VB Yemities

EU DECLARATION OF CONFORMITY
(Per Annex IV of MDR (EU) 2017/745) (EN)

MEDIGMA BIOMEDICAL GmbH
Siemensstrale 10, 78564 Wehingen, Germany

Name and address of the firm

Single Registration Number - SRN DE-MF-000009412

We declare under our sole responsibility that
Meets all the provisions of REGULATION MDR (EU) 2017/745 which apply to it

Basic UDI-DI The full list of Basic UDI-DI covered by this Declaration of Conformity is referenced in
the list below.
The list of products including UDI-DI covered by this Declaration of Conformity is
UDI-DI . .
referenced in the list below.
The medical device Dental Drills, Tissue Punches, Handpiece Connected Surgical Tools and Anchorage Screws
of class I1ain accordance to Rule 5 and Rule 6 of Annex V111 Chapter 111 of the MDR (EU) 2017/745
* Dental Drills are bone cutting instruments intended for use in reconstructive oral surgery to
drill or cut into the upper or lower jaw to prepare the bone for an implant insert.
Intended use * Guided Drills, Tissue Punches, Tools and Accessories are intended to perform an implant

surgery using a surgical guide (template) constructed following computerized 3D planning of a
preoperative CT-scan.
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Medigma’s guided drills, tissue punches and surgical tools are to be used by qualified
personnel in conjunction with a case-specific template fitted with designated sleeves for the
surgical preparation of the jawbone for implant placement.

Medigma’s guided surgery drills and tools are planned to support both fully guided and
partially guided modes of operation.

» Handpiece-connected Surgical Tools are intended to be used in conjunction with a drilling
unit for implant placement and screw tightening.

Applied harmonized standards, national standards, or other ) ) ) ] )
normative documents The list of applied standards provided in Appendix A.

Conformity assessment procedure MDR (EU) 2017/745, Article 52, Annex IX (Chapters | ), and applicable GSPRs.

- _ mdc medical device certification GmbH.
Notified Body (if consulted) KriegerstraRe 6, D-70191 Stuttgart, Germany.
Notified Body number: 0483

PRRC Signature:

Date: 05.03.2024

Place, date, signature, company stamp Signature: L. P - e/ S

Dr. Konstantin von Martius

MTC Medical Technology Consultants GmbH
Zuccalistr. 19, D-80639 Minchen, Germany
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QA/RA Manager Signature:
Date: 05.03.2024

Signature: f((/( s
llana Lutvak
MEDIGMA BIOMEDICAL GmbH

SiemensstralRe 10, 78564 Wehingen, Germany
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List of products covered by this Declaration of Conformity:

ﬁﬂtma't;’gr”e UDI-DI Number | Description GMDN EMDN Basic UDI-DI
1320DM 4260525160603 Pilot Drill 2mmD x 6-13mmL 32390 712110102 426052516PilotDrillM4
1328DM 4260525160634 Twist Step Drill 2.3/2.8mmD x 6-13mmL 32390 712110102 426052516 TwistStepDrill8Z
1332DM 4260525160665 Twist Step Drill 2.8/3.2mmD x 6-13mmL 32390 212110102 426052516 TwistStepDrill8Z
1336DM 4260525160696 Twist Step Drill 3.2/3.6mmD x 6-13mmL 32390 212110102 426052516 TwistStepDrillsZ
1342DM 4260525160702 Twist Step Drill 3.8/4.2mmD x 6-13mmL 32390 212110102 426052516 TwistStepDrill8Z
1346DM 4260525160733 Twist Step Drill 4.2/4.6mmD x 6-13mmL 32390 212110102 426052516 TwistStepDrillsZ
1352DM 4260525160764 Twist Step Drill 4.8/5.2mmD x 6-13mmL 32390 712110102 426052516 TwistStepDrill8Z
1356DM 4260525160795 Twist Step Drill 5.2/5.6mmD x 6-13mmL 32390 212110102 426052516 TwistStepDrill8Z
1820DM 4260525160856 Pilot Drill 2mmD x 8-18mmL 32390 712110102 426052516PilotDrillM4
1828DM 4260525160931 Twist Step Drill 2.3/2.8mmD x 8-18mmL 32390 212110102 426052516 TwistStepDrill8Z
1832DM 4260525161013 Twist Step Drill 2.8/3.2mmD x 8-18mmL 32390 212110102 426052516 TwistStepDrill8Z
1836DM 4260525161099 Twist Step Drill 3.2/3.6mmD x 8-18mmL 32390 712110102 426052516 TwistStepDrill8Z
1842DM 4260525161174 Twist Step Drill 3.8/4.2mmD x 8-18mmL 32390 212110102 426052516 TwistStepDrill8Z
1846DM 4260525161259 Twist Step Drill 4.2/4.6mmD x 8-18mmL 32390 212110102 426052516 TwistStepDrill8Z
1852DM 4260525161334 Twist Step Drill 4.8/5.2mmD x 8-18mmL 32390 212110102 426052516 TwistStepDrill8Z
1856DM 4260525161419 Twist Step Drill 5.2/5.6mmD x 8-18mmL 32390 212110102 426052516 TwistStepDrill8Z
1511TDM 4260525160849 Three Step Drill-Short 32390 212110102 426052516 TriStepDrillWR
2218TDM 4260525161495 Three Step Drill-Long 32390 712110102 426052516 TriStepDrillWR
MTD1 4260525161891 Tip Drill 32390 712110102 426052516 TipDrill7H
DM1325 4260525163604 Twist Step Drill 1.8/2.5mmD x 6-13mmL 32390 712110102 TwistStepDrill8Z426052516
DM1825 4260525169149 Twist Step Drill 1.8/2.5mmD x 8-18mmL 32390 712110102 TwistStepDrill8Z426052516
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ﬁﬁtﬁg’gr“e UDI-DI Number | Description GMDN EMDN Basic UDI-DI
DM2525 4260525163628 Extra Long Pilot Drill 1.8/2.5mmD x 16-25mmL 32390 712110102 TwistStepDrill8Z426052516
DM2532 4260525163635 Extra Long Twist Step Drill 2.8/3.2mmD x 16-25mmL 32390 212110102 TwistStepDrill8Z426052516
DM2536 4260525163642 Extra Long Twist Step Drill 3.2/3.6mmD x 16-25mmL 32390 712110102 TwistStepDrill8Z426052516
MGSD0625 4260525163925 Pilot Drill S$-5.5, 2.5/1.8mmDx6.0mmL 32390 212110102 GuidPilotDrillQK426052516
MGSD0632 4260525163932 Drill S-5.5, 3.2/2.5mmDx6.25mmL 32390 212110102 GuidDrillYD426052516
MGSD0638 4260525163949 Drill S-5.5, 3.85/3.2mmDx6.25mmL 32390 212110102 GuidDrillYD426052516
MGSD0646 4260525163956 Drill S-5.5, 4.6/3.85mmDx6.25mmL 32390 212110102 GuidDrillYD426052516
MGSD0825 4260525163963 Drill S-5.5, 2.5/1.8mmDx8.0mmL 32390 212110102 GuidDrillYD426052516
MGSD0832 4260525163970 Drill S-5.5, 3.2/2.5mmDx8.0mmL 32390 212110102 GuidDrillYD426052516
MGSD0838 4260525163987 Drill S-5.5, 3.85/3.2mmDx8.0mmL 32390 212110102 GuidDrillYD426052516
MGSD0846 4260525163994 Drill S-5.5, 4.6/3.85mmDx8.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1025 4260525164007 Drill S-5.5, 2.5/1.8mmDx10.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1032 4260525164014 Drill S-5.5, 3.2/2.5mmDx10.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1038 4260525164021 Drill S-5.5, 3.85/3.2mmDx10.0mmL 32390 712110102 GuidDrillYD426052516
MGSD1046 4260525164038 Drill S-5.5, 4.6/3.85mmDx10.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1125 4260525164045 Drill $-5.5, 2.5/1.8mmDx11.5mmL 32390 212110102 GuidDrillYD426052516
MGSD1132 4260525164052 Drill S-5.5, 3.2/2.5mmDx11.5mmL 32390 212110102 GuidDrillYD426052516
MGSD1138 4260525164069 Drill $-5.5, 3.85/3.2mmDx11.5mmL 32390 212110102 GuidDrillYD426052516
MGSD1146 4260525164076 Drill S-5.5, 4.6/3.85mmDx11.5mmL 32390 212110102 GuidDrillYD426052516
MGSD1325 4260525164090 Drill S-5.5, 2.5/1.8mmDx13.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1332 4260525164106 Drill $-5.5, 3.2/2.5mmDx13.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1338 4260525164113 Drill S-5.5, 3.85/3.2mmDx13.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1346 4260525164120 Drill S-5.5, 4.6/3.85mmDx13.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1625 4260525164144 Drill S-5.5, 2.5/1.8mmDx16.0mmL 32390 212110102 GuidDrillYD426052516
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ﬁﬁ:ﬁg’gr“e UDI-DI Number | Description GMDN EMDN Basic UDI-DI
MGSD1632 4260525164151 Drill S-5.5, 3.2/2.5mmDx16.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1638 4260525164168 Drill S-5.5, 3.85/3.2mmDx16.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1646 4260525164175 Drill S-5.5, 4.6/3.85mmDx16.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1825 4260525169132 Drill S-5.5, 2.5/1.8mmDx18.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1832 4260525169156 Drill $-5.5, 3.2/2.5mmDx18.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1838 4260525169163 Drill S-5.5, 3.85/3.2mmDx18.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1846 4260525169170 Drill S-5.5, 4.6/3.85mmDx18.0mmL 32390 212110102 GuidDrillYD426052516
MGSD1915 4260525164182 Anchoring Drill S-2.0, 2.0/1.5mmDx19mmL 32390 212110102 GuidAnchoDrill3G426052516
MGSD1917 4260525164199 Anchoring Drill S-2.0, 2.0/1.7mmDx19mmL 32390 212110102 GuidAnchoDrill3G426052516
MGSNO0625 4260525164274 Pilot Drill S-3.3, 2.5/1.8mmDx6.0mmL 32390 212110102 GuidPilotDrillQK426052516
MGSN1025 4260525164281 Drill $-3.3, 2.5/1.8mmDx10.0mmL 32390 212110102 GuidDrillYD426052516
MGSN1125 4260525164298 Drill $-3.3, 2.5/1.8mmDx11.5mmL 32390 212110102 GuidDrillYD426052516
MGSN1325 4260525164304 Drill $-3.3, 2.5/1.8mmDx13.0mmL 32390 212110102 GuidDrillYD426052516
MGSN1625 4260525164311 Drill $-3.3, 2.5/1.8mmDx16.0mmL 32390 212110102 GuidDrillYD426052516
ITHS 4260525161853 Drill Extension 66247 L0317 DrillExtension85426052516
MNDO0062 4260525165165 ND 2mm Hex Handpiece Adapter - Short 66247 L0317 NDHHandPAdapU4426052516
MNDO0068 4260525165196 ND 2mm Hex Handpiece Adapter - Short 66247 L0317 NDHHandPAdapU4426052516
MNDO0071 4260525165202 ND 2mm Hex Handpiece Adapter - Medium 66247 L0317 NDHHandPAdapU4426052516
MNDO0072 4260525165219 ND 2mm Hex Handpiece Adapter - Long 66247 L0317 NDHHandPAdapU4426052516
MND0074 4260525165233 ND 2mm Hex Handpiece Adapter - Long 66247 L0317 NDHHandPAdapU4426052516
MSD0062 4260525166209 SD Handpiece Hex Adapter-Short 66247 L0317 SDHHandPAdapZV426052516
MSD0068 4260525166254 SD 2.25mm Hex Handpiece Adapter - Short 66247 L0317 SDHHandPAdapZV426052516
MSD0071 4260525166261 SD 2.25mm Hex Handpiece Adapter - Medium 66247 L0317 SDHHandPAdapZV426052516
MSD0072 4260525166278 SD Handpiece Hex Adapter-Long 66247 L0317 SDHHandPAdapZV426052516
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ﬁﬁtﬁg’gr“e UDI-DI Number | Description GMDN EMDN Basic UDI-DI
MSDO0074 4260525166292 SD 2.25mm Hex Handpiece Adapter - Long 66247 L0317 SDHHandPAdapZV426052516
MIH6030 4260525167374 IH Hex Handpiece Adapter 66247 L0317 IHHHandPAdapS7426052516
MIH6120 4260525167398 mm Square Hand Piece Adapter4 66247 L0317 IHHHandPAdapS7426052516
MWD0062 4260525168425 WD Handpiece Hex Adapter-Short 66247 L0317 WDHHandPAdap6L426052516
MWDO0068 4260525168456 WD 2.65mm Hex Handpiece Adapter - Short 66247 L0317 WDHHandPAdap6L426052516
MWD0071 4260525168463 WD 2.65mm Hex Handpiece Adapter - Medium 66247 L0317 WDHHandPAdap6L426052516
MWDO0072 4260525168470 WD Handpiece Hex Adapter-Long 66247 L0317 WDHHandPAdap6L426052516
MWDO0074 4260525168494 WD 2.65mm Hex Handpiece Adapter - Long 66247 L0317 WDHHandPAdap6L426052516
MGST0021 4260525163789 Handpiece Socket L10.5 66247 L0317 HandPSocket 6V426052516
MGST0022 4260525163796 Handpiece Socket L14.5 66247 L0317 HandPSocket 6V426052516
MGST0028 4260525163833 Handpiece Guide Fixation Screw Driver 66247 L26 HandPFixtureUZ426052516
MGST0032 4260525163864 Handpiece Fixture Mount 66247 L0317 HandPFixtureUZ426052516
MSD0018 4260525165820 Star Handpiece Driver - Short 66247 L26 StaHandPDrivZT426052516
MSD0019 4260525165837 Star Handpiece Driver - Long 66247 L26 StaHandPDrivZT426052516
MIH9030 4260525167817 Hex Driver for Handpiece - Short 1.27 66247 L26 HexDrivHandP6Q426052516
MIH9035 4260525167831 Hex Driver for Handpiece - Long 1.27 66247 L26 HexDrivHandP6Q426052516
MGKO0068 4260525169187 Grand Konisch™ Star Handpiece Adapter - Short 66247 L0317 GKSHandPAdap4U426052516
MGKO0071 4260525169194 Grand Konisch™ Star Handpiece Adapter - Medium 66247 L0317 GKSHandPAdap4U426052516
MGKO0074 4260525169200 Grand Konisch™ Star Handpiece Adapter - Long 66247 L0317 GKSHandPAdap4U426052516
HAL9025 4260525161822 mm Male Hex Hand Piece Adapter -Long2.4 66247 L0317 MaleHHandPAdapT9426052516
HAS9020 4260525161839 mm Male Hex Hand Piece Adapter -Short2.4 66247 L0317 MaleHHandPAdapT9426052516
TMA-HAL 4260525163093 TMA/FC Hex Hand Piece Adapter - Long 66247 L0317 TMAHHandPAdap8Z426052516
TMA-HAS 4260525163109 TMAV/FC Hex Hand Piece Adapter - Short 66247 L0317 TMAHHandPAdap8Z426052516
SHHA9021 4260525163529 RS Hex Handpiece Adapter Short 66247 L0317 IHHHandPAdapS7426052516
MHHA9026 4260525163536 RS Hex Handpiece Adapter Medium 66247 L0317 IHHHandPAdapS7426052516
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ﬁsﬁg’gr“e UDI-DI Number | Description GMDN EMDN Basic UDI-DI
LHHA9029 4260525163543 RS Hex Hand Piece Adapter Long 66247 L0317 IHHHandPAdapS7426052516
FK6302 4260525163611 Surgical Kit-Advanced ™Fix Konisch 45147 159016 FullKitFK426052516
FK6300 4260525163598 Surgical Kit-Premium T™Fix Konisch 45147 159016 FullKitFK426052516
MGSK001 4260525164250 MB Guided Surgery Drills Kit 45147 L159016 FullKitFK426052516
MGSK003 4260525164267 MB Guided Surgery Tools Kit - IHX Implants 45147 L159016 FullKitFK426052516
MBPK6300 4260525165622 MB Prosthetic Kit 45147 L159016 FullKitFK426052516
S1001M 4260525162201 Regular Long Drill Stop Kit 45147 L159016 426052516FullKitFK
$1002M 4260525162218 Wide Long Drill Stop Kit 45147 L159016 426052516FullKitFK
S1003M 4260525162225 Regular Short Drill Stop Kit 45147 L159016 426052516FullKitFK
$1004M 4260525162232 Wide Short Drill Stop Kit 45147 L159016 426052516FullKitFK
SURPA 4260525162812 Standard Internal Hex Plastic Surgical Kit-Advanced 45147 L 159016 426052516FullKitFK
SURPAS 4260525162829 Standard Internal Hex Plastic Surgical Kit-Advanced Short Drills 45147 L159016 426052516FullKitFK
SURPP 4260525162836 Standard Internal Hex Plastic Surgical Kit-Premium 45147 L159016 426052516FullKitFK
SURPS 4260525162843 Standard Internal Hex Plastic Surgical Kit-Starter 45147 L159016 426052516FullKitFK
SURPSS 4260525162850 Standard Internal Hex Plastic Surgical Kit-Starter Short Drills 45147 L159016 426052516FullKitFK
SURIM 4260525162799 Metal Box Surgical 1 45147 L159016 426052516FullKitFK
SUR2M 4260525162805 Small Metal Box Surgical 45147 L159016 426052516FullKitFK
MGK®6301 4260525169217 Grand Konisch™.-Standard Internal Star Plastic Surgical Kit-Premium 45147 L159016 426052516FullKitFK
MGK6322 4260525169224 Grand Konisch™-Standard Internal Star Plastic Surgical Kit-Advanced 45147 L159016 426052516FullKitFK
MGSD3055 4260525164212 Tissue Punch 3.0mmD, S-5.5 45329 L0399 426052516 TissuePunchP6
MGSD3755 4260525164229 Tissue Punch 3.75mmD, S-5.5 45329 L0399 426052516 TissuePunchP6
MGSD4355 4260525164236 Tissue Punch 4.25mmD, S-5.5 45329 L0399 426052516 TissuePunchP6
MGSD5055 4260525164243 Tissue Punch 5.0mmD, S-5.5 45329 L0399 426052516 TissuePunchP6
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ﬁﬁﬁg’gr“e UDI-DI Number | Description GMDN EMDN Basic UDI-DI

MGSN3033 4260525164328 Narrow Tissue Punch 3.0mmD, S-3.3 45329 L0399 426052516 TissuePunchP6
MGSD1320 4260525164083 D 13mmL Anchorage Screw2.0 62547 Q010599 AnchoScrewsKZ426052516
MGSD1520 4260525164137 D 15mmL Anchorage Screw2.0 62547 Q010599 AnchoScrewsKZ426052516
MGSD1920 4260525164205 D 19mmL Anchorage Screw2.0 62547 Q010599 AnchoScrewsKZ426052516

--End of Product List--
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