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Class 1 Medical Devices  

We 

INNOMED, Inc. 
 103 Estus Drive 
Savannah, GA 31404,  
U.S.A. 

 

having designated: 

MediMark Europe Sarl., 11 rue Emile Zola – BP 2332. 
38033 Grenoble Cedex 2, France  
 

As our European Authorized Representative 

 

having our Quality Management System been certified against ISO 13485:2016 standard 
(Certificate N° 018365 by SRI Quality System Registrar) 

insure and declare under our sole responsibility that the class 1 medical devices specified in 
the attached list to which this declaration relates are in conformity with the requirements of 
the Medical Devices Directive 93/42 EEC. 

 

This declaration is made in accordance with Annex VII of the Medical Devices Directive 93/42 
EEC as amended by Directive 2007/47/EC and is valid for an undetermined period of time. 

 

Savannah, GA, 25 January 2021 

Name of the authorized person:  

Title:     Senior VP of Sales 

 

Signature:    Missy Squires 
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List of Class 1 Medical Devices in relation with the above declaration 

 

Device designation / Ref N° Classification Rule N°  

  

Please see attached 39-page List  “2021-01-25   DECLARATION N° 2021-
01-25 “  of  INNOMED CLASS 1 DEVICES - DoC co-signed MME 

       Rule 6 Annex IX 

  

  

 

 

Savannah, GA, 25 January 2021 

Name of the authorized person: 

Title:    Senior VP of Sales 

 

Signature:      Missy Squires 

 



       

 

Annex to the Declaration of Conformity N° 2021-01-25 
signed on 25 January 2021 

 
 
 
 

Manufacturer’s Name Innomed, Inc. 

Manufacturer’s Address 103 Estus Drive Savannah, GA 31405 USA 

SRN (Single Registration 
Number) 

US-MF-000014761 

Authorized Representative’s 
Name & SRN 

MediMark Europe 
FR-AR-000000182 

Authorized Representative’s 
Address 

11 rue Emile Zola, BP 2332 
F-38033, Grenoble Cedex 2, France 

 
 

We hereby insure and declare under our sole responsibility that we are in conformity 
with the requirements of the Regulation (EU) MDR 2017/745 for medical devices 
relating to post-market surveillance, market surveillance, vigilance, registration of 
economic operators and of devices. 

 
These requirements apply in place of the corresponding requirements in Directive 
93/42/EEC to which our Declaration of Conformity N° 2021-01-25 makes reference. 

 
All supporting documentation is retained at the premises of the manufacturer. 

 
 
Place and date of issue: Savannah GA, 27 November 2023. 

 
 
Name, Function: Missy Squires, Sr. VP Domestic and International Sales 

 

Signature: Missy Squires 



       

The Transitional Provisions established under Article 120 of the MDR also apply to Class I devices that 

were Class I under the MDD and will require the intervention of a notified body for the first time under the 

MDR. Under certain conditions, these devices can continue to be placed on the market until May 2024. 

After that date, the device can continue to be made available on the market via distributors, or put into 

service by end-users, until 27 May 2025.   

 
Item Description 
1124-01 CARPAL TUNNEL RELEASE BLADE 
1131 WHITE ASPIRATION HANDLE 
1132-00 DITMARS CARPAL TUNNEL RELEASE SET 
1132-01 DITMARS LARGE CURVED RELEASE RETRACTOR 
1132-02 DITMARS SMALL CURVED RELEASE RETRACTOR 
1132-03 DITMARS STRAIGHT CARPAL TUNNEL PROBE 
1134 HAND/FINGER POSITIONER 
1168-2 ORTHO MINI GOUGE 2MM 
1168-3 ORTHO MINI GOUGE 3MM 
1168-4 ORTHO MINI GOUGE 4MM 
1168-5 ORTHO MINI GOUGE 5MM 
1168-6 ORTHO MINI GOUGE 6MM 
1168-7 ORTHO MINI GOUGE 7MM 
1168-8 ORTHO MINI GOUGE 8MM 
1169-1 ORTHO MINI OFFSET CHISEL 1MM 
1169-2 ORTHO MINI OFFSET CHISEL 2MM 
1169-3 ORTHO MINI OFFSET CHISEL 3MM 
1169-4 ORTHO MINI OFFSET CHISEL 4MM 
1169-5 ORTHO MINI OFFSET CHISEL 5MM 
1170-3 ORTHO MINI STRAIGHT CHISEL 3MM 
1170-4 ORTHO MINI STRAIGHT CHISEL 4MM 
1170-5 ORTHO MINI STRAIGHT CHISEL 5MM 
1175-01 UNIV FEMORAL NECK OSTEOTOMY GUIDE 
1175-02 UNIV FEMORAL OSTEOTOMY STYLUS 
1188 BUDNY DRILL WIRE GUIDE 
1260 SOFT TISSUE SHOULER  RETRACTOR 
1270-S SHOULDER PIN EACH 
1383 ORTHOLUCENT FINGER/HAND REDUCTION PINCERS 
1426-04 CHENG REMOVAL & BONE TREPHINE NADLE ASSEMBLY 
1560 PECTORALIS RETRACTOR 
1578-00 LAWTON DISTAL RADIUS MINI FRAME & BLADE SET 
1578-01 LAWTON DISTAL RADIUS ASSISSANT FREE MINI FRAME 
1578-02 LAWTON DISTAL RADIUS ASSISTANT FREE MINI BLADE SHORT 
1578-03 LAWTON DISTAL RADIUS ASSISTANT FREE MINI BLADE SMALL 
1578-04 LAWTON DISTAL RADIUS ASSISTANT FREE MINI BLADE LARGE 
1590-04 ASSISTANT FREE SHOULDER RETRACTOR 4" 
1615 CORKSCREW SMALL BONE MANIPULATOR 



       

1639 CHEN LOW PROFILE PLATE/BONE CLAMP 
164306 STRYKER MAKO LAMINA SPREADER 
1644 SWANSON ELEVATOR 
164306 STRYKER MAKO LAMINA SPREADER 
1666-02 CORACOID SUPERIOR MOD MINI HOHMANN RETRACTOR SHORT 
1666-LG INFERIOR MINI HOHMANN WITH 1.5" LONGER PADDLE 
1670-01D BROWNE DELTOID RETRACTOR SMALL DEEP 
168-0050 JOINT PREP CUP CURETTE 7MM X 5MM 
1720-02 ROSENSTEIN FORKED UKA TIBIAL FRAGMENT GRASPER LARGE 
1720-03 ROSENSTEIN FORKED UKA TIBIAL FRAGMENT GRASPER SMALL 
1747-00 AUERBACH HAND POSITIONER SET 
1747-01 AUERBACH HAND PLATE 
1747-02 AUERBACH HAND TRAY 
1747-03 AUERBACH THUMB POST 
1747-03-C AUERBACH THUMB POST CLIP 
1747-04 AUERBACH CORD CLIP 
1747-05 AUERBACH HAND POSITIONER RETRACTOR 
1747-06 AUERBACH WRIST STRAP BUCKLE 
1747-07 AUERBACH WRIST STRAP 
1747-08 AUERBACH RETRACTOR CORD 
1747-09 AUERBACH SUCTION HOLDER 
1748 CHANDRAN BONE HOLDING CLAMP WITH DOUBLE BALL SPIKES 
1775-05 BEICKER HAMMERHEAD RONGEUR 
1790-01-SG 5" INTRAARTICULAR TISSUE GRASPER/RONGEUR SM GRIP HDL 
1790-02-SG 9" INTRAARTICULAR TISSUE GRASP/RONGEUR SM GRIP HDL 
1790-03-SG 7" INTRAARTICULAR TISSUE GRASPER/RONGEUR SM GRIP HDL 
1798-SG SHARK TOOTH GRASPER 7" SHAFT SMALL GRIP HANDLE 
1799-SG SHARK TOOTH GRASPER 9" SHAFT SMALL GRIP HANDLE 
1809-02 FEMUR-TIBIA FRACTURE DISTRACTOR PIVOT BLOCK 
1809-03 FEMUR-TIBIA FRACTURE DISTRACTOR FRAME 
1809-04 FEMUR-TIBIA FRACTURE DISTRACTOR MOVEABLE ARM 
1809-05 FEMUR-TIBIA FRACTURE DISTRACTOR HANDLE 
1814 POWERS MODIFIED KOCHER CLAMP 
1817 DUELLMAN TOTAL HIP TRUNNION CLAMP 
1818 ASYMMETRIC NAIL FORCEPS 
1877-SP LOMBARDI GAP BAL FEML TIB SPDR SMOOTH PAD, SM W/LOCK 
18770140 ORTHOLOC PIN PULLER 
1884-M MODIFIED WILSON TRIGGER FINGER RETRACTOR 
1887-01 MONACO SMALL SPACE RETRACTOR 
1901-N ANGLED GLENOID RETRACTOR NARROW 
1901-W ANGLED GLENOID RETRACTOR WIDE 
1902-N GLENOID RETRACTOR SHORT PRONGED, NARROW 
1902-W GLENOID RETRACTOR SHORT PRONGED, WIDE 
1930-L NARROW FUKUDA-TYPE LIGHTED RETRACTOR ONLY 
1930-R NARROW MODIFIED FUKUDA-TYPE RETRACTOR RADIOLUCENT 



       

1940-L WIDE FUKUDA-TYPE LIGHTED RETRACTOR ONLY 
1940-R WIDE MODIFIED FUKUDA-TYPE RETRACTOR RADIOLUCENT 
2021 SCREW EXTRACTOR WITH SPEED LOCK 
2113-00 ROBERTS PIN BENDER SET 
2113-01 ROBERTS PIN BENDER SMALL 
2113-02 ROBERTS PIN BENDER MEDIUM 
2113-03 ROBERTS PIN BENDER LARGE 
2445-06 FRACTURE BOARD ADULT TABLE ADAPTER 
2590-S BLACK STRAP (PKG 10) FOR KIRSCHENBAUM FOOT POSITIONER 
2615-00 PARSLEY INTRAOPERATIVE LEG LENGTH DEVICE SET 
2615-10 PARSLEY INTRAOPERATIVE LEG LENGTH DEVICE ASSEMBLY 
2616-00 MCGRORY FOOT BOLSTER ASSEMBLY 
2616-01 MCGRORY FOOT BOLSTER 
2616-02 MCGRORY FOOT BOLSTER 
2622 LOMBARDI LEG POSITIONER 
2622-FP LOMBARDI LEG POSITIONER FOOTPIECE ONLY 
2741-00 PATIENT SELF STRESS ASSEMBLY SET 
3012-00 MODIFIED WIDE HOHMANN RETRACTOR W/TAYLOR TIP SET 
3012-L MODIFIED WIDE HOHMANN RETRACTOR WITH TAYLOR TIP LEFT 
3012-R MODIFIED WIDE HOHMANN RETRACTOR WITH TAYLOR TIP RIGHT 
3021 ZELL FIXED ANGLE WIRE GUIDE 
3022 EXTENDED SCALPEL HANDLE 
3078 WILKE ANGLED BLUNT NOSE SCISSORS 
320-2770 COMPRESSOR INSTRUMENT, 2.4/3.2MM 
320-2771 MODIFIED CALCANEAL SPREADER, LARGE BENT 
3217-L MODIFIED FAT PAD RETRACTOR LARGE 
3217-S MODIFIED FAT PAD RETRACTOR SMALL 
3223 VAUGHAN DISTAL BICEP TENDON REPAIR RETRACTOR 
3224 CHANDRAN DISTAL BICEPS TISSUE PROTECTOR 
323-1723 CALCANEAL DISTRACTOR SMALL STRAIGHT 
340-00-008 SYNDESMOTIC CLAMP 
3610-07H UNIVERSAL HIP EXTRACTOR BUSHING (H) 
3615-00 UNGER UNIVERSAL FEMORAL COMPONENT EXTRACTOR ASSEMBLY 
3615-01 UNGER UNIVERSAL FEMORAL COMPONENT EXTRACTOR 
3615-02 UNGER PRECISION OSTEOTOMY GUIDE 
3615-03 UNGER PRECISION OSTEOTOMY WEDGE 
3615-05 UNGER HEX WRENCH 
3615-CASE UNGER FEMORAL COMPONENT EXTRACTOR CASE 
3615-LID UNGER FEMORAL COMPONENT EXTRACTOR CASE LID 
3615-TRAY UNGER FEMORAL COMPONENT EXTRACTOR CASE TRAY 
3622 CURVED OSTEOTOME FOR TOTAL KNEE REVISION - STANDARD 
3622-01 CURVED OSTEOTOME FOR TOTAL KNEE REVISION - SMALL 
3630-02L TIBIAL OFFSET BLADE WITH SCREW LEFT 
3630-02R TIBIAL OFFSET BLADE WITH SCREW RIGHT 
3654 MANTIS SCREWDRIVER DISTRACTOR 



       

3656 SMALL GRIP 5MM KERRISON PUNCH 7" 
3657 SMALL GRIP 5MM KERRISON PUNCH 9" 
3664 MEDIAL MALLEOLUS FRACTURE REDUCTION AID 
3920-UJ FEMORAL UNIVERSAL JAWS (ONE PAIR) 
3976-00 BROACH EXTRACTION ORTHOVISE WITH SMALL SLAPHAMMER 
3976-01 BROACH EXTRACTION ORTHOVISE W/O SLAPHAMMER 
4010-01 ROSEN DOUBLE ENDED RICHARDSON RETRACTOR 
4090-EXT6 PEG EXTENSION 6" 
4090-EXT8 PEG EXTENSION 8" 
4165-00 DIRECT ANTERIOR THA LEG POSITIONER ASSEMBLY 
4165-01 DIRECT ANTERIOR THA LEG SUPPORT 
4165-02 DIRECT ANTERIOR THA CALIBRATED ROD 
4165-P DIRECT ANTERIOR & THA LEG SUPPORT PAD 
4170-00 BELFAST SAGITTAL PLANE POSITIONER 
4170-01 ANTERIOR SAGITTAL PLANE ASSEMBLY 
4170-02 POSTERIOR SAGITTAL PLANE ASSEMBLY 
4170-03 ANTERIOR UPRIGHT SUPPORT 
4170-04 ANTERIOR PLANE SUPPORT 
4170-05 ANTERIOR CLAMP SUPPORT 
4170-06 POSTERIOR SAGITTAL PLANE SUPPORT 
4170-07 POSTERIOR POST 
4170-08 POSTERIOR BASE 
4170-09 POSTERIOR ANGLE ADJUSTER 
4170-AKS ANTERIOR KNOB SCREW 
4170-AP ANTERIOR PLANE PAD 
4170-PKS POSTERIOR KNOB SCREW 
4170-PP POSTERIOR SUPPORT PAD 
4170-PS BELFAST PLATE PAD SET 
4170-T POSTERIOR T-HANDLE SCREW 
4210-SS JOINT, CALCANEAL SPREADER-CLOSED ARMS 
4233 LARGE PIN DISTRACTOR     
4234 LARGE PIN COMPRESSOR 
4275 ROGOZINSKI LAMINA SPREADER 
4275-01 ROGOZINSKI LAMINA SPREADER SMALL 
4276 ROGOZINSKI SOFT TISSUE RETRACTOR 
4276-01 ROGOZINSKI SOFT TISSUE RETRACTOR SMALL 
4541 SIERRA ORTHOLUCENT EVA PELVIC OSTEOTOMY RETRACTOR 
4554-00 MULTI-PURPOSE HIP & KNEE RETRACTOR SET 
4691 SHERMAN PATELLA TENDON HARVEST RETRACTOR 
5011 FAILLACE BONE IMPACT/GRAFT FORCEPS SMALL TIP 
5079 WIATER SHOULDER BONE HOOK 
5081 BACASTOW ARTHROSCOPIC DELTOID LIFT RETRACTOR 
5083-00 HARVEY LUMBAR BONE GRAFT SLED ASSEMBLY 
5083-01 HARVEY LUMBAR BONE GRAFT SLED   
5083-02 HARVEY LUMBAR BONE GRAFT PUSHER 



       

5208-06 WRENCH DRIVE STARTER FINISHER 2 SETS HEADS 
5216-00 TKA GAP ASSESSMENT GAUGE ASSEMBLY 
5216-01 TKA GAP ASSESSMENT GAUGE 
5216-02 ALIGNMENT ROD 
5262 GAP CLAMP FOR CORTICAL BUTTON DISTAL BICEP REPAIR 
5275-00 GARNETI HIP CUP REVISION SET 
5275-01 GARNETI CURVED HIP CUP REVISION OSTEOTOME 
5275-02 GARNETI FLAT HIP CUP REVISION PUNCH 
5275-03 GARNETI CONCAVE HIP/KNEE REVISION OSTEOTOME 
5276-00 WELLS MODIFIED LAMBOTTE POA OSTEOTOME SET 
5276-01 WELLS MODIFIED LAMBOTTE STRAIGHT POA OSTEOTOME 
5276-02 WELLS MODIFIED LAMBOTTE CURVED POA OSTEOTOME 
5276-03 WELLS MODIFIED LAMBOTTE OFFSET POA OSTEOTOME 
5304-00 SMALL BONE DOUBLE SIDED CHISEL SET 
5466 RETRACTOR CLIP FOR SMOKE EVACUATION TUBE 
5472-08 EICKMANN OFFSET CEMENT REMOVAL CHISEL 8MM 
5920-SN S&N BONE HOOK 
6119-L JANA COBRA SHIELDED LIGHTED RETRACTOR ONLY 
6226-EH DAS/SENG ANTERIOR TOTAL HIP ELEVATOR HOOK #5 FLAT 
6130-L LIGHTED COBRA STANDARD RETRACTOR ONLY 
6135-L LIGHTED COBRA RETRACTOR DEEP ONLY 
6141 CHANDRAN FEMORAL NECK RETRACTOR WITH SHARP TEETH 
6161-01 ABLE ADVANCED ANTERIOR APPROACH SET WITH CASE 
6161-SC STORAGE CASE FOR ABLE 
6210-02L DOUBLE BENT HOHMANN LIGHTED RETRACTOR LONG 3" BLADE 
6311 CHANDRAN ANTERIOR RETRACTOR FOR THR 
6385 MCMASTER ABDUCTOR RETRACTOR 
6420-MOD APC ANTERIOR HIP RETRACTOR-MODIFIED 
6500-01 ABLE ADVANCED ANTERIOR APPROACH SET WITH CASE 
6879 WIATER SHOULDER SLIDE 
7109 TEURLINGS MODIFIED BENT HOHMANN RETRACTOR 
7119 MODIFIED ANGLED HOHMANN RTR, LONG HDL, SHORT TIP 
7425-02-MOD MODIFIED ALVI TWO INCH TAPERED BLADE 
800-01-461 EXPRT LAMINA SPREADER 
800-05-102 DJO EMPOWR KNEE GAP BALANCING LAMINA SPREADER 
801-06-078 GELBKE FREER NERVE HOOK 
8026 UKA TIBIAL BONE FENESTRATOR 
8027 CHANDRAN DOUBLE BALL SPIKE 
803-61-209 DAA ANTERIOR ACETABULAR RETRACTOR                     
804-06-076 SHELL EXTRACTION HANDLE SMALL 
804-06-077 SHELL EXTRACTION LINER SMALL 
804-06-078 SHELL EXTRACTION HANDLE STANDARD   
804-06-079 SHELL EXTRACTION TOOL HEAD           
804-06-080 SHELL EXTRACTION LINER STANDARD 
9003-BR SILICONE BRACKETS FOR 9003 CASE 



       

9003-LID 9003 CASE LID 
9007 INSTRUMENT CASE FOR NICHOLSON SHOULDER EXTRACTOR 
9007-LID CASE LID NICHOLSON SHOULDER EXTRACTOR 
9007-TRAY CASE TRAY NICHOLSON SHOULDER EXTRACTOR 
AR-1298P ARTHREX PIN PULLER    
AR-18700-49 ARTHREX LOBSTER CLAMP 
AR-7650-36 BONE CLAMP WOTH LOCK SPEED 
AR-8690SJD WURAPA PIN DISTRACTOR 
AR-8717ADG ADJUSTABLE DRILL GUIDE 
AR-8717ADG-R ADJUSTABLE DRILL GUIDE, RADIOLUCENT 
AR-8717AG ADJUSTABLE DRILL GUIDE ASSEMBLY SS 
AR-8737-57 PERCUTANEOUS PIN CLAMP: .045 
AR-8948CD CALCANEAL DISTRACTOR SMALL STRAIGHT 
AR-9240 ARTHREX GLENOID FORCEP 
AR-9938-09 SCREW/PIN REMOVAL LOCKING PLIERS 
C1026 DAA CANAL FINDER RASP 
C1030 FEMORAL NECK ELEVATOR W/TEETH 
ME-EC0001 RETRACTOR ME-EC0001    
ME-EC0002 RETRACTOR ME-EC0002 
ME-EC0003 RETRACTOR ME-EC0003 
ME-EC0004 RETRACTOR ME-EC0004 
ME-EC0005 RETRACTOR ME-EC0005 
ME-EC0006 RETRACTOR ME-EC0006 
ME-EC0007 RETRACTOR ME-EC0007 
ME-EC0008 RETRACTOR ME-EC0008 
ME-EC0009 RETRACTOR ME-EC0009 
ME-EC0010 RETRACTOR ME-EC00010 
ME-EC0021 PCL RETRACTOR ME-EC0021 
ME-EC0022 SINGLE PRONG COLLATERAL RETRACTOR ME-EC02022 
S1227 FLEXIBLE CHISEL BLADE 8MM X 5.5" 
S1230-SN FLEXIBLE OSTEOTOME 20MM x5 
S1234 FLEXIBLE CHISEL BLADE 8MM X 8.5" 
S1235 FLEXIBLE CHISEL BLADE 8MM X 9.5" 
S1236 FLEXIBLE CHISEL BLADE 8MM X 10.5" 
S1237 FLEXIBLE CHISEL BLADE 8MM X 11.5" 
S1238 FLEXIBLE CHISEL BLADE 8MM X 12.5" 
SYK-1521-01 HUMERAL HEAD RETRACTOR SMALL 
SYK-1521-02 HUMERAL HEAD RETRACTOR LARGE 
SYK-1670-01 DELTOID RETRACTOR SMAL 
SYK-1670-02 DELTOID RETRACTOR LARGE 
SYK-1898 FUKUDA SMALL       
SYK-1899 FUKUDA LARGE 
SYK-1910 THIN GLENOID RETRACTOR NARROW 
SYK-1920 THIN GLENOID RETRACTOR WIDE 
SYK-1955 DARRACH SMALL 



       

SYK-1960 DARRACH MEDIUM 
SYK-1965 DARRACH LARGE 
SYK-1981 POSTERIOR GLENOID RETRACTOR 
SYK-4010 RICHARDSON, SMALL/LARGE 
SYK-4180 GELPI 
SYK-4540 BLUNT HOHMANN 
SYK-4558 SHARP HOHMANN 
SYK-6130 COBRA 
SYK- 6889 ENGAGEMENT/DISENGAGEMENT TOOL 
SYK-7110 BENT HOHMANN 
SYK-T1008 CAPSULE RETRACTOR, 2 PRON 
VAR-4000-14 LOBSTER CLAMP MINI RADIOLUCENT 
VAR-4000-18 REDUCTION FORCEPS GUIDEWIRE 

 


