DECLARATION OF CONFORMITY

EC COUNCIL DIRECTIVE 93/42/EEC FOR MEDICAL DEVICES

Manufacturer: LM-Instruments Oy
Norrbyn rantatie 8
21600 Parainen
Finland
Tel. +358 2 4546 400

Herewith we declare that the periodontal, cavity and root canal preparation instruments that we
are producing as well as LM Implant Misura instruments, LM-EndoMax endodontic hand files,
LM-ErgoHold3 and extraction instruments, comply with the relevant regulations of the guideline
93/42/EEC for medical devices as they have been modified with the directive 2007/47/EC. The
products are classified in Medical Devices, Class I.

Date, place: 25.5.2021, Parainen

fe

Kari Lehtonen
Quality Manager
LM-Instruments Oy




Appendix to DOC LM MDD Class | products

Code
611-621ESTU
612-622ES
612-622EST
612-622ESTU
612-6225I
612-622XS!
631-641ESTU
632-642ES
632-642EST
632-642ESTU
632-6425SI
632-642XSI
651-661ESTU
652-662ES
652-662EST
652-662ESTU
652-6625SlI
652-662X5I
671-681ESTU
671-681SI

S5632-642ESTORANGE

200621
200625
200631
200821
200825
200831
201021
201025
201031
201521
201525
201531
202021
202025
202031
202521
202525
202531
203021
203025
203031
203521
203525
203531
204021
204025

Product

TripleAngled BA Excavator1.Omm DTS U
Root Canal Excavator 1.0mm

Root Canal Excavator 1.0mm DTS
Root Canal Excavator 1.0mm DTS U
Root Canal Excavator 1.0mm

Root Canal Excavator 1.0mm
TripleAngled BA Excavatorl.5mm DTS U
Root Canal Excavator 1.5mm

Root Canal Excavator 1.5mm DTS
Root Canal Excavator 1.5mm DTS U
Root Canal Excavatar 1.5mm

Root Canal Excavator 1.5mm
TripleAngled BA Excavator2.0mm DTS U
Root Canal Excavator 2.0mm

Root Canal Excavator 2.0mm DTS
Root Canal Excavator 2.0mm DTS U
Root Canal Excavator 2.0mm

Root Canal Excavator 2.0mm
TripleAngled BA Excavator3.5mm DTS U
TripleAngled BA Excavator3.5mm
Root canal excavator 1,5 mm DTS
K-File 006/21mm

K-File 006/25mm

K-File 006/31mm

K-File 008/21mm

K-File 008/25mm

K-File 008/31mm

K-File 010/21mm

K-File 010/25mm

K-File 010/31mm

K-File 015/21mm

K-File 015/25mm

K-File 015/31mm

K-File 020/21mm

K-File 020/25mm

K-File 020/31mm

K-File 025/21mm

K-File 025/25mm

K-File 025/31mm

K-File 030/21mm

K-File 030/25mm

K-File 030/31mm

K-File 035/21mm

K-File 035/25mm

K-File 035/31mm

K-File 040/21mm

K-File 040/25mm
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204031
204521
204525
204531
205021
205025
205031
205521
205525
205531
206021
206025
206031
207021
207025
207031
208021
208025
208031
300821
300825
300831
301021
301025
301521
301525
302021
302025
302521
302525
302531
303021
303025
303031
303521
303525
303531
304021
304025
304031
304521
304525
304531
305021
305025
305031
305521
305525
305531
306021

K-File 040/31mm
K-File 045/21mm
K-File 045/25mm
K-File 045/31mm
K-File 050/21mm
K-File 050/25mm
K-File 050/31mm
K-File 055/21mm
K-File 055/25mm
K-File 055/31mm
K-File 060/21mm
K-File 060/25mm
K-File 060/31mm
K-File 070/21mm
K-File 070/25mm
K-File 070/31mm
K-File 080/21mm
K-File 080/25mm
K-File 080/31mm
Reamer 008/21mm
Reamer 008/25mm
Reamer 008/31mm
Reamer 010/21mm
Reamer 010/25mm
Reamer 015/21mm
Reamer 015/25mm
Reamer 020/21mm
Reamer 020/25mm
Reamer 025/21mm
Reamer 025/25mm
Reamer 025/31mm
Reamer 030/21mm
Reamer 030/25mm
Reamer 030/31mm
Reamer 035/21mm
Reamer 035/25mm
Reamer 035/31mm
Reamer 040/21mm
Reamer 040/25mm
Reamer 040/31mm
Reamer 045/21mm
Reamer 045/25mm
Reamer 045/31mm
Reamer 050/21mm
Reamer 050/25mm
Reamer 050/31mm
Reamer 055/21mm
Reamer 055/25mm
Reamer 055/31mm
Reamer 060/21mm



306025
306031
307021
307025
307031
308021
308025
308031
400821
400825
401021
401025
401031
401521
401525
401531
402021
402025
402031
402521
402525
402531
403021
403025
403031
403521
403525
403531
404021
404025
404031
404521
404525
404531
405021
405025
405031
405521
405525
405531
406021
406025
406031
407021
407025
407031
408021
408025
408031
501521

Reamer 060/25mm

Reamer 060/31mm

Reamer 070/21mm

Reamer 070/25mm

Reamer 070/31mm

Reamer 080/21mm

Reamer 080/25mm

Reamer 080/31mm

Hedstroem 008/21mm
Hedstroem 008/25mm
Hedstroem 010/21mm
Hedstroem 010/25mm
Hedstroem 010/31mm
Hedstroem 015/21mm
Hedstroem 015/25mm
Hedstroem 015/31mm
Hedstroem 020/21mm
Hedstroem 020/25mm
Hedstroem 020/31mm
Hedstroem 025/21mm
Hedstroem 025/25mm
Hedstroem 025/31mm
Hedstroem 030/21mm
Hedstroem 030/25mm
Hedstroem 030/31mm
Hedstroem 035/21mm
Hedstroem 035/25mm
Hedstroem 035/31mm
Hedstroem 040/21mm
Hedstroem 040/25mm
Hedstroem 040/31mm
Hedstroem 045/21mm
Hedstroem 045/25mm
Hedstroem 045/31mm
Hedstroem 050/21mm
Hedstroem 050/25mm
Hedstroem 050/31mm
Hedstroem 055/21mm
Hedstroem 055/25mm
Hedstroem 055/31mm
Hedstroem 060/21mm
Hedstroem 060/25mm
Hedstroem 060/31mm
Hedstroem 070/21mm
Hedstroem 070/25mm
Hedstroem 070/31mm
Hedstroem 080/21mm
Hedstroem 080/25mm
Hedstroem 080/31mm
NiTi File 015/21mm



501525
502021
502025
502521
502525
503021
503025
503521
503525
504021
504025
504521
504525
505021
505025
505521
505525
506021
506025
2015-04021
2015-04025
2015-04031
2045-08021
2045-08025
2045-08031
3015-04021
3015-04025
3015-04031
3045-08021
3045-08025
3045-08031
4015-04021
4015-04025
4015-04031
4045-08021
4045-08025
4045-08031
5015-04021
5015-04025
5003
90037
9003TU
812210
812220
812230
812240
812250
812430
812440
812450

NiTi File 015/25mm

NiTi File 020/21mm

NiTi File 020/25mm

NiTi File 025/21mm

NiTi File 025/25mm

NiTi File 030/21mm

NiTi File 030/25mm

NiTi File 035/21mm

NiTi File 035/25mm

NiTi File 040/21mm

NiTi File 040/25mm

NiTi File 045/21mm

NiTi File 045/25mm

NiTi File 050/21mm

NiTi File 050/25mm

NiTi File 055/21mm

NiTi File 055/25mm

NiTi File 060/21mm

NiTi File 060/25mm

K-File 015-040/21mm assortment
K-File 015-040/25mm assortment
K-File 015-040/31mm assortment
K-Files 045-080/21mm assortmen
K-File 045-080/25mm assortment
K-File 045-080/31mm assortment
Reamer 015-040/21mm assortment
Reamer 015-040/25mm assortment
Reamer 015-040/31mm assortment
Reamer 045-080/21mm assortment
Reamer 045-080/25mm assortment
Reamer 045-080/31mm assortment
Hedstroem 015-040/21mm assortm
Hedstroem 015-040/25mm assortm
Hedstroem 015-040/31mm assortm
Hedstroem 045-080/21mm assortm
Hedstroem 045-080/25mm assortm
Hedstroem 045-080/31mm assortm
NiTi File 015-040/21mm assortm
NiTi File 015-040/25mm assortm
LM-ErgoHold 3

LM-ErgoHold 3 DTS

LM-ErgoHold 3 DTS U

LM-RootOut

LM-LiftOut S2

LM-LiftOut S3

LM-LiftOut S4

LM-LiftOut S5

LM-LiftOut C3

LM-LiftOut C4

LM-LiftOut C5



812630
812640
812650
812830
812840
812850
814230
814240
814250
814430
814440
814450
769-771ES
769-771EST
769-771ESTU
769-771X5I
8122107
8122207
812230T
8122407
8122507
8124307
8124407
8124507
8126307
812640T
8126507
8128307
8128407
8128507
8142307
8142407
8142507
8144307
8144407
8144507
400-401ES
400-401EST
400-401ESTU
402-403ES
402-403EST
402-403ESTU
404-405ES
404-405EST
404-405ESTU
406-407ES
406-407EST
406-407ESTU
408-409ES
408-409EST

LM-SlimLift S3

LM-SlimLift 54

LM-SlimLift S5

LM-SlimLift C3

LM-SlimLift C4

LM-SlimLift C5

LM-TwistOut S3

LM-TwistOut 54

LM-TwistOut S5

LM-TwistOut C3

LM-TwistOut C4

LM-TwistOut C5

Root Tip Pick

Root Tip Pick DTS

Root Tip Pick DTS U

Root Tip Pick

LM-RootQut DTS
LM-LiftOut S2 DTS
LM-LiftOut 53 DTS
LM-LiftOut S4 DTS
LM-LiftOut S5 DTS

LM-LiftOut C3 DTS
LM-LiftOut C4 DTS
LM-LiftOut C5 DTS

LM-SlimLift $3 DTS

LM-SlimLift S4 DTS

LM-SlimLift S5 DTS

LM-SlimLift C3 DTS
LM-SlimLift C4 DTS

LM-SlimLift C5 DTS
LM-TwistOut S3 DTS
LM-TwistOut 5S4 DTS
LM-TwistOut S5 DTS
LM-TwistOut C3 DTS
LM-TwistOut C4 DTS
LM-TwistOut C5 DTS

Implant Misura MR 3.0-5.0
Implant Misura MR 3.0-5.0 DTS
Implant Misura MR3.0-5.0 DTS U
Implant Misura MR 3.1-5.3
Implant Misura MR 3.1-5.3 DTS
Implant Misura MR3.1-5.3 DTS U
Implant Misura MR 3.3-5.6
Implant Misura MR 3.3-5.6 DTS
Implant Misura MR3.3-5.6 DTS U
Implant Misura MR 3.4-5.8
Implant Misura MR 3.4-5.8 DTS
Implant Misura MR3.4-5.8 DTS U
Implant Misura MR 3.7-6.3
Implant Misura MR 3.7-6.3 DTS



408-409ESTU
6843ES
121-122ES
121-122EST
121-122ESTU
121-12251
121-122XSl
125-126ES
125-126EST
125-126ESTU
125-1265I
125-126XSI
522-523ES
522-523EST
522-523ESTU
522-5235l
522-523XS|
533-534ES
533-534E5T
533-534E5TU
533-5345|
533-534X5l
611-621ES
611-621EST
611-621SI
611-621XSl
61-62ES
61-62EST
61-62ESTU
61-62PDOLM
61-625|
61-62XSI
631-641ES
631-641EST
631-6415|
631-641X5|
63-64ES
63-64EST
63-64ESTU
63-64PDLM
63-64PDOLM
63-64SI
63-64XSI
651-661ES
651-661EST
651-661SI
651-661XSI
65-66ES
65-66EST
65-66ESTU

Implant Misura MR3.7-6.3 DTS U
LM-Implant Misura Kit
GingivalMarginTrimmerl.2mm,dis
GingivalMarginTrimmerl.2mm,dis DTS
GingivalMarginTrimmerl.2mm,dis DTS U
GingivalMarginTrimmerl.2mm,dis
GingivalMarginTrimmerl.2mm dis
GingivalMarginTrimmerl.2mm mes
GingivalMarginTrimmerl.2mm mes DTS

GingivalMarginTrimmerl.2mm mes DTS U

GingivalMarginTrimmerl.2mm mes
GingivalMarginTrimmerl.2Zmm mes
Spoon Excavator 1.0mm

Spoon Excavator 1.0mm DTS
Spoon Excavator 1.0mm DTS U
Spoon Excavator 1.0mm

Spoon Excavator 1.0mm

Spoon Excavator 1.5mm

Spoon Excavator 1.5mm DTS
Spoon Excavator 1.5mm DTS U
Spoon Excavator 1.5mm

Spoon Excavator 1.5mm
TripleAngled BA Excavatorl.0mm
TripleAngled BA Excavatorl.Omm DTS
TripleAngled BA Excavatorl.0mm
TripleAngled BA Excavatorl.0mm
Round Excavator 1.0mm

Round Excavator 1.0mm DTS
Round Excavator 1.0mm DTS U
Round Excavator 1.0mm Orbis
Round Excavator 1.0mm

Round Excavator 1.0mm
TripleAngled BA Excavatorl.5mm
TripleAngled BA Excavatorl.5mm DTS
TripleAngled BA Excavatorl.5mm
TripleAngled BA excavatorl.5mm
Round Excavator 1.5mm

Round Excavator 1.5mm DTS
Round Excavator 1.5mm DTS U
Round excavator 1.5mm Orbis
Round excavator 1.5mm Orbis
Round Excavator 1.5mm

Round Excavator 1.5mm
TripleAngled BA Excavator2.0mm
TripleAngled BA Excavator2.0mm DTS
TripleAngled BA Excavator2.0mm
TripleAngled BA Excavator2.0mm
Round Excavator 2.0mm

Round Excavator 2.0mm DTS
Round Excavator 2.0mm DTS U



65-66PDOLM
65-665I

65-66XSI
671-681ES
671-681EST
671-681XSI
S121-122ESTGREY
$125-126ESTGREY
S63-64ESTGREY

Round Excavator 2.0mm QOrbis

Round Excavator 2.0mm

Round Excavator 2.0mm

TripleAngled BA Excavator3.5mm
TripleAngled BA Excavator3.5mm DTS
TripleAngled BA Excavator3.5mm

Gingival margin trimmer, distal 1,2mm DTS
Gingival margin trimmer, mesial 1,2mm DTS
Excavator, round 1,5mm DTS



