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European Communities Council Directive 93/42/EEC

ANNEX VI
DECLARATION OF CONFORMITY

The undersigned, Global Surgical Corporation’s authorizing person, declares that the products named and
listed on this certificate meet the provisions of this council directive which apply to them, and the CE
mark may be affixed.

Technical File: 120-000-011
Device Name: A-Series Surgical Operating Microscope System and A-Series Microscopes
Manufacturer: Global Surgical Corporation

3610 Tree Court Industrial Blvd.
St. Louis, MO 63122, USA

Authorized Emergo Europe
Representative: Molenstraat 15
2513 BH The Hague
The Netherlands
Model(s): See attached list
Intended Use; The Surgical Operating Microscope is a system of modular components

intended to improve ergonomics, vision, and lighting during dental and
medical procedures/examinations. If the options are chosen, the microscope
system may also aid in documentation. Components may include, but are not
limited to, support system, binoculars, objective lens, light source,
beamsplitters, and video/photography systems. There are four support system
options to choose from to meet the clinician’s needs: a floor stand model, a
floor mounted model, a wall mounted model and a ceiling mounted model.

Device Class: Class 1

EC certificate: N/A — Self Certified — Annex IX, Rule 12

Sterility: Device is sold Non-Sterile

Measuring: Device does not perform a measuring function.

UMDNS Code: 12539 — Microscopes, Light, Operating

Testing Standards: IEC 60601-1:2005; IEC 62366:2007; IEC 60601-1-6:2010;

IEC 60601-2-57:2011

Name and Title:
Kevin Hicks
VP of Operations

Signature and Date: M iz /44 / 2ol
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A-Series Microscope Part Numbers and Descriptions

SUPPORT SYSTEMS:
S.NO | PART NUMBER | DESCRIPTION
1, M A730F FLOOR STAND, MOBILE, LOCKING CASTERS, A SERIES
2. M AT730FW FLOOR STAND COUNTERBALANCE WEIGHT, A SERIES
FLOOR MOUNT, TO-THE-FL.OCR, SINGLE MOUNTING PLATE, COLUMN, A
3. M A730FM SERIES
FLOOR MOUNT, THROUGH-THE-FLOOR, DUAL MOUNTING PLATES, COLUMN, A
4, M A730FMT SERIES
WALL MOUNT, HIGH OR LOW, MOUNTING PLATE, 16" STUDS, SHAFT BRACKET,
3. MATI0W PLATE COVER, A SERIES
6. M ATI0W-KAVO | WALL MOUNT SUPPORT SYSTEM —KAVO, A SERIES
CEILING COLUMN FOR 8 FOOT MOUNTING SURFACE (NOT DROP CEILING
7. M A730-C8 HEIGHT), A SERIES
CEILING COLUMN FOR 9 FOOT MOUNTING SURFACE (NOT DROP CEILING
8. M A730-C9 HEIGHT), A SERIES
CEILING COLUMN FOR 10 FOOT MOUNTING SURFACE (NOT DROP CEILING
9. M A730-C10 HEIGHT), A SERIES
10. M A730C CEILING MOUNT, MOUNTING PLATE, STANDARD DROP CEILING, A SERIES
CEILING MOUNT, MOUNTING PLATE, PLATE COVER, FLUSH-TO-CEILING,
11, M AT30CMFE CONCRETE OR DRYWALL, A SERIES
HORIZONTAL ARM, SPRING ARM, EXTENSION ARM (FOR USE WITH ALL
12. M A730-HA FLOORSTANDS, FLOOR MOUNTS, AND LOW WALL MOUNT), A SERIES
45-DEGREE ARM, SPRING ARM, EXTENSION ARM (FOR USE WITH HIGH WALL
13. M A730-45A AND CEILING MOUNT), A SERIES
14. M AT730-717 MCDONALD ARM, 17” SUPPORT EXTENSION ARM FOR MICROSCOPE SYSTEM
MICROSCOPE BODY:
3-STEP A-SERIES MICROSCOPE, AXIS SYSTEM, ANGLE ARM, AND COUPLER, A
15. | M A1003 SERIES '
3-STEP A-SERIES MICROSCOPE, AXIS SYSTEM, ANGLE ARM, AND
16. {1 M AI003C COUNTERBALANCE COUPLER, A SERIES
4-STEP A-SERIES MICROSCOPE, AXIS SYSTEM, ANGLE ARM, AND COUPLER, A
17. | MALOO4 SERIES
4-STEP A-SERIES MICROSCOPE, AXIS SYSTEM, ANGLE ARM, AND
18. | M AIOO4C COUNTERBALANCE COUPLER, A SERIES
6-STEP A-SERIES MICROSCOPE, AXIS SYSTEM, ANGLE ARM, AND COUPLER, A
19. | M A1006 SERIES
20, | MA1006C 6-STEP A-SERIES MICROSCOPE, AXIS SYSTEM, ANGLE ARM, AND
COUNTERBALANCE COUPLER, A SERIES
LIGHT SOURCE;
21, [ M AT94XA-730 XENON LIGHTSOURCE, A SERIES
22. | M 794XAL LAMP/HEAT SINK FOR ULTRASOURCE 11 VERSION A #3YC0049
LED LIGHT SOURCE FOR THE A-SERIES MICROSCOPE, GREEN AND AMBER (UV)
23. | M ABO1-LED FILTER, A SERIES
BEAM SPLITTER:
24. | MA1061-D50 | DUAL PORT BEAMSPLITTER, 50/50 AND 50/50 PORTS, DOVE TAIL MOUNT, A SERIES
M A1061- DUAL PORT, VIRTUAL BEAMSPLITTER 95/5 AND 50/50 PORTS, DOVE TAIL MOUNT,
25. | DVASO A SERIES
26. | MAL061I-850 SINGLE PORT, 50/50 BEAMSPLITTER, DOVE TAIL MOUNT, A SERIES
27. | MA1061-SVA | SINGLE PORT, VIRTUAL BEAMSPLITTER, 95/5 PORT, DOVE TAIL MOUNT, A SERIES
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OBJECTIVE LENS:

G

28. | M AT028-200 200MM OBJECTIVE LENS, 20MM FINE FOCUS ADJUSTMENT, A SERIES
29. | MA1028-250 250MM OBIECTIVE LENS, 20MM FINE FOCUS ADJUSTMENT, A SERIES
30. 1 M A1028-300 300MM OBJECTIVE LENS, 20MM FINE FOCUS ADJUSTMENT, A SERIES
31. | M 1028ML MULTI-FOCAL LENS, 200-350MM OPTICAL RANGE
32, | M 1028G-150 OBJECTIVE LENS, 150MM FINE FOCUS (20MM RANGE)
33, | M 1028G-200 OBJECTIVE LENS, 200MM, FINE FOCUS (200MM RANGE)
34. | M 1028G-250 OBIECTIVE LENS, 250MM, FINE FOCUS (20MM RANGE)
35. | M 1028G-300 OBIECTIVE LENS, 300MM, FINE FOCUS
36, | M 1030 OBJECTIVE LENS F/250MM
37. | M 1030A OBJECTIVE LENS F/250MM/LASER
38. | M 1031 OBJECTIVE LENS F/200MM
39. | M1031A OBJECTIVE LENS F/200MM/LASER
40. | M 1034 OBJECTIVE LENS F/300MM
41, | M 1034A OBJECTIVE LENS F/300MM LASER
42, | M 1035 OBJECTIVE LENS F/350MM
43. | M 1035A OBJECTIVE LENS F/350MM/LASER
44, | M 1036 OBJECTIVE LENS F/400MM
45. | M 1036A OBIECTIVE LENS F/400MM/LASER
46, | M 1037 OBIECTIVE LENS F/225MM
LASER FILTER:
47. | M 1047LFM LASER FILTER MCDULE
48. | M CUSTOM CUSTOM LASER FILTER SLIDE
OPTICAL ACCESSORY:
49, | M AIOL7 CARR BINOCULAR EXTENDER, 45 DEGREES, A SERIES
50. | MAIOIS BINOCULAR ROTATION RING, A SERIES
51, | MA1023C BINOCULAR CO-OBSERVATION TUBE, 3-AXIS ROTATION, A SERIES
52. | M A1028CLST-3 | CLEARSIGHT LENS COVERS, 3-PACK, A SERIES
53. {1 MASI2 DUAL IRIS DIAPHRAGM, A SERIES
54. | MASI7HDI080 | HD VIDEO CAMERA, 1080P WITH HDMI CABLE, A SERIES
55. 1+ M AS28STHDC CAMERA ADAPTER, HD VIDEQ, A SERIES
56, | M AS5S48F MONITOR MOUNT, FLOORSTAND, A SERIES
537. | M AFSD SAMPLE LENS COVER FOR 200-350MM OBJECTIVE LENSES, A SERIES
58. | MAPK PAINT KIT, 1/20Z BOTTLE, BRUSH, HIGH GLOSS WHITE, A SERIES
59. [ M 1039G HIGH FOLDABLE RUBBER EYECUP
60, | M 1039GL EYECUP, LONG SILICONE SNAP-ON FOR G-SERIES BINOCULARS
61. | MBO2GSSV FIBEROPTIC CABLE, §S WITH VINYL SHEATH, 6MM X 30"
62. | MBO3GSSY FIBEROPTIC CABLE, 8§ WITH VINYL SHEATH, 6MM X 141"
63. | MBU4GSSY FIBEROPTIC CABLE, 88 WITH VINYL SHEATH, 6MM X 89"
64. | MBOSGSSY FIBEROPTIC CABLE, §§S WITH VINYL SHEATH, 6MM X 105"
65. | MBO6GSSV FIBEROPTIC CABLE, SS WITH VINYL SHEATH, 6MM X 123"
ADAPTER:
ADAPTER, A SERIES OPTICS TO FIT G SERIES SUPPORT SYSTEM, FOR USE WITH
66. | M A1050A-725 M A801-LED
ADAPTER, A SERIES OPTICS TO FIT G SERIES SUPPORT SYSTEM, FOR USE WITH
67. | MAIOSQA-725X XENON LIGHTSOURCE
68. [ M AI050G-730 ADAPTER, G SERIES OPTICS TO FIT A SERIES SUPPORT SYSTEM, LED ONLY
69. | M A1050G-730X ADAPTER, G SERIES OPTICS TO FIT A SERIES SUPPORT SYSTEM, XENON ONLY
70. | M AY30-GCK CEILING MOUNT CONVERSION KIT, G TO A SERIES
71. | M 528]45C ADAPTER, VIDEQ CAMERA, 45MM M517K2 3-CHIP
72. | M 528X-A620 CAMERA COUPLER, CANON A620
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73. | M 528XSPC CAMERA RING COUPLER, 37MM THREAD F/ SONY PCI100 AND 110

74. | M 528X-43MM CAMERA RING COUPLER, 43MM THREAD

75. | M 528RF1 RING FLASH ADAPTER

76. | M 528RF2 RING FLASH ADAPTER

77 | M s28160C SINGLE VIDEO ADAPTER, F/ M 1061, M 106 1VAY, M 1061VA50 AND C-MOUNT
READY CAMERAS, F;:60MM

78. 1 M 5288T45C STRAIGHT MOUNT VIDEG ADAPTER, F:45MM FOR C-MOUNT HD CAMERA

79. | M 528XSLR-EOS T-MOUNT ADAPTER FOR CANON EF CAMERAS

80. | M 528XSLR-F T-MOUNT ADAPTER FOR NIKON F CAMERAS

31, | M 528XSLR-NEX T-MOUNT TO E-MOUNT ADAPTER FOR SONY NEXS CAMERA

82. | M 528J60E1.0 VIDEO ADAPTER F/ M1061, VAV, VAS0) & ENDOSCOPE CAMERA

83. [ M 528X X-MOUNT ADAPTER WITHOUT CAMERA RING COUPLER

84. | M 528XSLR X-MOUNT SLR ADAPTER WITHOUT CAMERA RING COUPLER

BINOCULARS:

85. | M A1020-10 BINOCULARS, STRAIGHT, 10X, A SERIES

86. | MAL020-10R BINOCULARS, STRAIGHT, 10X W/RETICLE, A SERIES

87. | M AI020-10RL BINOCULARS, STRAIGHT, 10X W/RETICLE (L), A SERIES

88. | M A1020-12 BINOCULARS, STRAIGHT, 12.5X, A SERIES

89. 1 M A1020-12R BINOCULARS, STRAIGHT, 12.5X W/RETICLE, A SERIES

%0. | MA1021-10 BINOCULARS, INCLINED, 10X, A SERIES

91, | MAIO21-10R BINOCULARS, INCLINED, 10X W/RETICLE, A SERIES

92. | M AI1021-10RL BINOCULARS, INCLINED, 10X W/RETICLE (L), A SERIES

93, | MAT021-12 BINOCULARS, INCLINED, 12.5X, A SERIES

94, | MA1021-12R BINOCULARS, INCLINED, 12.5X W/RETICLE, A SERIES

95. | MA1022-10 BINOCULARS, INCLINABLE, 10X, A SERIES

96. | M ATG22-10R BINOCULARS, INCLINABLE, 10X W/RETICLE, A SERIES

97. | M AL022-10RL BINOCULARS, INCLINABLE, 10X W/RETICLE (L), A SERIES

98. | MAI022-12 BINOCULARS, INCLINABLE, 12.5X, A SERIES

99. | M A1022-12R BINOCULARS, INCLINABLE, 12.5X W/RETICLE, A SERIES

ACCESSORY:

100. | M 557-32 WALL MOUNT BOARD 32” FOR METAL STUD WALLS

101. | M 107} MICROSCOPE DRAPE STANDARD 20/CS #8178

102. | M 107IL MICROSCOPE DRAPE F/LASER 10/CS #8173

103. | M I071XL MICROSCOPE DRAPE EX LONG 10/CS #8171

104. | M 1072 MICROSCOPE DRAPE NARROW 20/CS

105. | M 1074A SCOPE DRAPE BARRIER BAG NON-STERILE 300/ROLL

106, | M 1089 STEP BLOCK SPACER 25MM

107. 1 M 1090 STEP BLOCK SPACER 50MM

108. . M 1091 STEP BLOCK SPACER 75MM

109. | M 547FS22 MONITOR, 22" FLAT LCD W/HDMI INPUT

110. | M DCW DUST COVER FOR MICROSCOPE

111. 1 M 800PS POWER SUPPLY FOR 300 SERIES LED LIGHT
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