbrlㄲ ity set out in Annex Vof

Directiν e 93/42/EEC amended by 2007/47/EC

of conform i㏉  is exclusiνely under the respons¡  bⅡ i㏉ of

DiaDent Group Internationa'

'6,Oso'1gsae'1g''lyeo'˙ 'g4-ro Os()Ilg—
eup Hetl'1gdcok— g,u.Cheo''giu— si Chι

'llgclleo'1gbuk—
d(),2816'.Repub'ic()'、 Korea

< <
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'ng '27counlries 
σround fhe woIId
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T이 : 82-43-266-2315 Fax : 82-43-262-8658
http:IIwww.diadent.co.kr E— ma" : d¡ adent@d¡adent.co.kr



EC Dec】 aration of Confo rln ity

Manu '¸ ctu rer :

DiaDent Group Internat¡ onal

ㅣ 6, Osongsaengmyeong 4-ro Osong— eup Heungdeok— gu,

Cheongiu— si, Chungcheongbuk— do,

that the products

Dia TeⅡ1p

3 ' 783

meet the provisions ofThe Medical Deν ices Directive 93/42/EEC amended by 2007/47/EC 'ν

'lich app'y to theln.

The med¡ ca' device has been assigned to C'ass lla(Ru'e 7) acco'· ding to Annex IX of

the Medical Deν ices D¡
''ective 93/42/EEC amended by 2007/47/EC. 't bears the 'ㄲ

ark
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1 6, Osongsaengmyeong 4-ro, Osong— eup, ㅐeungdeok— gu, Cheongju— si, Chungcheongbuk— do, 281 61 , Korea

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

http"Iwww.d¡ adent.co.kr E— maⅱ  : d¡adent@d¡adent.co.kr

Authorized Representa‘ iν e :

DiaDent Europe B. V.

Antennestraat 70, ' 322AS AI Iㄲ ere, the Netherl and‘

Doc No :
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1

to Annex 'I

‘
' 
η

윕闊 暈擴 壺菖 iF馨The product concerned has been designed and ∏lanuf¸ ctured under

ofthe Medica' Devices Directive 93/42/EEC a∶ ㄲended by 2007/47/EC.

Compl ¡ance of the des¡ gnated product 、νith The Medical Deν ices Directiν e 93/42/EEC anη ended by
2007/47/EC has been assessed and cert¡ Πed by the NotiFIed Body

TUV Rhe¡n 'a"d LGA Products GmbH

Ti''ystra Πe 2, 90431 , NUr" berg, Ger∏lany

Certif】 cate No

Issue date

Expi˛y date

: HD 60 l 49568 000'

: 2020-0¸  -25

: 2024-0¸ -26

fo' lowing the procedure re'ating to the EC Dec'aration of Confb'˙ nlity set out in Annex I' of

ices D ¡ rect ¡ ve 93/42/EEC amended by 2007/47/EC

ofconforl1) i㏉  is exclusively under the responsib" ity of

DiaDent Group Internationa1

'6.Oso'˙'gsaeng'ㄲ
yeong4-ro Osong—eup Heu'1gdeok—gu,CIleongiu— si Chu'1gcheo'lgbuk— do.2816l,Republic of'Korea

㏐D揮1I!;1IiI!!寞薛要

'㎞

√#Ξ甄戱깡膾∮드—婁戱鑒뿡彌 Dent
2020-06·  0 l

 ̨< cert¡ f¡ ed (ㅁㅁ균D

GMDN
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EC Dec】aration of ConforⅡlity

Manu'hctu rer ∶

DiaDent Group Internationa'

l 6, Osongsaengmyeong 4-ro Osong— eup Heungdeok— gu,
Cheon멂

 u—si, Chungcheongbuk— do,

The product concerned has been des ¡gned and manufactured under

Certif】 cate No

'ssue date
Expiry date

that the products

Dia Tenlp FIow
(¡ ncl uding system coIㄲ ponents and accessories)

GMDN: 3 I 783

meet the proν isions of The Medica' Devices Directiν e 93/42/EEC amended by 2007/47/EC which apply to them.

The ∏ledical deν ice has been assigned to Class I'a(Ru'e 7) according to Annex IX of

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

⊂ < 01

Authorized Representat¡ve :

DiaDent Europe B. V.

Antennestraat 70, I 322AS AI Iㄲ ere, the Netherland‘

:
. Dent

Doc No :

Reν .No :

DC-' 06

1

Annex 'I

ofthe Medical Deν ices D¡  rect¡νe 93/42/EEC amended by 2007/47/EC.

Comp' iance of the designated product with The '4edical Devices Directive 93/42/EEC amended by

2007/47/EC has been assessed and certiΠ ed by the Not¡Πed Body

TUV Rhe¡ n 'and LGA Produc● s G Ⅲ bH

TiⅡ ystraBe 2, 904g I, N  ̧rn berg, Ger■ nany

: HD 60' 49568 000 1

: 2020-0¸ -25

: 2024-05 -26

fol lowing the procedure relating to the EC Declaration ofConformi㏉
 set out in Annex Ⅱ of

Directiν e 93/42/EEC alnended by 2007/4 7/EC

of conforlㄲ  ity is exc'usive'y under the responsibi ' i㏉
 of

DiaDent Group Internationa】
16,Osongsaengnlyeo'1g4-ro Osollg— eup Heullgdeok—gu,Cl·leongiu— s¡ Chungcheongbuk— do,28'6',Republ¡ c oΓ Ko'˙ea

鍍邕頸 Dent
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[}ate Signatu re

D¡ aoeΠ t Group 'nternat● ●Πa■
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EC Dec】 a ration of ConforⅡ lity

Manu'hctu rer ∶

DiaDent Group Internationa'

1 6, Osongsaengmyeong 4-ro Osong— eup Heungdeok— gu,
Cheo ngi u— si, Chungcheongbuk— do,

fb' lowing the procedure re'ating to the EC Dec'aration of Confbrmity set out in Annex I' of

i ces Directiν e 93/42/EEC amended by 2007/47/EC

of confornη  i㏉ is exclusively under the responsib ⅱ i㏉ of

DiaDent Group Interna'iona'

'6,Osongsaenglㄲ
yeollg4-ro Osong— eup Heungdeok— gu.Cheollgiu— si Chungcheongbuk— do,28l“ .Re1,LII,l¡ c of'Korca

Dent
2020-06-0 I

Authorized Representatiν e :

DiaDent Europe B. V.

Antennestraat 70, '322AS AI 'ㄲ ere, the Netherland'

that the products

DIA—ROOT BIO '‘TA
(including system co'ㄲ  ponents and accessories)

GMDN : 60¸  '0

meet the provis¡ons of The Medica' Deνices Directive 93/42/EEC aIㄲ ended by 2007/47/EC 、νhich app'y to thelㄲ
.

The Iㄲ edica' deν ice has been assigned to C'ass ''a(Ru 'e 8) accord ¡ ng to Annex IX of

the Medica' Devices I)irective 93/42/EEC anlended by 2007/47/EC. 't bears the 'nark

⊂ ㅌ ⓛ1
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Annex I'
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The product concerned has been designed and manufactured under

Certi '1cate No

'ssue date
Expiry date

of the Medica' Deν ices Directiν e 93/42/EEC amended by 2007/47/EC.

Co'ㄲpliance ofthe designated product 、νith The Medical Dev¡ ces Directive 93/42/EEC alnended by
2007/47/EC has been assessed and certi Πed by the Not¡  Πed Body

TU ''// Rhe:n 'and LGA Products CInbH

T¡ ' 'ystra Πe 2, 90431, Niirn berg, Germany

: HD 60 ' 49568 000'

: 2020-0¸  -2 5

: 2024-05 -2 6

1 6, Osongsaengmyeong 4-ro, Osong— eup, ㅐeungdeok— gu, Cheongju— s¡ , Chungcheongbuk— do, 281 61 , Korea

T이 : 82-43-266-2315 Fax : 82-43-262-8658
http:〃 www.d¡ adent.co.kr E-'ㄲ a" : diadent@diadent.co.kr
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EC Dec】aration of ConforⅡlity

Manufacturer :

DiaDent Group International

1 6, Osongsaeng'ㄲ yeong 4-ro Osong— eup Heungdeok— gu,
Cheon멂

 u 
—s ¡, Chungcheongbuk—do,

that the products

Dia—PT 】rile

GMDN 40529

meet the proν isions ofThe Medical Deν¡ces Directiν e 93/42/EEC amended by 2007/47/EC 、Nh ¡ch app'y to thenㄱ
.

The medical device has been assigned to Class IIa(Ru'e 6) according to Annex 'X of

the Medical Deν  ices Directi νe 93/42/EEC alnended by 2007/47/EC. 't bears the mark

<: ㅌ 01

1 6, Osongsaengmyeong 4-ro, Osong— eup, ㅐeungdeok— gu, Cheongju— si, Chungcheongbuk— do, 281 61 , Korea

Tel : 82-43-266-231 5 Fax : 82-43-262-8658
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Annex V

●

.
The product concerned has been designed and Iㄲ anufactured under

Certi '】 cate No

'ssue date
Expiry date

ofthe Medical Devices Directiν e 93/42/EEC aIㄲ ended by 2007/47/EC.

Comp' iance ofthe designated product '〃 ith The Medical Devices Directive 93/42/EEC a'ㄲ ended by
2007/47/EC has been assessed and cert¡ Πed by the NotiΠ ed Body

TUν Rhe㎙
'and LGA Products GmbH

TiⅡ ystraΠ e 2, 9043', Nii rn berg, Germany

: DD 60 ' 49569 000 l

: 2020-05 -2 ¸

: 2024-05-26

fo'lowing the procedure relating to the EC Declaration of Conformity set out in Anncx Vof

Directi νe 93/42/EEC anlended by 2007/47/EC

of conformi㏉  is exclusiνely under the respons¡  b" i㏉  of

DiaDent Group Inte rnational
I6.OsongsaeIIgnlyeong4-ro Oso'1g— eup Heu'˙

'gdeok—
gu.Cheo'1giu— s¡ C'lu'1gcheollgbuk— do,28'6l.Repub'ic of'Korea

Dent
2020-06-0 1 D:aDent Group 'nternat● oΠ a'
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EC Dec】 aration of Confo rⅡ l ity

Doc No :

Reν . No :

DC - 086

2

Manufλ ctu rer :

DiaDent Group Internationa'

' 6, Osongsaengmyeong 4-ro Osong—
eup Heungdeok— gu,

Cheongi u— si, Chungcheongbuk— do,

that the products

Dia —PROS:EA :I」
(inc' uding system colㄲ  ponents and accessories)

GMDN : 45227

meet the provisions ofThe Medical Deν ices D¡ rective 93/42/EEC amended by 2007/47/EC 'ν h ¡ch aρρ
'y to them.

The med¡ cal deν¡ce has been assigned to CIass 'Ia(Rule 8) according to Annex 'X of

the Medica' Devices Directiν e 93/42/EEC a∏ lended by 2007/47/EC. It bears the 'ㄲ ark

< ㅌ 01
●
. 訖鎚 驍攀⅜闊囍

Author¡zed Representat¡νe :

DiaDent Europe B. V.

Antennestraat 70, ] 322AS AI Inere, the Netherland‘

Annex I'
The product concerned has been designed and nlanufhctu'˙ ed under

ofthe Medica' Devices Directiν e 93/42/EEC aIㄲ ended by 2007/4 7/EC.

Comp' iance of the des¡ gnated product 、νith The Medical Deν ¡ces Direct¡νc 93/42/EEC amended by
2007/47/EC has been assessed and cert¡ Πed by the Noti∏ ed Body

TUV Rhe:n 'and LGA Products GmbH

Ti''ys● raΠe 2, 90431, NUrn berg, Germa Ⅱy

Certi Πcate No

'ssue date
Expi●y date

: HD 60] 49¸ 68 000'

: 2020-05 -2 ¸

: 2024-05¨26

fol lo˛νing the procedure relating to the EC Declaration of Conforlㄲ ity set out in Annex Ⅱ of

Directive 93/42/E EC amended by 2007/4 7/EC

ion ofconformi㏉  ¡s exc' usive'y under the responsibi '¡ ty of

DiaDent Grⓛ up Internationa'
I6,Osongsaenglllyeong4-I˙ o Oso'ㄱ g— eup Heungdeok¨ gu.C''eollgiu— si Chul'gc'leongbuk— do.28'6l.Repub'¡ c of、 Korea

鹿漣彗闊 Dent
2020-06 -0 I

뜨으으e' ' {-"'φ up 'ⅱ
¨
⅛基蒜’柑:φ na'

Date

 ̨< cert¡ f¡ed (ㅁㅁ균
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1 6, Osongsaengmyeong 4-ro, °song— eup, ㅐeungdeok— gu, Cheongju— si, Chungcheongbuk— do, 281 61 , Korea

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

http :〃ⅳww.diadent.co.kr ㅌ-ma¡  I : d ¡adent@d¡ adent. co. kr
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EC Deda ration of Confo r∏ lity

Manu '¸ ctu rer :

DiaDent Group Internationa'

' 6, Osongsaengmyeong 4-ro Osong—
eup Heungdeok— gu,

Cheongi u— si, Chungcheongbuk— do,

that the products

DiaPrep Pro
(including system coI11ponents and accessories)

GMDN: 45500

'ㄲ

eet the provisions ofThe Medical Deν ices Directiν e 93/42/EEC anlended by 2007/47/EC 、νhich app'y to them.

The medical deν ice has been assigned to (】 ass ''a(Ru'e 6) according to Annex 'X of

the Medica' Deν ices Directive 93/42/EEC anη ended by 2007/47/EC. 't bears the 'nark

⊂ ⊂ 01

Authorized Represe‖  tat¡ ě :

DiaDent Europe B. V.

Antennestraat 70, 1322AS AImere, the Netherlandr

Annex I'

Doc N0 :

Reν . No :

DC- 1 03

2

˙
!!!:!!!:::}

The product concerned has been designed and manufactured under

of the Med ¡cal Deν¡ces Directiν e 93/42/EEC amended by 2007/47/EC.

Co'ㄲpliance ofthe designated product 、νith The Medical Deν ices Directiν e 93/42/EEC amended by
2007/47/EC has been assessed and certi Πed by the Noti Πed Body

TUV Rhe● n 'aⅡd LGA Products G‘ nbH
Ti''ystra Πe 2, 90431, NUrnberg, Germany

Certi1ㄱ  cate No

I ssue date

Expiry date

: HD 60 ' 49¸ 68 000'

: 2020-05-2¸

: 2024-05-26

fol lo、νing the procedure relating to the EC Dec'aration of Confbrn1 ¡ty set out in Anncx I' of

Directive 93/42/EEC a'ㄲ ended by 2007/47/EC

of confor‘ㄲ ity is exc' us¡νe'y under the responsibi' ¡ty of

DiaDent Group Inte rnationa】

'6,()songsaengnlyeong4-ro Osong—
eup HeuI'gdeok—gu.Cheongiu— si Chungcheongbuk— do,28'61,Repub'ic of、 Ko'˙ea

Dent
2020-06-0 I

D”  ●e

Cert¡ f¡ed Φ 1 6, Osongsaengmyeong 4-ro, Osong— eup, ㅐeungdeok— gu, Cheongju— s¡ , Chungcheongbuk— do, 281 61 , Korea

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

http ://www.d¡ adent.co.kr ㅌ-ma" : d 'adent@d¡ adent. co. kr
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EC Declaration of ConforlⅡ ity

Manu 'Δ cturer ∶

DiaDent Group 'nternationa'

l 6, Osongsaenglnyeong 4-ro Osong— eup Heungdeok— gu,

Cheon멂
 u—si, Chungcheongbuk— do,

that the products

Diari]
(including system conlponents and accessories)

G f/I DN : 3,870

'ㄲ

eet the proν isions of The Medica' Deν ices Directive 93/42/EEC alnended by 2007/47/EC which app'y to them.

The med ¡cal device has been assigned to CIass I Ia(Rule 8) according to Annex IX of

the Medical Devices D¡  '˙ective 93/42/EEC amended by 2007/47/EC. It bears the 1ㄲ ark

⊂ ㅌ 01
The product concerned has been designed and ''nanuf¸ ctured under

Authorized Representatiν e :

DiaDent Europe B. V.

Antennestraat 70, l 322AS AI Inere, the Netherland‘

Annex I'

Doc No :

Reν . No :

DC- 1 09

2

R

of the Medical Deν ices Directiν e 93/42/EEC a'ㄲ ended by 2007/47/EC.

Comp'iance of the designated product 'ν ith The Medical Deν ices Directiν e 93/42/EEC amended by
2007/47/EC has been assessed and certi Πed by the Not¡Πed Body

TU'/ Rhe㏐ 'and LGA Products Gmbㅐ

Ti''ystraBe 2, 9043', NUrm berg, Germa"y

Cert ¡ f】 cate No

I ssue date

Expi η date

: HD 60 I 49568 000 l

: 2020-0¸ -25

: 2024-0¸  -26

fol lo'N¡ ng the procedure relating to the EC Declaration ofConfornl ity set out in Annex Ⅱ of

Directive 93/42/EEC anlended by 2007/4 7/EC

ration of conforl1) ity ¡s exclusiν ely under the '˙ esponsib" ¡㏉ of

D :aDent Group Internatiⓛ na1
I 6. Osongsaengmyeollg 4-ro Osong— eup Heungdeok— gu. Cheongi u— si Chungcheongbuk— do. 28l6 ', Repub' ¡c of、

 Korea

휼⅜電鹽 Dent
2020-06-0 I 旦ㅗaoe " t Group 'nIτ∏at:o” a'
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EC Dec】 a ration of ConforⅡ lity

Manu '¸ ctu rer :

DiaDent Group 'nternational

' 6, Osongs¸

eng'ㄲ yeong 4-ro Osong— eup Heungdeok— gu,

Cheongi u— si, Chungcheongbuk— do,

that the products

DiaFi' Flow
(inc' uding system conlponents and accessories)

GMDN : 35870

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

The med ¡caI device has been assigned to C'ass 'Ia(Ru'e 8) according to Annex IX of

the Medical Deν·ices D¡ rectiν e 93/42/EEC anlended by 2007/47/EC. It bears the lㄲ ark

⊂ ⊂ 01

Authorized Representat¡ νe ∶

DiaDent Europe B. V.

Antennestraat 70, ' 322AS AI Iㄲ ere, the Netherland‘

Doc No ∶

Reν . No :

DC- 1 】 0

2

:＼
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to Anneχ  I'

:
. 篁擴 蚩鎚 :錚闊 ’蚩

The product concerned has been designed and nη anuf,ctured under

Certi'】 cate No

'ssue date
Expi 「y date

ofthe Medical Deν ices Directiν e 93/42/EEC amended by 2007/47/EC.

Complianc:e of the designated product 、νith The Medical Devices Directiν e 93/42/EEC amended by
2007/47/EC has been assessed and certiΠ ed by the Not¡Πed Body

TUV Rhein 'and LGA Products Gmb' ■

T¡

''ystraΠ

e 2, 90431, Nii rn berg, Cer‘ nany

: HD 60 ' 49568 000'

2020-05 -25

2024-05 -26

fbI Iowing the procedure relating to the EC Dec'arat¡ on of Confbrmi㏉  set out in Annex 'I of

ices Directiν e 93/42/EEC a'ㄲ ended by 2007/4 7/EC

of confbrmity ¡s exc'usively under the resPonsibil i㏉  of

DiaDent Group Internationa'
1 6, Osongsaeng'nyeong 4-ro Osong— eup Heungdeok—gu, Cheol1멂

 u— si Chungcheongbuk— do, 28 ' 6l. Rcpublic oF Korea

:떪 Dent
2020-()6-0 I

ㅜ이 : 8¿ -'ε -2t˛ -¿ : : ● =● :I τ 

’

-˛ :-z!]2-:● 53

D¡aoe‖ t Gro●●p ● nterΠ at¡ona'
1 6, Osongsaengrnyeong 4-ro, 。song— eup, ㅐ eungdeok— gu, Cheongju— si, Chungcheongbuk— do, 281 61 , Korea
Tel : 82-43-266-2315 Fax : 82-43-262-8658

http:〃 www.d¡ adent.co. kr E— ma¡
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EC Pec】 aration of ConforlⅡ ity

"4anu 'hctu rer 
∶

DiaDent Group Inter'ㄱ ational

' 6, Osongsaengmyeong 4-ro Osong—
eup Heungdeok— gu,

Cheongiu— si, Chungcheongbuk— do,

that the products

DiaEtc h
(inc' uding system components and accessories)

GMDN: 36' 53

meet the proν isions of The Medica' Devices Directiν e 93/42/EEC alnended by 2007/47/EC wh¡ ch apply to the'ㄲ .

The medical device has been assigned to Class 'Ia(Rule 6) according to Annex 'X of

the Medical Deν ices Directive 93/42/EEC amended by 2007/47/EC. It bears the 'nark

⊂ ㅌ ⓛ1

Author¡zed Representat¡νe ∶

DiaDent Europe B. V.

Antennestraat 70, 1 322AS AI 'nere, the Netherland‘

Doc No :

Reν . No :

DC-' 1 1

2

Annex I I
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●
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The product concerned has been designed and manuf¸ ctured under

Certif】 cate No

Issue date

Expiry date

ofthe Medical Deν ¡ces Directiν e 93/42/EEC a'ㄲ ended by 2007/47/EC.

Co'ㄲ pliance of the des¡ gnated product 、νith The Medical Devices Directiν e 93/42/EEC amended by
2007/47/EC has been assessed and cert¡

 Πed by the Noti Πed Body

TUV Rhe:n 'and LGA Products GmbH

Ti''ystra Πe 2, 90431, NUrn berg, Cermany

: HD 60 ' 49’ 68 000 l

: 2020-0¸ -25

: 2024-05-26

fol lo˛νing the procedure relating to the EC Dedaration of ConforΠ lity set out in Annex Ⅱ of

Directiν e 93/42/EEC amended by 2007/47/EC

of conformity is exclus¡ νely under the respons¡ b" ity of

DiaDent Group Internationa 】

'6. Osongsaeng'˙

nyeong 4-ro Osong— eup Heungdeok—gu. Cheongiu— si Chungcheo'1gbuk— do. 2816 ', Repub' ic of、
 Korea

2020-06-0 l
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Tel : 82-43-266-2315 Fax : 82-43-262-8658

http:〃 www.d¡ adent.co.kr E— mai' : d¡ adent@d¡adent.co.kr
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EC Dec】aration of ConforⅡlity

Manuf¸ ctu rer ∶

DiaDent Group Inter'lationa'

'6, Osongsaengmyeong 4-ro Osong—
eup Heungdeok— gu,

Cheongiu— si, Chungcheongbuk— do,

The product concerned has been designed and manuf¸ ctured under

of the Medic㎭  Deν  ices D¡ rectiν e 93/42/EEC a'ㄲ ended by 2007/47/EC.

Comp' iance ofthe designated product with The Medical Deν ices Direct¡ve 93/42/EEC amended by
2007/47/EC has been assessed and certi∏ ed by the Noti Πed Body

TUν Rhein'and LIGA Products CmbH

Ti''ys● ra Πe 2, 90431, NUrn berg, Cermany

meet the provisions of The Medica' Deν ices Directive 93/42/EEC amended by 2007/47/EC 'ν hich apply to them.

The nη edica' deν ice has been assigned to C'ass IIa(Ru'e 8) accord¡ ng to Annex IX of

the Med ¡ca' Deν ices Directi νe 93/42/EEC a'ㄲ ended by 2007/4 7/EC. It bears the rnark

⊂ ㅌ 01

D¡aoent Gro"p ■ ΠterΠ at¡ona'
1 6, Osongsaengmyeong 4-ro, Osong— eup, ㅐeungdeok— gu, Cheongju— s¡, Chungcheongbuk— do, 281 61 , Korea
Tel : 82-43-266-231 5 Fax : 82-43-262-8658

http://www.d¡ adent.co.kr E— ma" : d¡ adent@d¡adent.co.kr

Author¡ zed Representatiν e :

DiaDent Europe B.V.

Antennestraat 70, ] 322AS AI 'nere, the Netherland‘
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Annex 'I

that the products

Dia P]us
0

GMDN: 34782

”
. Dent

Certif】  cate No

'ssue date
Expiry date

: HD 60149568 000 I

: 2020-0¸ -25

: 2024-05 -26

fol lowing the procedure relating to the EC Declaration of Conform i㏉
 set out in Annex Ⅱ of

D ¡rectiν e 93/42/EEC amended by 2007/47/EC

ion ofconfbr‘ㄲ i㏉  ¡s exc' usiν e'y under the responsibi ' ity of

DiaDent Group Internationa1

'6,Oso'1gsae'1g.'nye()ng4-ro Oso''g—
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EC Dec】aration of Conforlnity

Manuf¸ ctu rer :

DiaDent Group Internationa'

1 6, osongsaengmyeong 4-ro Osong— eup Heungdeok— gu,

Cheon멂
 u—si, Chungcheongbuk— do,

that the products

D— I」UX+(Denta' Curing Light)
(¡ nc' uding system coIㄲ ponents and accesso'· ies)

GMDN : 3577¸

meet the proν isions of The Medical Devices Direct¡ ve 93/42/EEC arㄲ ended by 2007/47/EC which app'y to them.

The medica' deν ice has been assigned to CIass】 (Ru 'e '2) according to Annex IX of

the Medical Deν ices Directi νe 93/42/EEC amended by 2007/4 7/EC. It bears the 'ㄲ ark

⊂ ㅌ ⓛ1
l ne prυ uuα concerneu nas oeen αe㏜

'=;neu ano manu'a아

ureu unuer

'' 
鰥

of the Medica' Deν ices Directiν e 93/42/EEC amended by 2007/47/EC.

Compliance of the designated product 、νith The Medica l Deν ices Directive 93/42/EEC amended by

2007/47/EC has been assessed and certiΠ ed by the NotiΠ ed Body

TLjν Rheinland tCA Products GmbH

T●  ' 'ystraΠ e 2, 90431, NUrn berg, Germany

1 6, °songsaengmyeong 4-ro, °song— eup, ㅐ eungdeok— gu, Cheongju— s¡, Chungcheongbuk— do, 281 61 , Korea

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

httplΛ
""w.d¡
adent.co.kr E— ma" : d¡ adent@diadent.co.kr

Doc No :

Reν.No :

DC- 1 1 5

0

Author¡zed Representatiν e :

DiaDent Europe B. V.

Antennestraat 70, 1 322AS AI Inere, the Netherl and‘

Certifㄱ cate No

Issue date

Expi'y date

: N/A

: N/A

: N/A

fol lowi'】 g the procedure relating to the EC Declaration of Conformity set out in Annex ν/I Iof

Directiν e 93/42/EEC a'nended by 2007/4 7/EC

aration of conforl11i㏉  is exc'usively under the responsib" i㏉  of

DiaDent Grⓛ up Internatiⓛ na 】
I6,Osongsaenglnycong4-r˙ o Osong— eup Heungdeok— gu,Cheo'˙lgiu— s¡ C'lungcheongbuk— do.28'61,Republic of、 Kor˙ ea
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EC Dec】 aration of Con forⅢ ity

ⅳ● anu '¸ ctu rer :

D¡ aDent Group Inter'lationa'

I 6, Osongsaeng'ㄲ yeong 4-ro Osong— eup Heungdeok— gu,
Cheongiu —si, Chungcheongbuk— do,

fol lowing the procedure relating to the EC Declaration of Confornㄱ  ity set out in Annex Vof

Directive 93/42/EEC a'ㄲ ended by 2007/47/EC

of conformity is exclusiν ely under the responsib" ity of

DiaDent Group Internationa'

'6.Oso'1gsae'1gn'yco'1g4-ro Osong—
eup Heu'˙

'gdeok—
gu,Cheo'1됴 iu— si Cllu'1gc'leo'1gbuk— do.28'61,Repub'¡ c of:、 Korea

I) a te(:
T˛)1 : ::, :

D¡ aDent Group ■ nternat¡ ona'

that the products

:Dia—Duo (:Duo—Gun, Duo¨ Pen)
(induding syste'ㄲ  conlponents and accessories)

GMDN : 4,247

meet the provis¡ons of The Medica' Deν ices Direct¡ ve 93/42/EEC amended by 2007/47/EC wh ¡ch app'y to therㄲ
.

The medica' deν ice has been assigned to C'ass IIa(Ru'e Ⅱ ) accord ¡ng to Annex 'X of

the Medica1 Deν ices Directiν e 93/42/EEC a∏ ηended by 2007/47/EC. 't bears the Inark

<: ㅌ ⓛ1

1 6, Osongsaengmyeong 4-ro, Osong— eup, ㅐeungdeok— gu, Cheongju— s¡ , Chungcheongbuk— do, 281 61 , Korea

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

httpIIwww.d¡ adent.co.kr E-'"a" : d¡ adent@d¡adent.co.kr
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Author¡ zed Representat¡νe :

DiaDent Europe B. V.

Antennestraat 70, 1 322AS AI 'ㄲ ere, the Netherlandr

R'

Annex )'I'
The product concerned has been designed and rnanufhctured under

of the Medical Devices Directive 93/42/EEC a'nended by 2007/47/EC.

Compliance of the designated product 、νith The Medical Devices Directive 93/42/EEC alnended by

2007/47/EC has been assessed and certi Πed by the Notifled Body

TU ˘T Rhe¡ n'and LGA Produc● s G Ⅲ bH

T¡ ' 'ystraBe 2, 90431, N ⅱ rn berg, Germany

Cert¡  Πcate No

'ssue date
Expiry date

: DD 60 l 49569 000'

: 2020-05 -2 5

: 2024-05 -26

2020ㅓ )6-() l
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