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Ten:+38 (044) 594-56-04

www.dentsplysirona.com

JNEKJIAPALISI ITPO BIIITOBIIHICTD Ne 6 (penaxuis 1)/
DECLARATION of CONFORMITY Ne 6 (version 1)

Bupoonuk/Manufacturer:
Maillefer Instruments Holding Sarl, Chemin du Verger 3, CH-1338 Ballaigues, Switzerland /
Maiinnedep Incrpymente Xonainr Capn, Lllemen ato Bepake 3, CH-1338 banner, Llsekiuapis

HiATBEPKYE, 0 BCi MeTHYHI BHPOOH, 110 NepepaxoBaHi HHKYe/
declare that all medical devices listed below

Knac pusuky/ Risk class: [ (ne crepunbhi, ©e3 ¢yHkuUil BuUMiptoBaHH#), 3riaiHo nyHkty 14 Iopatky 2
TexHiuHOro pernamMeHTy 1OA0 MeaMuHHX BUpoOiB Ne 753 Bix 2.10.2013 poky /I (non-sterile, without measuring
function) according to point 14 Attachment 2 of Technical Reglament for medical devices No. 753 from
2.10.2013

BHIOTOBJISIIOTHC Ha / manufactured at:
Maillefer Instruments Holding Sarl, Chemin du Verger 3, CH-1338 Ballaigues, Switzerland /
Maiinnedep Incrpymente Xonainr Capn, Lllemen mo Bepxe 3, CH-1338 banner, Llseiiuapis

3rigno nmpouenypn ouinku sixmosianocti: Jonarok 8 TexHiuHOro persiamMeHTy Ioao MeXHYHHX BHPOOIB,
saTrBepaxenoro Ilocranosolo KaGinery Minictpis Ykpainn Big 02.10.2013 Ne753/

According to conformity assessment procedure: Attachment 8 of Technical Reglament for medical devices
which was approved by the Cabinet of Ministers of Ukraine dated 02.10.2013 No.753.

TexHiuHa nOKyMeHTAaLlist Ha Mean4HI BUPoOH po3spobiieHa Ta BrnpoBakeHa/ Technical documentation for
medical devices has been developed and implemented.

YnoBHoBaxkeHHil npeacTaBHHK BHpoOHHKa B Ykpaini/Responsible representative of manufacturer in
Ukraine: [pencraBuuuTBa “IIEHTCIIJIAM Jlimiten" 3a azpecoto BYJ. Benwka Bacunbkieckka, OyauHok 9/2,
oic 40, m. Kuie 01004, Ykpaina, B ocoGi: ['onosu IIpencrasnuursa I[ToreGui M.I'. (3a Hexnapauieto npo Y11 Bix
13.12.2022) .
“Dentsply Limited” representative office, Velyka Vasylkivska str., building 9/2, office 40, Kyiv 01004, Ukraine

is represented by: Head of the representative office Potebnya Mykhailo (according to Declaration upon AR from
13.12.2022).

BinnosizansHicTh 32 4OCTOBiIpHiCTL HanaHol iH(opmauii Hece BUPOOHUK/
Manufacturer is responsible for authenticity of the provided information.
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K-FILES non-sterile/K-®AMNJIA necrepuibhi

Manual instrument intended for root canal preparation (glide path, shaping and debridement of the root
canal)/

Pyunuii iHCTPYMEHT /11 MiATOTOBKH KOPEHEBHX KAHAJIB (KMJIHMOBA J0pikKa, GopMyBaHHs Ta caHauis
KOPEHEeBOro KaHaly)

REF/Katanoxunii | English name of | Ukrainian name | English name in | Ukrainian name | Class/
HOMep product /Hazsa of the invoice/ of product in Knace
BHPOOY product/Ha3zsa Haszpa B invoice/Has3sa B
ANl cbKOI0 BHPOOY inBoiici inBoiici BUpoOy
MOBOI YKPAaTHCLKOI0 aHrJiHCBKOI0 YKpailHCBKOI0
MOBOIO MOBOIO MOBOI
A12MA02100650 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- |
FILE DOANI ACCESS 21MM | @AW 21MM
006 006
A12MA02100850 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- I
FILE DANJI ACCESS 2IMM | ®AWJI 2IMM
008 008
A12MA02101050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- I
FILE AN ACCESS 21MM | ®AWJT 21MM
010 010
AIZMA02101550 M-access® K- M-axkcecc K- K-FILE M- M-axkcecc K- |
FILE DA ACCESS 2IMM | ®AWJI 21MM
015 015
A12ZMA02102050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- I
FILE DOANII ACCESS 21MM | @AM 21MM
020 020
AI2MA02102550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- [
FILE DANI - | ACCESS 21MM | ®AMJI 21MM
025 025
A12MA02103050 M-access® K- M-akcecc K- K-FILE M- M-axcecc K- I
FILE DA ACCESS 2IMM | ®AJI 21MM
030 030
A12ZMA02103550 M-access® K- M-axcecc K- K-FILE M- M-akcecc K- I
FILE DANIT ACCESS 21MM | ®AWJI 21MM
035 035
A12MA02104050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- [
FILE DA ACCESS 21MM | ®AWJI 21MM
040 040
A12MA02104550 M-access® K- M-akcecc K- K-FILE M- M-axkcecc K- I
FILE DA ACCESS 21MM | ®AWJI 21MM
045 045
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A12MA02105050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 21MM | ®AWUJI 21MM
050 050
A12MA02105550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE AN ACCESS 21MM | ®AMJI 21MM
055 055
A12MA02106050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE Y7 ACCESS 21MM | @AW 21MM
060 060
A12MA02107050 M-access® K- M-akcecc K- K-FILE M- M-axcece K-
FILE DAUTI ACCESS 2IMM | ®AWJI 21MM
070 070
A12MA02108050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE AW ACCESS 2IMM | ®AHJI 21MM
080 080
A12MA02109050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DOANIT ACCESS 21MM | ®AHJI 21MM
090 090
A12ZMA02110050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DAMI ACCESS 21MM | ®AWUJTI 21MM
100 100
AI2MA02111050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE AN ACCESS 21MM | ®AWJI 21MM
110 110
A1ZMA02112050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 2IMM | ®AMII 21MM
120 120
A12MA02113050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 2IMM | ®AMJI 21MM
130 130
A12MA02114050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE WYNZ8) ACCESS 2IMM | ®AMJI 21MM
140 140
A12MA02190050 M-access® K- M-axkcecc K- K-FILE M- M-akcecc K-
FILE DANI ACCESS 21MM | ®AWJI 21MM
15-40 15-40
A12ZMA02190150 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DANI ACCESS 21MM | ®AWJI 21MM
45-80 45-80
A12MA02190250 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 2IMM | ®AWJI 21MM

90-140

90-140
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A12MA02500650 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 25MM | ®AMJI 25MM
006 006
A12MA02500850 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 25MM | ®ANJI 25MM
008 008
A12MA02501050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE VN7 ACCESS 25MM | @AW 25MM
010 010
A12MA02501550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DANUIT ACCESS 25MM | ®AMJI 25MM
015 015
A12MA02502050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DAMI ACCESS 25MM | ®AWJI 25MM
020 020
A12MA02502550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DAMI ACCESS 25MM | ®AKJI 25MM
025 025
A12MA02503050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DAUIT ACCESS 25MM | @AW 25MM
030 030
A12ZMA02503550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DANTT ACCESS 25MM | ®AMJI 25MM
035 035
A12ZMA02504050 M-access® K- M-akcecc K- K-FILE M- M-axkcecc K-
FILE GANI ACCESS 25MM | ®AWJI 25MM
040 040
A12MA02504550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DAUTT ACCESS 25MM | ®AHJI 25MM
045 045
A1ZMA02505050 M-access® K- M-akcecc K- K-FILE M- M-axcecc K-
FILE DA ACCESS 25MM | @A 25MM
050 050
A12MA02505550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DOANII ACCESS 25MM | ®AJI 25MM
055 055
A12MA02506050 M-access® K- M-axkcecc K- K-FILE M- M-akcecc K-
FILE DANII ACCESS 25MM | ®AMJT 25MM
060 060
A12MA02507050 M-access® K- M-axkcecc K- K-FILE M- M-axcecc K-
FILE DAUIT ACCESS 25MM | ®AWJT 25MM

070

070
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A12MA02508050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DANII ACCESS 25MM | ®AMJI 25MM
080 080
A12MA02509050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DAMII ACCESS 25MM | ®AMJI 25MM
090 090
A12MA02510050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DAWIT ACCESS 25MM | ®AIJI 25MM
100 100
A12MA02511050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DANUI ACCESS 25MM | ®AWJT 25MM
110 110
A12MA02512050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 25MM | ®AWJI 25SMM
120 120
A12MA02513050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 25MM | ®AJ1 25MM
130 130
A12MA02514050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 25MM | ®AMJT 25MM
140 140
A12MA02590050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 25MM | ®AWJI 25MM
15-40 15-40
A12MA02590150 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 25MM | ®AWJI 25MM
45-80 45-80
A12MA02590250 M-access® K- M-axkcecc K- K-FILE M- M-axcecc K-
FILE DANI ACCESS 25MM | ®AWJI 25MM
90-140 90-140
A12ZMA03100650 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DAWT ACCESS 31MM | ®AWJI 31MM
006 006
A12MAO03100850 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 31MM | ®AWJI 31MM
008 008
A1ZMAO03101050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 31MM | ®AKJI 31MM
010 010
A12MAO03101550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DANJI ACCESS 31MM | ®AMJI 31MM

015

015
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A12MA03102050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 31MM | ®AIJI 31MM
020 020
A12MA03102550 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 31MM | ®AWJ 31MM
025 025
A12MA03103050 M-access® K- M-axcece K- K-FILE M- M-akcece K-
FILE OAUTT ACCESS 31MM | ®AHJI 31MM
030 030
A12MA03103550 M-access® K- M-axcecc K- K-FILE M- M-akcecc K-
FILE OAWI ACCESS 31MM | ®AMJI 31MM
035 035
A12MA03104050 M-access® K- M-axkcece K- K-FILE M- M-akcecc K-
FILE DAUI ACCESS 31MM | ®AWJI 31MM
040 040
A12MA03104550 M-access® K- M-axcecc K- K-FILE M- M-akcecc K-
FILE DA ACCESS 31MM | ®AWJI 31MM
045 045
A12MA03105050 M-access® K- M-axkcecc K- K-FILE M- M-akcece K-
FILE DA ACCESS 31MM | ®AWJI 31MM
050 050
A12MA03105550 M-access® K- M-akcecc K- K-FILE M- M-axcecc K-
FILE YNZ8) ACCESS 31MM | ®AHJI31MM
055 055
A12MA03106050 M-access® K- M-akcece K- K-FILE M- M-akcecc K-
FILE DA ACCESS 31MM | ®AWJI 31MM
060 060
A12MA03107050 M-access® K- M-axcecc K- K-FILE M- M-akcecc K-
FILE OANI ACCESS 31MM | ®AWJI 31MM
070 070
A12MA03108050 M-access® K- M-axcecc K- K-FILE M- M-akcece K-
FILE GANJ ACCESS 31MM | ®AKUJI 31MM
080 080
A12MA03109050 M-access® K- M-axcecc K- K-FILE M- M-akcecc K-
FILE DANUT ACCESS 31MM | ®AWJI 31MM
090 090
A12MA03110050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K-
FILE DANII ACCESS 31MM | @AW 3IMM
100 100
A12MA03111050 M-access® K- M-axcecc K- K-FILE M- M-akcece K-
FILE DA ACCESS 31MM | ®AIJI 31MM

110

110
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A12MA03112050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- 1
FILE DANII ACCESS 31MM | @AW 31MM
120 120
A12MA03113050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- 1
FILE AN ACCESS 31MM | ®AWJI 31MM
130 130
A12MAO03114050 M-access® K- M-akcece K- K-FILE M- M-akcecc K- |
FILE DANJ ACCESS 31MM | ®AMJI 31MM
140 140
A12MA03190050 M-access® K- M-akcecc K- K-FILE M- M-akcecc K- |
FILE DAWI ACCESS 31MM | ®AWJI 31MM
15-40 15-40
A12MA03190150 M-access® K- M-akcecc K- K-FILE M- M-axcecc K- I
FILE DOAUIT ACCESS 31MM | ®AWJI 31MM
45-80 45-80
A12MA03190250 M-access® K- M-akcecc K- K-FILE M- M-axcece K- 1
FILE DANI ACCESS 31MM | ®AMJI 31MM
90-140 90-140
BTUMAFL618015 | M-access® K- M-axcecc K- K-FLEXOFILE | M-axcecc K- I
FLEXOFILE® ®JIEKCODAMIT | M-ACCESS ®JIEKCODANI
18MM 015 18MM 015
BTUMAFL618020 | M-access® K- M-akcece K- K-FLEXOFILE | M-akcecc K- [
FLEXOFILE® ®JIEKCODAMIT | M-ACCESS ®JIEKCODANII
18MM 020 18MM 020
BTUMAFL618025 | M-access® K- M-akceec K- K-FLEXOFILE | M-akcecc K- [
FLEXOFILE® ®JIEKCODANJT | M-ACCESS ®JIIEKCODAW
18MM 025 18MM 025
BTUMAFL618030 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K- I
FLEXOFILE® ®JIEKCODANI] | M-ACCESS DOIEKCODANI
18MM 030 18MM 030
BTUMAFL618035 | M-access® K- M-axkcecc K- K-FLEXOFILE | M-akcecc K- I
FLEXOFILE® OIIEKCODAMIT | M-ACCESS ®IIEKCODANIT
18MM 035 18MM 035
BTUMAFL618040 | M-access® K- M-axkcecc K- K-FLEXOFILE | M-akcecc K- |
FLEXOFILE® ®JIEKCODAMIT | M-ACCESS ®JIEKCODAWIT
18MM 040 18MM 040
BTUMAFL621015 | M-access® K- M-axcecc K- K-FLEXOFILE | M-akcecc K- I
FLEXOFILE® ®JIEKCOD®ANIT | M-ACCESS GIIEKCODANI
21IMM 015 21IMM 015
BTUMAFL621020 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K- |
FLEXOFILE® ®JIEKCODANIT | M-ACCESS DOIIEKCODANIT
21MM 020 21MM 020
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BTUMAFL621025 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® OJIEKCODAWIT | M-ACCESS OJIEKCODAMII
21MM 025 21MM 025
BTUMAFL621030 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®IIEKCODAMNIT | M-ACCESS ®IIEKCODANIT
21MM 030 21MM 030
BTUMAFL621035 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® OJIEKCODAMII | M-ACCESS OJIEKCODAMII
21MM 035 21MM 035
BTUMAFL621040 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®JIEKCODAMI | M-ACCESS ®IIEKCODANIT
21MM 040 21MM 040
BTUMAFL621AST | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® OJIEKCODAMIT | M-ACCESS TU | ®JIEKCODAMI
21MM AST 21MM acc.
BTUMAFL625015 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®JIEKCODAMIT | M-ACCESS OIIEKCODANII
25MM 015 25MM 015
BTUMAFL625020 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® DJIEKCODAMIT | M-ACCESS DJIEKCODAMII
25MM 020 25MM 020
BTUMAFL625025 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®JIEKCODAMIT | M-ACCESS OJIEKCODAUI
25MM 025 25MM 025
BTUMAFL625030 | M-access® K- M-axcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®JIEKCODAMIT | M-ACCESS ®JIEKCODANIT
25MM 030 25MM 030
BTUMAFL625035 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®JIEKCODAMII-| M-ACCESS OJIEKCODAII
25MM 035 25MM 035
BTUMAFL625040 | M-access® K- M-axcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® DJIEKCODAMIT | M-ACCESS DJIEKCODANI
25MM 040 25MM 040
BTUMATFL625AST | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® OJIEKCODAMN | M-ACCESS TU | ®JIEKCODAMII
25MM AST 25MM ace.
BTUMAFL631015 | M-access® K- M-axkcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®IIEKCODAMIT | M-ACCESS ®JIEKCODANIT
3IMM 015 3IMM 015
BTUMAFL631020 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® DOJIEKCODAMIT | M-ACCESS DJIEKCODAMII
31MM 020 31MM 020
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BTUMAFL631025 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®JIEKCODAMI | M-ACCESS ®JIEKCODAMIT
31MM 025 31MM 025
BTUMAFL631030 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® OJIEKCODAMIT | M-ACCESS OJIEKCODAI
31MM 030 31MM 030
BTUMAFL631035 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® GIJIEKCODAMIT | M-ACCESS ®JIEKCODANII
31MM 035 31MM 035
BTUMAFL631040 | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® OJIEKCODAWIT | M-ACCESS OJIEKCODANI
31MM 040 31MM 040
BTUMAFL631AST | M-access® K- M-akcecc K- K-FLEXOFILE | M-akcecc K-
FLEXOFILE® ®JIEKCODAMIT | M-ACCESS TU | ®JIEKCODANII
31MM AST 31MM acc.
Bupaano IlpejicTaBHULTBOM “JIEHTCIUIAH Jlimiten", m. Kuis
[MorebHa M:I, ! DK JIPE/ICTABHULITBA
7l
Mianuc/Heua ,//// 09.02.2023 16.08.2027
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