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United States of America

DEPARTMENT OF STATE

To all to whom these presents shall come, Greetings:

[ Certify That the document hereunto annexed is under the Seal of the Distriet of Columbia, and that
such Seal is entitled to full faith and ciedit.*
*For the contents of the annexed docunient, the Departnient assumes ne vespanisibitity
This certificate is not valid if it is removed or altered @ any way whatsgoves

In testimony whereof, 1. Rex W. Tilierson, Secretary of State |
rave hereunto caused the seal of the Department of State to be
affixed and my name subscribed by the Assistant Authentication
Officer, of the said Department, at the city of Washington, in the

District of Columbia, this twenty-sixth day of May, 2017,

Issued pursuant te CHXITV, Stare of ; ] '

Sept. 15, 1789, 1 Stat 68-09: 22 Secretary of State

USC 2657; 22USC 2651a; 5 USC By
304; 28 1SC 4433 et seq.: 5 USC S - =
144300 ROLE #4 Federal RUles of Assistant Autheatication Uffcer,
Civi A -
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DECLARATION OF CONFORMITY

MANUFACTURER: NuVasive®, Incorporated i
7475 Lusk Blvd. J;Tr"’r o d,
San Diego, CA 92121 ;oo
United States of America
{858) 909-1800

EUROPEAN REPRESENTATIVE:  NuVasive® UK Ltd.
Suite B,
Ground Floor
Caspian House

The Waterfront
Elstree, WD6 3BS
UK
+44 (0) 208 238 7850 .
PRODUCT; Deformity (Armada) Spinal System Instruments (See Attached List)
CLASSIFICATION: Class I, Rule 6 according to Annex IX of the MDD
CONFORMITY ASSESSMENT
ROUTE: Annex VII
We herewith declare that the abovementioned products meet the provisions of the Council Directive I

93/42/EEC for medical devices. All supporting documentation is retained under the premises of the
manufacturer.

STANDARDS APPLIED: ISO 13485: 2003
YEAR OF CE MARKING: 2010
ISSUED BY: NuVasive, Incorporated

7475 Lusk Boulevard
San Diego, California 92121
United States of America

-
P PREPARED BY: 26 SEPTEMBER 2014
- Chris Reah Date
Specialist, Regulatory Affairs
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J MANUFACTURER’S DECLARATION OF CONFORMITY

AUSTRALIAN THERAPEUTIC GOODS (MEDICAL DEVICES! REGULATIONS InC

_— ~— P -

This is a declaration of conformity made under clause 6.6 of Schedule 3 1o the Therapestn L 18 —
Devices) Regulations 2002.

FULL QUALITY ASSURANCE PROCEDURES
Manufacturer's Name: NuVasive™, Incorporated

Business Address: 7475 Lusk Blvd
San Diego, CA 92121
United States of America
(858) 509-1800

Medical Device(s): See attached schedule

Classification: Class I - classification rule 3.2(4) of Schedule 2
GMDN Code and Term: 43257 Bone-screw internal spinal fixation system
Scope of Application: All

Fach kind of medical device to which the system has been applied complies with the applicable provisions
of the essential principles, the classification rules, and the full quality assurance procedures, at each stage,
from the design of the device until its final inspection before being supplied.

Full quality assurance SO 13485 certificate: FM 93927
procedures certificate:
Standards Applied: ISO 13485: 2003
Year of CE Marking: 2010
Authorised Signatory; L 26 SEPTEMBER 2014

Chris Reah Date

Specialist, Regulatory Affairs
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ATTACHED LiST TO DECLARATION OF CONFORMITY
FOR DEFORMITY (ARMADA) SPINAL SYSTEM

Part Number Part Description
1011401 Kerrison - 5mm, 40 Degree
1011405 Curved Kerrisan - 4mm, 40 Degree
1011407 Curette - Straight, Large
1011411 Penfield Large
1011414 Suction 10 FR = Short
1011429 Curette - Down, Large
1585052 ASF Il Alpha Tray, Level 1
1585053 ASF || Alpha Tray, Level 2
1585054 ASE Il Alpha Tray, Level 3
3230074 Doyen - Left
3230075 Doyen - Right
3230076 Rib Removal Tool - Stille
7240005 SpheRx® Il Conventional Rod Tray
7240025 Torque T-Handle
7240033 SpheRx® Rod Template, 250mm
7240034 SpheRx® Rod Template, 500mm
7240095 Armada Silicon Alum Rod Template, 250mm
7240096 Armada Silicon Alum Rod Template, 500mm
7240097 Armada Silicon Nit Rod Template, 250mm
7240098 Armada Silicon Nit Rod Template, 500mm
7270080 EXPANDABLE LOCKSCREW STARTER
7451020 LOCK SCREW GUIDE/DEROTATION TOWER
7451021 LOCK SCREW STARTER 6.25MM/PLS
7451022 LOCK SCREW STARTER, STRAIGHT 6.25MM/PLS
7451023 LOCK SCREW DRIVER 6.25SMM/PLS
7451024 ROD HOLDER, 5.5MM ROD
7451025 ROD GRIPPER, 6.25MM ROD
7451026 ROD GRIPPER, 5.5MM ROD
7451027 ROD TEMPLATE, 5.5MM
7451028 ROD TEMPLATE, 6:25MM
7451029 IN-SITU SAGITTAL BENDER, 5.5MM ROD, L
7451030 IN-SITU SAGITTAL BENDER, 5.5MM ROD, R
7451031 IN SITU CORONAL BENDERS, 5.5MM
7451032 IN-SITU CORONAL BENDER, RIGHT
7451033 ROD ROTATION WRENCH
7451034 ROD TO ROD ELEVATOR 5.5MM ROD
7451035 TABLETOP ROD BENDER
7451036 FRENCH BENDER
7451037 PLATE STYLE BENDER LEFT
7451038 IN-SITU ROD CUTTER
7451039 TABLETOP ROD CUTTER
7451040 IMPLANT HOLDER, 6.25MM/PLS
7451041 PARALLEL COMPRESSOR
7451042 Compressor, Single Action
7451043 PARALLEL DISTRACTOR
7451044 Distractor, Single Action
7451045 Cross Connector Measurement Guide
7451046 Cross Connector Holder
7451047 CROSS CONNECTOR TORQUE T-HANDLE
7451048 CROSS CONNECTOR DRIVER
7451049 FIXED CROSS CONNECTOR BENDER, LEFT
7451050 FIXED CROSS CONNECTOR BENDER, RIGHT
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ATTACHED LIST TO DECLARATION OF CONFORMITY
FOR DEFORMITY (ARMADA) SPINAL SYSTEM

Part Number, Part Description
7451051 ROD TEMPLATE,'S. SMIM X 500MNM
7451052 ROD TEMPLATE, 6.25MM X 500MM
7451053 BALL T\P PEDICLE PROBE, WIDE
7451054 ROD TO ROD ELEVATOR 6.25MM N
7451055 Pedicle Elevator
7451056 Hook lnserter, 6.25mm Rod
7451057 Lamina Elevator
7451058 Hook Pusher
7451059 Transverse Process Elevatar
451060 PEDICLE MARKER SPHERICAL |
7451061 PEDICLE MARKER DIAMOND
7451063 SCREW HEAD ARJUSTER 6.25MM ROD
7451065 PLATE STYLE BENDER RIGHT
7451067 | ADJUSTABLE CROSS CONNECTOR DRIVER
7451068 Rad Holder, 6.25mm Rod
7451070 IN-SITU SAGITTAL BENDER, 6.25MM ROD, L
7451071 IN-SITU SAGITTAL BENDER, 6.25MM RDD. R
7451072 N SITL/CORONAL BENDERS, 6.25MM
7451073 IN-SITU CORONAL BENDER, £.25MM ROD, R
7451075 DEFORMITY TULIP DEROTATION TOOL
7451077 TULIP TO ROD ELEVATOR 5.5MM
7451078 KERRISON PERSUADER, 5:5MM ROD
7451079 ROCKER, 5.5MM RQD
7451080 POLYAXIAL SCREWDRIVER, 5.5MM ROD
7451081 SELF RETAINING SCREWDRIVER 2.5MM
7451083 COUNTER-TORQUE, 5.5MM ROD
7451084 LOCKSCREW,/ DEROTATION GUIDE 5.5MM RCD
7451085 LOCKSCREW STARTER 5.5MM
7451086 'LOCKSCREW STARTER STRAIGHT 5:5MM
7451087 LOCK SCREW DRIVER, 5.5MM ROD
7451088 FIXED SCREWDRIVER, 5.5MM ROD
7451089 Fixed Screwdriver, 6,25mm Rod
7451080 lliac Probe
7451091 REDUCTION TOWER COUNTER TORQUE
7451092 REDUCER, 5.5MM.ROD
7451093 REDUCER, 6.25MM ROD
7451094 SCREW HEAD ADJUSTER, 5.5MM ROD
7451095 IMPLANT HOLDER, 5.5MM ROD
7451096 UNIAXIAL SCREWDRIVER, 5.5MM RODY
7451097 UNIAXIAL SCREWDRIVER, 6.25MM ROD
7451098 FIXED CONNECTOR BENDER, 6.25MM ROD, L
7451099 FIXED CONNECTOR BENDER, 6:25MM ROD, R
7451100 HOOK INSERTER, 5.5MM ROD
7451101 Rod Gripper, Dual Action, 6.35mm ]
7451102 Rod Grippet, Dual Actign, 5.5mm Rad
7451103 REDUCER T-HANDLE
7451104 DEFORMITY REDUCTION SCREWDRIVER
7451106 Reduction Counter Torgue
7451107 SCREWDRIVER, ILIAC-CLOSED
7451108 REDUCER
7451109 REDUCER T-HANDLE
7451110 FIXED'CROSS CONNECTOR BENDER, L

Paged of 14




° h 1% . -
x \ NUVAS

Spead of innovatian™

ATTACHED LIST TO DECLARATION OF CONFORMITY
FOR DEFORMITY (ARMADA) SPINAL SYSTEM
Part Number Part Description

7451111 FIXED CROSS CONNECTOR BENDER, R

B 7451200 DEFORMITY IMPLANT TRAY ASSY
7451201 Deformity Implant Tray Lid
7451202 DEFORMITY - FIXED SCREW CADDY 5.5 Tl
7451203 DEFORMITY - UNIAXIAL SCREW CADDY 5.5 Tl
7451204 DEFORMITY - LOCKING SCREW CADDY 5.5 Tl
7451205 DEFORMITY - HOOK CADDY 5.5 T/
7451206 DEFORMITY IMPLANT TRAY BASE
7451208 Lock Screw Lid
7451209 General Implant Tray Base
7451210 Variable Transverse Connector Caddy
7451211 Polyaxial Screw Caddy Ti
7451212 Lock Screw Caddy Ti
7451213 General Implant Tray - Top Level
7451215 lliac Closed Lock Screw Caddy Cover
7451216 lliac Closed Lock Screw Caddy
7451217 Iliac/Reduction Screw Tray
7451218 Variable Transverse Connector Caddy Cove
7451220 DEFORMITY INSTRUMENT TRAY 1 TOP INSERT
7451221 DEFORMITY INSTRUMENT TRAY 1 MIDDLE INSER
7451222 DEFORMITY INSTRUMENT TRAY 1 BASE
7451224 DEFORMITY INSTRUMENT TRAY 2 TOP INSERT
7451225 DEFORMITY INSTRUMENT TRAY 2 MIDDLE INSER
7451226 DEFORMITY INSTRUMENT TRAY 2 BASE
7451228 DEFORMITY INSTRUMENT TRAY 3 TOP INSERT
7451229 DEFORMITY INSTRUMENT TRAY 3 BASE
7451232 DEFORMITY INSTRUMENT TRAY 4 BASE
7451233 Defarmity Instrument Tray 5 Top Insert
7451234 Deformity Instrument Tray 5 Mid. Insert
7451235 Defarmity Instrument Tray 5 Base
7451236 DEFORMITY GENERIC INSTRUMENT TRAY 1 ASSY
7451237 FIXED CADDY 5.5, SS
7451238 UNIAXIAL CADDY 5.5, SS
7451239 LOCKING CADDY 5.5, S5
7451240 HOOK CADDY 5.5, SS
7451241 DEFORMITY IMPLANT TRAY BASE, SS
7451242 DEFORMITY GENERIC INSTRUMENT TRAY 2 ASSY
7451243 GENERIC INSTRUMENT TRAY 2 TOP
7451244 GENERIC INSTRUMENT TRAY 2 TOP LID
7451245 GENERIC INSTRUMENT TRAY 2 MIDDLE INSERT
7451246 GENERIC INSTRUMENT TRAY 2 BASE
7451247 GENERIC INSTRUMENT TRAY 2 LID
7451248 DEFORMITY GENERIC INSTRUMENT TRAY 3 ASSY
7451249 GENERIC INSTRUMENT TRAY 3 TOP INSERT
7451250 GENERIC INSTRUMENT TRAY 3 BASE
7451251 GENERIC INSTRUMENT TRAY 3 LID
7451252 DEFORMITY INSTRUMENT TRAY 5 MID INSERT 2
7451259 LOCK SCREW LID, SS
7451260 LOCK SCREW CADDY, SS
7451261 POLYAXIAL SCREW CADDY, SS

B 7451262 GENERAL IMPLANT TRAY - TOP LEVEL, SS
7451263 VARIABLE TRANSVERSE CONNECTOR CADDY COVE
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ATTACHED LIST TO DECLARATION OF CONFORMITY
FOR DEFORMITY (ARMADA) SPINAL SYSTEM
Part Number Part Description
7451264 VARIABLE TRANSVERSE CONNECTOR CADDY
7451265 GENERAL IMPLANT TRAY BASE, 55
7451267 ILIAC CLOSED LOCK SCREW CADDY COVER, S5
7451268 ILIAC CLOSED LOCK SCREW CADDY, 55
7451269 DEF. ILIAC/REDUCTION SCREW TRAY BASE, SS
7451301 Lock Screw Caddy SS
7451302 Polyaxial Screw Caddy 6.35mm SS
7451303 General Implant Tray Top Tray S5
7451304 Variable Trans Conn Caddy Cover SS
7451305 Variable Trans Conn Caddy 6.35mm SS
7451306 General Implant Tray Base
7451308 Fixed Screw Caddy 6.35mm SS
7451310 Locking Screw Caddy 6.35mm
7451311 Hook Caddy 6.35mm SS
7451312 Deformity Implant Tray Base 6.35mm SS
7451314 lliac Closed Lock Screw Lid, SS
7451315 lliac Closed Lock Screw Caddy, SS
7451316 Iliac / Reduction Screw Base, 6.35mm S5
7451319 Tray 1 Middle
7451320 Tray 1 Base
7451322 Tray 2 Top
7451323 Tray 2 Middle
7451324 Tray 2 Base
7451326 Tray 1 Top
7451327 Tray 1 Middle
7451328 Tray 1 Base
7451330 Tray 2 Top
7451331 Tray 2 Base
7451333 Instrument Tray 5 Top Insert
7451334 Instrument Tray 5 Mlddle Insert
7451335 Instrument Tray 5 Base
7452040 SINGLE LEAD TAP, 4.0MM
7452045 SINGLE LEAD TAP, 4.5MM
7452050 SINGLE LEAD TAP, 5.0MM
7452055 SINGLE LEAD TAP, 5.5MM
7452065 SINGLE LEAD TAP, 6.5MM
7452075 SINGLE LEAD TAP, 7.5MM
7452085 SINGLE LEAD TAP, 8.5MM
7453040 DOUBLE LEAD TAP, 4.0MM
7453045 DOUBLE LEAD TAP, 4.5MM
7453050 DOUBLE LEAD TAP, 5.0MM
7453055 DOUBLE LEAD TAP, 5.5MM
7453065 DOUBLE LEAD TAP, 6.5MM
7453075 DOUBLE LEAD TAP, 7.5MM
7453085 DOUBLE LEAD TAP, 8.5MM
7459003 Armada Probe, Narrow Gearshift Straight
7459004 Narrow Gearshift Probe Curved
7459005 DOUBLE LEAD TAP, 10.5MM TAP
7459006 Armada Ti Probe, Gearshift Curved
7459007 Armada Ti Probe, Pedicle Ball Tip
7459008 Armada Ti Probe, Pedicle Dual Ball Tip
7459009 ' KERRISON PERSUADER
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ATTACHED LIST TO DECLARATION OF CONFORMITY
FOR DEFORMITY (ARMADA) SPINAL SYSTEM

Part Number Part Description
7459010 Rocker, Long
7459011 REDUCTION TOWER
7459012 Reduction Tower T-Handle
7459013 REDUCTION SCREW BREAKOFF TOOL
7459014 Armada Screwdriver
7459015 Self Retaining Screwdriver
7459016 Screw Adjuster
7459017 Defarmity Counter Tarque
7459019 Deformity Rod Pusher 5.5mm
7459020 LOCK SCREW GUIDE/DEROTATION TOWER
7459021 LOCK SCREW STARTER
7459022 LOCK SCREW STARTER, STRAIGHT
7459023 LOCK SCREW DRIVER 6.25MM/PLS
7459024 Rod Holder
7459029 ARM15T Bender, Rod In Situ Sagittal Left
7459030 ARMI5T Bender, Rod In Situ Sagjttal Rt
7459031 ARMI15T Bender, Rod In Situ Coronal Left
7459032 ARMIST Bender, Rod In Situ Coronal Right
7459033 ROD ROTATION WRENCH
7459036 Deformity French Bender
7459037 ROD BENDER LEFT
7459039 Table Top Rod Cutter
7459040 Implant Holder
7455041 Armada Ti Compressor, Parallel
7459043 Armada Ti Distractor, Parallel
7459044 Posterior Fixation Screw Tray Assembly (PSP)
7459045 Cross Connector Measurement Guide
7459046 Cross Connect Holder, Fixed
7459055 DEFORMITY PEDICLE ELEVATOR
7459056 DEFORMITY HOOK INSERTER 6.25MM
7459057 DEFORMITY LAMINA ELEVATOR
7459058 DEFORMITY HOOK PUSHER
7459059 DEFORMITY TRANSVERSE PROCESS ELEVATOR
7459060 PEDICLE MARKER SPHERICAL
7459061 PEDICLE MARKER DIAMOND
7459063 SCREW HEAD ADJUSTER 6.25MM ROD
7459065 ROD BENDER RIGHT
7459088 FIXED SCREWDRIVER 5.5MM ROD
7459089 FIXED SCREWDRIVER 6.25MM ROD
7455091 REDUCTION TOWER COUNTER TORQUE
7459094 Screw Head Adjuster, 5.5mm
7459102 Rod Gripper 5.5mm Rod
7459104 REDUCTION SCREWDRIVER
7459105 REDUCTION COUNTER TORQUE, 5,.5MM ROD
7459107 Illiac Screwdriver, Closed
7459109 Armada Base, Vetebral Body Derotation
7459110 VBD Tray (Full)
7459112 Rocker, Short
7459113 GEARED HANDLE 3:1
7459114 Closed lliac Counter Torque
7459115 VARIABLE TRANSVERSE CONNECTOR DRIVER
7459116 FIXED CROSS CONNECTOR DRIVER
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ATTACHED LIST TO DECLARATION OF CONFORMITY
FOR DEFORMITY (ARMADA) SPINAL SYSTEM
Part Number Part Description

7459118 Open Offset Connector Counter Torque
7459119 Cross Connector Holder, Adjustable
7459120 PEDICLE MARKER SPHERICAL 40
7459121 PEDICLE MARKER DIAMOND 40
7459122 DEFORMITY SCREW INSULATOR
7459126 PROVISIONAL LOCKING TOOL
7459127 PLS LOCK/UNLOCK TOOL
7455128 Counter Torque, 6.35mm
7459129 Lock Screw Guide Derot Tower 6.35mm
7459130 Rod Pusher, 6.35mm
7459131 In-Situ Sagittal Bender 6.35mm L
7459132 In-Situ Sagittal Bender 6.35mm R
7459133 In-Situ Coronal Bender 6.35mm L
7459134 In-Situ Coronal Bender 6.35mm R
7459135 Reduction Counter Torque 6.35mm
7459136 Closed lliac counter Torque, 6.35mm
7459137 Open Offset Counter Torque, 6.35mm
7459139 Implant Holder, 6.35mm
7459140 Double Lead Tap, 4.0mm Tap
7459143 110in-Ib Torque Limiting Handle
7459144 REDUCTION TOWER 6.35MM
7459145 Double Lead Tap, 4. 5mm Tap
7459146 Short Screwdriver
7459147 Armada Reduction Tower 40mm
7459148 Power Adaptor Screwdriver
7459149 Armada Short Reduction Towers
7459150 Double Lead Tap, 5.0mm Tap
7459151 PLS Lock/Unlock Tool 6.35mm |
7459152 ARMADA DEROTATION LINK
7459155 Double Lead Tap, 5.5mm Tap
7459156 Armada Ti Holder, Cross Connector
7459157 Armada Ti Bender, Cross Connector Left
7459158 Armada Ti Bender, Cross Connector Right
7459161 Armada Ti Counter Torque, Cross Conn
7459162 Torgue Limiting Final Drive Shaft
7459165 Double Lead Tap, 6.5mm Tap
7459166 Armada Locking Driver, Derotation Link
7459168 Hemostat Style Implant Holder
7459169 Armada Link, Derotation Tower
7459171 Armada Clamp, Derotation Tower
7459173 Armada Extension, Reduction Tower
7459175 Double Lead Tap, 7.5mm Tap
7459185 Double Lead Tap, 8.5mm Tap

‘ 7459188 Armada Lock Screw Tightener with Handle
7459192 Armada Safety Sleeve/Counter Torque
7459193 LPCC Tray Caddy
7459194 LPCC Caddy Lid
7459195 DOUBLE LEAD TAP, 9.5MM TAP
7459196 LPCC Tray Base
7459197 LPCC Tray Full

} 7459205 SINGLE LEAD TAP, 10.5MM TAP
7459240 SINGLE LEAD TAP, 4.0MM TAP
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ATTACHED LIST TO DECLARATION OF CONFORMITY
FOR DEFORMITY (ARMADA) SPINAL SYSTEM

Part Number Part Description
7455245 SINGLE LEAD TAR, 4.5MM TAP |
7458250 SINGLE LEAD TAP, 5.0MM TAR |
7459255 Single Lead Tap; 5.5mm Tap
7459265 Single Lead Tap, 6.5mm Tap
7459275 single Lead Tap, 7.5mm Tap
7459285 Single Lead Tap, 8.5mm Tap
7459295 SINGLE LEAD TAP, 8,5mm TAR
7459300 ARMADA TRAY LID
7459202 ARMADA DEGENERATIVE INS. TRAY 1 TOP
7459303 ARMADA DEGENERATIVE INS. TRAY 1 MIDDLE
7459304 ARMADA DEGENERATIVE INS. TRAY 1 BASE
7459307 ARMADA DEGENERATIVE INS. TRAY 2 TOP
74509308 ARMADA DEGENERATIVE INS. TRAY 2 MIDDLE
7459309 ARMADA DEGENERATIVE INS. TRAY 2 BASE
7459310 ARMADA DEGENERATIVE INS. TRAY 2 MAT
7459313 ARMADA DEGENERATIVE IMP. TRAY TOP
7459314 ARMADA DEGEN IMP. LOCKSCREW CADDY LID
7459315 ARMADA DEGEN IMP. LOCKSCREW CADDY
7459316 ARMADA DEGEN IMFLANT TRAY SCREW CADDY
7459317 ARMADA DEGEN IMP. ADJUST, CONNECTOR CADD
7459318 ARMADA DEGEN IMP ARJUST CONNECT CAD LID
7459319 ARMADA DEGENERATIVE IMP. TRAY BASE
7459322 ARMADA OPEN [LIAC SCREW TRAY BASE
7459323 ARMADA QPEN ILIAC SCREW TRAY SCREW CADDY
74509324 ARMADA OPEN ILIAC SCREW TRAY CADDY LID
7459325 Case, Posterior Fixation Screws
7459327 ARMADA LONG CONSTRUCT TRAY TOP
7459328 ARMADA LONG CONSTRUCT LOCKSCREW. CADDY
7459329 ARNMADA LONG CONSTRUCT LOCKSCREW CADDY LI
7459330 ARMADA LONG CONSTRUCT CLOSED L.SCREW CAD
7458331 ARMADA LONG CONSTRUCT CLOSED CADDY LiD
7455332 ARMADA LONG CONSTRUCT TRAY SCREW CADDY
7459333 ARMADA LONG CONSTRUCT TRAY MIDDLE
7455334 ARMADA LONG CONSTRUCT TRAY BASE
7459335 Lid, Posterior Fixation Screws
7459337 ARMADA ROD CUTTER TRAY BASE
7459338 Caddy, Posterior Fixation Screws
7459346 ARMADA DEFORMITY INSTRUMENT TRAY L TGP
7459341 ARMADA DEFORMITY INSTRUMENT TRAY 1 MIDDL
7459342 ARMADA DEFORMITY INSTRUMENT TRAY 1 BASE
7459345 ARMADA DEFORMITY IMPLANT TRAY 1 TOP
7459245 ARMADA DEFORMITY IMPLANT TRAY 1 FS CADDY
7455347 ARMADA DEFORMITY IMPLANT TRAY L HOOK CAD
74559348 ARMADA DEFORMITY IMPLANT TRAY 1 BASE
7459352 | ARMADA DEFORMITY IMPLANT TRAY 2 LINI CADD
7459353 ARMADA DEFORMITY IMPLANT TRAY 2 PLS CADD
7459354 ARMADA DEFORMITY IMPLANT TRAY 2 BASE
7459355 ARMADA 5.5MM TI PLS IMPLANT TRAY BASE
7459357 ARMADA DEEORMITY REDUCTION SCREW TRAY BS
7458358 ARMADA DEFORMITY REDUCTION SCREW TRAY CD
7459361 ARMADA DEFORMITY INSTRUMENT TRAY 2 TOP
7459362 ARMADA DEFORMITY INSTRUMENT TRAY 2 BASE
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ATTACHED LIST TO DECLARATION OF CoNFoEsrTy
FOR DEFORMITY (ARMADA) SPINAL Sy EIEM

Part Number Part Description E
7459364 Armada Uniglanar Tray Ud
7459365 Armada Uniplanar Screw Caddy
7459366 Armada Uniptanar Tray Base
7459367 Armada Caddy, Fixed Cross Connectar
7459368 Armada Lid, Fixed Cross Connectar
7459369 Armacta Base, Eross Connactor Implant
7458370 Acmada Base, Extended Polyaxial Implant _B
7459371 Armada Caddy, Extended Polyaxial Screw N
7459372 ARMLST Top Insert, Iliac Screw |
7459373 ARMAST Bottan Insert, Hliac Screw
7459374 ARMI1ST Base, lliac Implant
7459375 “Armada Base, Long Rod
7455381 Armada Derotation Link Alpha Base
7459382 Armada Derotation Link Alpha Lid
7459383 Armada Derotation Link Alpha Nipple Mat
7459387 Armada Base, Mini Redbicer Tray
7459388 Armada Ld, Mini Reducer Tray
7459389 Armada Tray, Short Reduction Towers |
7459352 Armada Reduction Uniptanar Tray. (Full)
7459393 Armada Reduction Uniplanar Tray Base
7459394 “Armada Reduction Uniplanar Screw Caddy
7459395 Armada Base, Short Tray
7459346 Armada Rase, Extended Tray
7456397 | CoCr Rod Tray [Full)
7459338 Armada Cocr Rad Tray Lid
7455401 Armada Poly Tray 5.5mm 5% Base
7459402 Armada Poly Tray 5.5mm 55 Tap Level
7459403 Armada 5.5mm S5 Polyaxial Screw Caddy
7459404 Armada Poly 55 Open Lock Screw Caddy
7458405 Armada Paly 55 Dpen Lock Screw Lid
7459406 Armada Poly 55 Clased Lock Screw Caddy
7458407 Armada Poly S8 Closed Lock Screw Lid
7459409 Armada lliac Tray 5.5mm 55 Base
7459410 Armada Hliac Tray 5.5mm S5 Top Level
7459411 Armada lliac 55 Open Lock Screw Caddy
7459412 Armada lliac S5 Open Lock Screw Lid
7459413 Armada Iliac 55 Closed Lock Serew Caddy
7459414 Armada liiac 55 Clased Lock Screw Lid
7459416 Armada Fixed Tray 5.5mm 55 Base
7459417 Armada Fixed Tray 5.5mm SS Tap.Level
7459418 Armada 5.5mm 55 Fixed Screw Caddy
7459419 Armada 5.5mm 55 Hook Caddy
7452421 Armnada Cr Cann Tray 5:5mm S5 Base
7459422 Armada 5.5mm 55 Fixed Connactat Caddy
7459423 Armada 5.5mm 55 Fixed Connector Lid
7459424 ‘Armada 5,5mm S5 Adj Connector Caddy
7459425 Armada 5.5mm 58 Adj Connettor Lid
7459427 Armada Reduction Screw 5.5mm 55 Base
7459428 Armada 5.5mm 55 Reduction Screw Caddy
7459430 Armada Prov Lock Tray 5.5mm 58 Base
7459432 Armada 5.5mm SS Prov Lock Screw Caddy
7459434 Armada Uniplanar Tray 5.5mm 55 Base
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ATTACHED LIST TO DECLARATION OF CONFORMITY
FOR DEFORMITY (ARMADA) SPINAL SYSTEM
Part Number Part Description
7459435 Armada Uniplanar Tray 5.5mm 55.Lid
7459436 Armada 5.5mm 55 Unjplanar Screw Caddy
7458437 Armada Cr ConniTray 5.5mm 58 Top Level
7459438 Armada Reductioh Serew 5.5mm S5 Matt
7459434 Armada Short Tray
7459440 Armada XT Tray
7459441 Armada Large Sized Screw Caddy
7459447 _Armada Largé Sized Screw Tray Base
7458443 ASF Stainless Steel Tray 2
7459444 ASF Stainless Stesl Tray 3
7459445 ASF Stainless Steel Tag, Large
7459446 ASF Stainless Steel Tag, Small
7459447 Armaga Large Sized Screw Tray Lid
7459448 Afmada Large Diameter Polyaxial Screw Implant Tray Assembly
7458499 Armada 5.5mm Low Profile ook Tray
7459546 Armada Poly Serewdriver, Dismantle-Able
7459547 ARMI5S Dismantlable Reduction Driver
7459602 Adjacent Segment Fixation Case, Bottorn
7458603 Adjacent Segment Fixation Case, Lig
7459604 ASF Case, Tray 1 Top
7459605 ASF Case, Tray 2 Middle
7459506 ASF Case, Lock Screw Caddy Dpen
7459607 ASF Case, Lock Screw Caddy Lid ©pen
7459608 ASF Rangeur
7459609 ASF Chisel
7459610 ASF Eolinter Torque
7458611 ASF Case, Tray 2 Bottom
7459612 ASF Connector Insertar, Threaded
7455613 ASF Rod Template
7459614 ASF Extended Chisel, 5 5mm
7458615 ASF Extended Chisel, 6.35mm
7459616 ASF Rod Diameter Gauge, 5/5/6.35mm
7459617 ASF Cobb
7459619 ASF Angled Kocher
7459620 ASF Offset Rod Temgplate, Short
7459621 ASF Il Counter Torgue
7459624 ASF |l Inserter, Threaded Connector
7459690 Adjacent Segment Fixation Il Tray Base
7459691 Armada ASF Il Tray 1
7459632 Armada ASF Il Tray 2
7459693 Armada ASF Il Tray 3
7459694 ASF 2 Caddy, Rotating Connectar
7453636 Armada Rod Connectar Tray Base
7459658 ASE It Lid, Rotsting Connecter Caady
7459801 -Armada Screwdriver, Polyaxial Short
7459802 Short Reduction Driver
7459803 Armiada Short Fixed Driver
7459840 ‘Armada Short Tap - 4.0
7459845 Armada Tap, 4.5mm Short Double Lead
7459850 Armada Short Tap- 5.0 ]
7459855 Armada Tap, 5.5mm Short Double Lead
7459865 Armada Tap, 6.5mm Short Doutile Lead

I Page 11 of 14




™

Spiosel pF ezt lgeT

ATTACHED LIST TO DECLARATION OF CONFORMITY

FOR DEFORMITY (ARVADA) SPINAL SYSTEM

Part Number Part Descripfion

7453875 armada Tag, 7.5mm Short Double Lead
7459885 Arrmada Short Tap - 8.5
7459895 Armada Short Tap - 9.5
7459901 Armacda Scréwdriver, Polyaxial Extended 1
7459902 Armada XT Reduction Driver
74595903 Armada XT Fixed Driver
7458940 Armada'XT Tap -4.0
7459945 Armada Tap, 4.5mm Extended Double Lead

' 7459550 Armada XT Tap - 5.0
7458955 Armada Tap, 5:5mm Exténded Double Lead
7459955 Armnada Tap, 6.5mm Extended Double Lead
7459975 Armacda Tap, 7.5mm Extended Double lead
7459985 Ariada XT Tap- 8.5
7459995 Armada XT Tap -9.5
7559141 Dismantlable Armada Reduction Screwdriver
7559309 Armada Ti Case, Long Instruments
7600007 Armada Ti Top, Long Instruent Tray
7500008 Armada Ti Middle, Long Instrument Tray
7600009 Armada Ti Bottom, Long Instrument Tray
7600010 Armada T Caddy, Pedicle Marker
7600018 Armada TiCase, Reduction Ihstrumerits
7600034 Armada Tag, Large Long Instruments
7600035 Armada Tag, Small Long Instruments
7600040 Armada Tag, Large Reduction Instruments
7600041 Armada Tag, Small Reduction Instruments
7660030 Armada Ti Template, 500mm Rod
7660133 Armada Ti Template, 250mm Rod
7771116 Compressor
7771164 PPS Reamer, Tulip
7771165 LATERAL TULIP REAMER
7771166 POSTED SHANKDRIVER
7771169 VERIFICATION TORQLE T-HANDLE
8350510 OFFSET CONNECTOR 10mm Template, 5.5mm
8350520 OFFSET CONNECTOR 20mm Template, 5.5mm
8350520 QFFSET CONNECTOR 38mm Template, 5.5mm
8350540 OFESET CONNECTOR 40imm Template, 5.5mm
8350560 OFFSET CONNECTOR 60mm Template, 5.5mm
3454101 PEDICLE HOOK, SMALL, 5.5mm Template
8454102 PEDICLE HOOK, MEDIUM, 5.5mm Template
2454112 LAMINA HOOK REDUCED'W, &mm, 5.5mm Template
2454113 LAMINA HDOK REDUCED W, 8mm, 5:5mm Template
8454114 LAMINA HOOK REDUCED W, 10mm, 5.5mm Template
8454121 ANGLEDR HOOK, RIGHT, 5.5mm Template
8454122 ANGLED HODK, LEFT, 5.5mm Template
8454123 OFFSET HOOK, RIGHT, 5.5nmm Template
8454124 OFFSET HOOK, LEFT, 5.5mmTemplate
2800000 MAS DEF Set Screw
8201300 Ganeric NuVasive Tray Lid
3992001 Armada PSO Alpha Case Outer Case

| 8992002 Armada PSO Alpha Case Top Tray
8992003 Armada PSO Alpha Case Middle Tray
8992006 Armada 3C0 Duter Case

e S —
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Part Number Part Description
8952007 Armada 3CO Top Tray
2992008 Armada 3CO Middle Tray
8992009 Armada 3CO Bottom Tray
8992010 Armada 3CO Case Assembly
8992100 Armada Ti Rasp
8992101 Armada Ti Rongeur, 5x16mm Leksell PSO
8992102 Armada Ti Retractor, 12mm Straight PSO
8592103 Armada Ti Retractor, 12mm Angled PSO
8992106 Armada Ti Mallet, Ombredanne PSO
8992108 | Armada 3CO Cobb, Dual Ended
8992111 Armada Ti Impactor, 15mm
8992112 Armada Ti Impactor, 20mm
8992114 Armada Ti Impactor, 30mm
8992120 Posterior Wall Impactor — 10mm
8992121 Posterior Wall Impactor — 15mm
8992122 Armada 3CO Impactor, 20mm Lumbar
8992123 Armada 3CO Impactor, 25mm Lumbar
8992124 Posterior Wall Impactor — 30mm
8992125 Posterior Wall Impactor —35mm
8992126 Posterior Wall Impactor —40mm
8992201 Nerve Root Retractar, Straight —8mm
8992202 Nerve Root Retractor, Straight — 10mm
8992203 Armada 3CO Retractor, 12mm Curved
8992204 Nerve Root Retractor, Straight — 14mm
8992205 Nerve Root Retractor, Bent —6mm
8992206 Nerve Root Retractor, Bent — 8mm
8992207 Armada 3CO Retractor, 10mm Square
8992208 Nerve Root Retractor, Bent — 12mm
8992210 Armada Ti Osteotome, 7mm
8992211 Armada Ti Osteotome, 12mm
8992212 Armada Ti Osteotome, 20mm
8992230 Armada Ti Box Chisel, 6x6mm
8992231 Armada Ti Box Chisel, 9x9mm
8992240 Straight Osteotome — 7mm
8992241 Armada 3C0O QOsteotome, 1Zmm Lumbar
8992242 Armada 3CO Osteotome, 17mm Lumbar
8992250 Angled Osteatome — 7mm
8992251 Angled Osteotome — 12mm
8992252 Angled Osteotome — 17mm
8992260 Box Csteotome — 6x6mm
8992261 Armada 3CO Osteotome, 9x9mm Lumbar Box
8992325 Armada Ti Template, 25°
8992330 Armada Ti Template, 30°
8992335 Armada Ti Template, 35°
8992415 Armada Ti Spoon Retractor, 15mm
8992420 Armada Ti Spoon Retractor, 20mm
8992501 Armada 3CO Impactor, 10mm Cervical
8992502 Posterior Wall Impactor — 15mm
8992503 Straight Osteotome — 5Smm
8992504 Armada 3CO Osteotome, 7mm Cervical
8992505 Straight Osteotome — 12mm
8992509 Box Osteotome ~ 5x5mm
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FOR DEFORMITY (ARMADA) SPINAL SYSTEM

Part Number Part Description
8992510 Armada 3CO Osteatome, 6x6mm Cerv Box
8992511 Armada 3CQO Osteotome; 10° Conical
8992512 Armada 3CO Osteotome, 15° Conical
8992513 Armada 3CO Osteotome, 20° Conical
8992515 Armada 3CQ Retractor, 15Smm Spoon
8992520 Armada 3CO Retractor, 20mm Spoon
8992525 Lateral Wall Retractor — 25mm
8992530 Lateral Wall Retractor — 30mm
8992535 Lateral Wall Retractor — 35mm
8992991 PSO Left Tip
8992992 PSO Right Tip
8952993 Inline Left Tip
8592954 Inline Right Tip
8992995 Armada 3CO Rack Tip, Left PSO
8992996 Armada 3CO Rack Tip, Right PSO
8992997 Armada 3CO Rack Tip, Left Inline
8992998 Armada 3CO Rack Tip, Right Inline
8992999 Armada 3CO Rack
8400002001 NEEDLE HOLDER ASSEMBLY
8400003001 Sealed Sterilization Tray
8400004001 Fenestrated Screw Tray Insert
8400005001 Fenestrated Screw Case Insert Lid
8400006001 Fenestrated Screw Caddy
D7459014 Polyaxial Screwdriver
D7459088 Fixed Screwdriver
D7459104 Reduction Screwdriver
D7459107 lliac Screwdriver
D7659014 Armada Screwdriver, Poly Lock Dismantl
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