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United States of America

DEPARTMENT OF STATE

To all to whom these presents shall come, Greetings:

I Certifr'That the document hereunto annexed is under the Seal of the Districl of Coiurrrbia, and that
such Seal is entitled to full faith and credit.*

*For the contents of the annexed dacument, the Deporfinertt ossum$ n{ rcspiltt'h'l'q[
This certilicate is not valid if it is removed or altered in sny x'o! whuts+tere"

In testimony whereof, l. Rex W. Tilierson, Secretary- of State ,
- /ave hereunto caused the scal of the Department of State to be: affired .,lrC rny name subscribed by the.{ssistant Authentication
0fticer; ot'the said Departmenl, at the citl'of Washington, in the
Districl of Columbia, uris twenty-sixth day of May, 2017.

lssued pursuant tc CHXII', State o/
Sept. 15, 1789, I Stat. 68-o9; 22
USC 2657; 22L\SC 2651a; 5 USC

I /.)(
B.v

Secretary oiState
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DpclanauoN oF CoNpontrrry

M,qNupncruRrn: NuVasive@, Incorporated
7475 Lusk Blvd.
San Diego, CA92l2l
United States of America
(858) 909-r800

EunopE,AN Rr pnrssNr,arl\T NuVasive@ IIK Ltd.
Suite B,
Ground Floor
Caspian House
The Waterfront
Elstree, WD6 3BS
UK
+44 (0) 208 238 78s0

Pnooucr Deformity (Armada) Spinal System Instruments (See Attached List)

CL,q,ssrnc,qrrox: Class I, Rule 6 according to Annex IX of the MDD

CoNroruvrmy ASSESsMENT
Rourn: Annex \lll

We herewith declare that the abovementioned products meet the provisions of the Cotmcil Directive
93/42/EECfor medical devices. All sttpporting documentation is retained under the premises of the
manufacturer.

SraNo.qRDs AppLIED: ISO 13485:2003

YnanonCE M.q.nxrxc: 2010

IssuBo By: NuVasive, Incorporated
7475 Lusk Boulevard
San Diego, Califomia 92121
United States of America

h l'..1r :'':'.'r -- : q..:'
''.:o ii S,,o4d of ,hnov.tlon-
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PnrpaRro By:
Chris Reah
Specialist, Regulatory Affairs

26 SnprsnrsEn 2014
Date
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ACTURER'S DECLARATIO\ OF CO\FOR\IITI'
AUSTRALIAN THERAPEUTIC GOODS (MEDICAL DE\ICES R-EGLI-1.TI[)\S l:tll

This is a declaration of conformity made tmder clause 6.6 of Schedule -i t.' rh: T-ir;z'e;:: GrrS !fl&:d
Devices) Regulations 2002.

Manufacturer's Name:

Business Address:

FULL QUALITY ASSURANCE PROCEDLRIS

NuVasivee), IncorPorated

7475 Lusk Blvd
San Diego, CA92l2l
United States of America
(858) 909-1 800

Medical Device(s):

Classification:

GMDN Code and Term:

See attached schedule

Class I - classification rule 3.2(4) ofSchedule 2

43257 Bone-screw internal spinal fixation system

Full quality assurance
p r o c e dur e s c e rtiJic ate :

Standards Applied:

Year of CE Marking:

Authorised Signatory:

Speed o, ladavaa.o.'

ISO 13485 certificate: Fili493927

ISO 13485:2003

2010

Scope of Application: All

Each kind of medical device to which the system has been applied complies with the applicable provisions

ofthe essential principles, the classification rules, and the full quality assurance procedures, at each stage,

from the desigrrofthe device until its final inspection before being supplied.

plf
26 SeprsN,rept20l4
DateChris Reah

Specialist, Regul atory Affairs
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Sleed of tnnovdaion'

Arr.q.curo Llsr ro Dpcla'RauoN oF CoNnoRlttry
non DBNORMITY SptNaL Sr srrlt

n
Part Number

1011401

1011405

Part Descri n

Kerrison - 40

Curved Kerrison - e40

Curette - StraiL0tt407
Penfield LaL0tt4L]-
Suction 10 FR - Shortro1L4L4
Curette - La10tL429

Level 1ASF II AI15850s2
ASF II AI Level 2ha1585053

Tray, Level 3ASF II AI1585054
n - Left3230074

Doyen -3230075
Rib Removal Tool - Stille3230076

Rxo ll Convention al Rod Tray7240005
ue T-HandleTo1240025
Rx@ Rod T 250mm7240033

ate, 500mmRod T7240034
Armada Silicon Alum Rod Te ate, 250mm7240095
Armada Silicon Alum 500mmRod7240096
Armada Silicon Nit Rod ate, 250mm7240097

500mmArmada Silicon Nit Rod T7240098
EXPANDABLE LOCKSCREW STARTER7270080

EROTATION TOWERLOCK SCREW GUI745t020
LOCK SCREW STARTER 5.25M M/PLS7451021

25M LSSTRAIGR 6 M/PHTSTARTEEWSCRLOCK745L022
SCREW DRIVER 6.25M LSLOCK7451023

ROD HOLDER, 5.5MM ROD745t024
6.25MM RODROD GRIPP745t025

ROD GRIPPER, 5.5MM ROD7451026
ROD TEMPLAT 5.5MM7451021
ROD TEMPLATE, 6.25MM745t028
IN-SITU SAGITTAL BENDE 5.5MM ROD, L74sL029
IN.SITU SAGITTAL BEN 5.5MM ROD R74s1030
IN SITU CORONAL BENDE 5.5MM745L03r
IN-SITU CORONAL BENDE RIGHT745t032
ROD ROTATION WRENCH7457033

ROM DLEVATORE 5.5MDRO oT DRO74s1034
TABLETOP ROD BENDER74st035
FRENCH BENDER745L036
PLATE STYLE BENDER LEFT7451037
IN-SITU ROD CUTTER74s1038
TABLETOP ROD CUTTER74s1039
IMPLANT HOLDER, 6.2745L040
PARALLEL COMPRESSOR7451041

e ActionCom ressor Si7451042
PARALLEL DISTRACTORt45t043
Di stractor, Action7457044

enrem Gt uidernecto MeasuConCross745L045
Cross Connector Holder745L046

TE DLE-HANECTORN ORQUToCR coNSS74sto47
CONNECI-OR DRIVERCROSS7451048

CROSS LEFTDEBENECI-ORcoN NDFIXE74st049
D RIGHTCTORE EN ER,BCROSSXED CONNF7451050
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ATTACHED LIST TO DECLARATIO\ OT Co\FoR\flT\
FOR DEFORMITY ARMADA SPt\AL S\ \-TEu

Pa rt Number Part DescriPtion

7451051 ROD TEMPLATE, 5.5MM X 500MM

ROD TEMPLATE, 6.2sMM X 500MM

BALL TIP PEDICLE PROBE, WIDE

ROO TO ROD ELEVATOR 6.25MM

Pedicle Elevator

Hook lnserter, 6.25mm Rod

Lamina Elevator

Hook Pusher
Transverse ProceSS Elevator

PEDICLE MARKER SPHERICAL

PEDICLE MARKER DIAMOND

SC REW HEAD AD.IUSTER 6,25MM ROD

PLATE STYLE EENDER RIGHT

AD]USTAB IE CROSS CONNECTOR DRIVER

7 451052

7451053
145t054
1451055

7 451056

7451051
7451058
7451059
74s1060

1457067
7451063

1451065
1451067

Rod Holder,6.25mm Rod7457069
Do L26 M5 RMRB N DEUIT SAG TTN S7 45L070

R5) MM oR D6.EB DN REAG TT LN-I USIT 57451011
SITU CORONAL BENDERS, 6.25MMIN1451012

D R2€, M5 oM RBL NE EDoCOR R,NNI s UT7457013
DEFORMITY TULIP DEROTATION TOOL1451075

P TO ROD ELEVATOR 5,5MMTULI7451071
KERRISON PERSUADER, 5,5MM ROD1451074
ROCKER, 5,5MM ROD7457019

lY D55. oM RMRER D ERIA} SCo74s1080
E 5.R M5 MRE RDET N GN 5CE5 FL R1457087

UNTER TORQUE, 5,5MM ROD7451083
ATI MM oR DUG D 5 5RF OT oNER DocL 5CK1451084

TOCKSCREW STARTER 5.5MM7451085
REW STARTER STRAIGHT 5,5MMrocKsc7457046

LOCK SCREW DRIVER, 5.5MM R OD
7 45L087

FIXED SCREWDRIVER, 5.5MM ROD745L04a
Fixed Screwdriver, 6.25mm Rod7451089
lliac Probe7451090
REDUCTION TOWER COUNTER TORQUE1451097
REDUCER, 5,5MM ROD1451092
REDUCER, 6.25MM ROD745L093
SCREW HEAD ADIUSTER, 5.5MM ROD

7 451094
IMPLANT HOLDER, 5,5MM ROD74SlO95
UNIAXIAL SCREWDRIVER, 5,5MM ROD

7 457096
NIAXIAL SCREWDRIVER, 6.25MM RODU145L091

oR D L26 M5 MRFRo EI DNCD No EN CTXE7451098
R) MM oR D6. 5EB DN RENN CTE RoF X COD74s1099

HOOK INSERTER, 5.5MM ROD7451100
Rod Grippe r, Dual Action, 6 35mm145770L

DualAction,5.5mm RodRod Gri r,145LtO2
REDUCER T-HAN DLE1451L03

FR DRI RICT No csMR TY ER UDED fo145rL04
Reduction Counter Torque7 451705
SCREWDRIVER, ILIAC.CLOSED7457701
REDUCER

REDUCER T HANDLE
7451108
7451109

BR NE ED R LNN CTE oEx CRD SSo coF14511L0
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Arracuno Lrsr ro Docr,aRarroN oF Coxporurrty
FOR DEFORMITY Sprxll- Svsrrrr

Part Number
745tttt

Part Description

FIXED CROSS CONNECIOR BENDER, R

7451200 DEFORMITY IMPLANT TRAY ASSY

745L20L Deformity lmplant Tray Lid

7451202 DEFORMITY. FIXED SCREW CADDY 5.5 TI

7451203 DEFORMITY - UNIAXIAL SCREW CADDY 5.5 TI

7451204 DEFORMITY - LOCKING SCREW CADDY 5.5 TI

74s1205 DEFORMITY - HOOK CADDY 5.5 TI

7451206 DEFORMITY I MPLANT TRAY BASE

745L208 Lock Screw Lid

745L209 General lmplant Tray Base

745L210 Variable Transverse Connector Caddy

7451211 Polyaxial Screw Caddy Ti

7451212 Lock Screw Caddy Ti

74512t3 General lmplant Tray - Top Level

74512t5 lliac Closed Lock Screw Caddy Cover

74512L6 lliac Closed Lock Screw Caddy

745t217 lliac/Reduction Screw Tray

745L218 Variable Transverse Connector Caddy Cove

745L220 DEFORMITY INSTRUMENT TRAY 1 TOP INSERT

745L221 DEFORMITY INSTRUMENTTRAY 1 MIDDLE INSER

7451222 DEFORMITY INSTRUMENT TRAY 1 BASE

7457224 DEFORMITY INSTRUMENTTRAY 2 TOP INSERT

7451225 DEFORMITY INSTRUMENTTRAY 2 MIDDLE INSER

7451226 DEFORMIW INSTRUMENTTRAY 2 BASE

745L228 DEFORMIry INSTRUMENT TRAY 3 TOP INSERT

745L229 DEFORMITY INSTRUMENT TRAY 3 BASE

745L232 DEFORMITY INSTRUMENT TRAY 4 BASE

7451233 Deformity lnstrument Tray 5 Top lnsert
745t234 Deformity lnstrument Tray 5 Mid. lnsert
745!235 Deformity lnstrument Tray 5 Base

7451236 DEFORMITY GENERIC INSTRUMENT TRAY l ASSY

745L237 FIXED CADDY 5.5, SS

745L238 UNIAXIAL CADDY 5.5, SS

7451239 LOCKING CADDY 5.5, SS

7451240 HOOK CADDY 5.5, SS

745124t DEFORMITY IMPLANT TRAY BASE, SS

745t242 DEFORMITY GENERIC INSTRUMENT TRAY 2 ASSY

745t243 GENERIC INSTRUMENT TRAY 2 TOP

745L244 GENERIC INSTRUMENTTRAY 2TOP LID

7451245 GENERIC INSTRUMENT TRAY 2 MIDDLE INSERT

7451246 GENERIC INSTRUMENT TRAY 2 BASE

745L247 GENERIC INSTRUMENT TRAY 2 LID

745L248 DEFORMITY GENERIC INSTRUMENT TRAY 3 ASSY

7451249 GENERIC INSTRUMENT TRAY 3 TOP INSERT

7451250 GENERIC INSTRUMENT TRAY 3 BASE

745125L GENERIC INSTRUMENT TRAY 3 LID

745L252 DEFORMITY INSTRUMENT TRAY 5 MID INSERT 2

745L259 LOCK SCREW LID, SS

745L260 LOCK SCREW CADDY, SS

745126L POLYAXIAL SCREW CADDY, SS

7451262 GENERAL IMPLANT TRAY. TOP LEVEL, SS

7451263 VARIABLE TRANSVERSE CONNECTOR CADDY COVE

Page 5 of14
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ArracsBo LIsr to DrclananloN oF CoxroRmlrv
FOR DEFORMITY Sptxal Svsrevt

Part Number
745!264

Part

VARIABLE TRANSVERSE CONNECI-OR CADDY

GENERAL IMPLANTTRAY BASE, SS7451265
ILIAC CLOSED LOCK SCREW CADDY COVE SS745L267
ILIAC CLOSED LOCK SCREW CADDY SS745L268

SCREW TRAY BASE, SSDEF7451269
7451301, Lock Screw SS

6.35mm SSScrew745L302
General I nt To SS745L303

Cover SSVariable Trans Conn Ca7451304
7451305 Variable Trans Conn Caddy 6.35mm SS

BaseGeneral lmplant745L306
6.35mm SSFixed Screw Ca745t308

Locki 6.35mmScrew745L310
7451311 6.35mm SSHook

Base 6.35mm SSant745L312
lliac Closed Lock Screw Lid, SS74513t4
lliac Closed Lock Screw SS7451315
lliac / Reduction Screw Base, 6.35mm SS745L31,6

l MiddleT74513t9
1 Base7451320
2745t322
2 Middle7451323
2 Base745L324
1 Top745L326
l Middle745L327
L Base7451328
2r745L330
2 Base7451331

745L333 5Tlnstrument I nsert

lnstrument 5 Mlddle lnsert7451334
7451335 5 Baselnstrument

SINGLE LEAD TAP, 4.OMM74s2040
SINGLE LEAD TAP 4.5MM745204s
SINGLE LEAD TAP, S.OMM7452050
SINGLE LEAD TAP 5.5MM7452055
SINGLE LEAD TAP 6.5MM7452065
SINGLE LEAD TAP, 7.5MM7452075
SINGLE LEAD TAP, 8.5MM7452085
DOUBLE LEADTAP 4.OMM7453040
DOUBLE LEAD TAP, 4.5MM74s3045
DOUBLE LEAD TAP 5.OMM7453050
DOUBLE LEAD TAP, 5.5MM7453055
DOUBLE LEADTAP 6.5MM7453065
DOUBLE LEAD TAP, 7.5MM7453075
DOUBLE LEAD TAP 8.5MM7453085
Armada Probe, Narrow Gearshift St74s9003
Narrow Gearshift Probe Curved7459004

7459005 DOUBLE LEAD TAP, 10.5MM TAP

Armada Ti Probe, Gearshift Curved7459006
Pedicle Ball TiArmada Ti Pro7459007

Armada Ti Probe, Pedicle Dual BallTip7459008
KERRISON PERSUADER7459009
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Arucnrn Lrsr ro DpclannuoN oF CoxroRurry
FOR DEFORMITY SprNal SysrBu

Part Number
74590t0

Part Description
Rocker, Lons

745901,1 REDUCTION TOWER

7459012 Reduction Tower T-Handle
7459073 REDUCTION SCREW BREAKOFF TOOL
745901,4 Armada Screwdriver
745901,5 Self Retaini ng Screwdriver
7459016 usterScrew
7459017 Counter T ue
7459019 Deformity Rod Pusher 5.5mm
74s9020 LOCK SCREW GUI ON TOWER
7459021 LOCK SCREW STARTER

7459022 LOCK SCREW ST STRAIGHT

74s9023 LOCK SCREW DRIVER 6.25M
7459024 Rod Holder
7459029 ARM15T Bender, Rod ln Situ Sagittal Left
7459030 lRtARML5T Bender Rod ln Situ
745903L ARM15T Bender, Rod ln Situ Coronal Left
7459032 ARM15T Bender, Rod ln Situ Coronal Right
7459033 ROD ROTATION WRENCH

7459036 Deformity French Bender
7459037 ROD BENDER LEFT

7459039 Table Top Rod Cutter
7459040 lmplant Holder
745904t Armada Ti Compressor, Parallel
7459043 Armada Ti Distractor Parallel

7459044 Posterior Fixation Screw
7459045 Cross Connector Measurement Guide
7459046 Cross Connect Holder, Fixed
7459055 DEFORMITY PEDICLE ELEVATOR

74590s6 DEFORMITY HOOK INSERTER 5.25MtVI
7459057 DEFORMITY LAMINA ELEVATOR

7459058 DEFORMITY HOOK PUSHER

74s9059 DEFORMITY TRANSVERSE PROCESS ELEVATOR
7459060 PEDICLE MARKER SPHERICAL

7459061, PEDICLE MARKER DIAMOND
7459063 SCREW HEAD ADJUSTER 6.25MM ROD
7459065 ROD BENDER RIGHT

74s9088 FIXED SCREWDRIVER 5.5MM ROD

74s9089 FIXED SCREWDRIVER 6.25MM ROD

745909L REDUCTION TOWER COUNTER TORQUE
7459094 Screw Head Adjuster, 5.5mm
74591,02 Rod Gri 5.5mm Rod
7459t04 REDUCTION SCREWDRIVER

7459105 REDUCTI ON COUNTER TORQU 5.5MM ROD

74591,07 llliac Screwdriver, Closed
7459109 Armada Base, Vetebral Derotation
74591,10 VBD

7459112 Rocker, Short
7459t13 GEARED HANDLE 3:1
74591,L4 Closed lliac Counter To ue
74591,15 VARIABLE TRANSVERSE CONNECTOR DRIVER

74591L6 FIXED CROSS CONNECTOR DRIVER

Page 7 of 14
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Arracuro Lrst TO DECLARATION OF COXTORN,TTTY
FOR DEFORMITY SprNlr, Sysrrrrl

Part Number
74591,t8

Part

Offset Connector Counter e

7459240
SING LE LEAD TAP, 1O.5MM TAP

7459Lr9 Cross Connector Holder ustable
7459120 PEDICLE MARKER SPHERICAL 40
7459L2t PEDICLE MARKER DIAMOND 40
74591,22 D EFORMITY SCREW I NSULATOR
74591,26 PROVISIONAL LOCKI NG TOOL
74591,27 PLS NLOCK TOOL
74591,28 Counter 6.35mm
74591"29 Lock Screw Guide Derot Tower 6. 35mm
74591,30 Rod Pushe r 6.35mm
74591,3r I n-Situ I Bender 5.35mm L
74591,32 ln-Situ Bender 6.35mm R
7459L33 ln-Situ Coronal Bender G.35mm L
74591,34 ln -Situ Coronal Bender 6.35m m R
74591,35 Reduction Counter 6.35mm
7459L36 Closed lliac counter To 6.35mm
74591,37 Offset Counter 6.35mm
74s9L39 Holder, 6.35mm
74591,40 Double Lead 4.0mm
74591,43 110 in-lb Handle
74s9L44 REDUCTION TOWER 6. 35MM
7459L4s Double Lead 4.5mm
7459146 Short Screwdriver
74591,47 Armada Reduction Tower 40mm
74591,48 Power Screwdriver
74591,49 Armad a Short Reduction Towers
7459L50 Double Lead T 5.0mm
745915L PLS lock Tool 6.35mm
74591,52 ARMADA DEROTATION LI NK
74591,55 Double Lead Ta 5.5mm
74591,s6 Arma da Ti Holder Cross Con nector
74591,s7 Armada Ti Bender Cross Connector Left
74591,58 Arm ada Ti Bender, Cross Conn ector Ri
74591,61. Armad Ti Counter UE, Cross Conn
74591,62 Final Drive Shaft
74s91,65 Double Lead 6.5mm
7459L66 Armada Driver, Derotation Link
74591,68 Hemostat lm nt Holder
7459169 Armada Lin Derotation Tower
7459L7t Armada Cla Derotation Tower
7459173 Armada Extension, Reduction Tower
7459175 Double Lead Ta 7.5mm
74591,85 Double Lead 8.5mm
7459188 Armada Lock Screw Tightener with Hand le
74591,92 Armada Safety To ue
7459193 LPCC

7459194 LPCC Cad Lid
7459195 DOUBLE LEAD TAP 9.5MM TAP
7459L96 LPCC T Base
7459197 LPCC Full
7459205

SINGLE LEAD TAP 4.OMM TAP
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ATTACHED Llsr ro DECLAR{TIoN oF CoNFoRlrlrY
FoR DEFORMITY ARMADA) SPTNAL SYSTEn

Part Number
7459245

onPart Descri

SINGLE TEAD TAP, 4,5MM TAP

1459250
7459255

7459265

Sing le Lead Tap, 5.smm Ta

Single Lead Ta , 6.smm Tap

Sin le Lead Tap, 7.5mm Ta

Single Lead Ta , 8.5mm Tap

SINGLE LEAD TAP, 5,OMM TAP

74s9275
1459245

SINGLE LEAD TAP, 9.5mm TAP7459295
ARMADA TRAY LID7459300
ARMADA DEGENERATIVE INS. TRAY l TOP7 459302

7459303 ARMADA DEGENERATIVE IN5, TRAY 1 MIDDLE

ARMADA DEGENERATIVE INS, TRAY l BASE7459304
ARMADA DE6ENERATIVE INS. TRAY 2 TOP7459301
ARMADA DEGENERATIVE INS. TRAY 2 MIDDLE74s9308
ARMADA DEGENERATIVE INS, TRAY 2 BASE7459309
ARMADA DE6ENERATIVE IN5. TRAY 2 MAT7459310

74s9313 ARMADA DEGENERATTVE IMP. TRAY TOP

ARMADA DEGEN IMP. LOCKSCREW CADDY LID7459314
ARMADA OEGEN IMP. LOCKSCREW CADDY7459315
ARMADA DEGEN IMPLANT TRAY SCREW CADDY74593t6
ARMADA DEGEN IMP. ADJUST. CONNECTOR CADD7459377
ARMADA DEGEN IMP ADJUST CONNECT CAD LID74s9374
ARMADA DEGENERATIVE IMP. TRAY BASE74593t9
ARMADA OPEN ILIAC SCREW TRAY BASE1459322

7459323 ARMADA OPEN ILIAC SCREW TRAY SCREW CADDY

ARMADA OPEN TLIAC SCREW TRAY CADDY LID7459324
Case, Posterior Fixation Screws7459325
ARMADA LONG CONSTRUcT TRAY TOP7459327
ARMADA LONG CONSTRUCT LOCKSCREW CADDY7 459328
ARMADA LONG CONSTRUCT LOCKSCREW CADDY LI7459329
ARMADA LON6 CONSTRUCT CLOSED L.SCREW CAD7459330
ARMADA LONG CONSTRUCT CLOSED CADDY LID1459331
ARMADA LONG CONSTRUCT TRAY SCREW CADDY7459332
ARMADA LONG CONSTRUCT TRAY MIDDLE7459333
ARMADA LONG CONSTRUCT TRAY EASE7459334
Lid, Posterior Fixation Screws74s9335
ARMADA ROD CUTTER TRAY BASE1459337
caddy , Posterior Fixation Screws7459338
ARMADA DEFORMITY INSTRUMENT TRAY l TOP7459340
ARMADA DEFORMITY INSTRUMENTTRAY 1 MIDDL745934t
ARMADA DEFORMITY INSTRUMENT TRAY 1 BASE7459342
ARMADA DEFORMITY IMPLANT TRAY l TOP1459345
ARMADA DEFORMITY iMPLANT TRAY 1 FS CADDY-7459346

ARMADA DEFORMITY IMPLANT TRAY 1 HOOK CAD7459347
ARMADA DEFORMITY IMPTANT TRAY 1BAsE'1459348

ARMADA DEFORMITY IMPLANT TRAY 2 UNI CADD1459352
ARMADA DEFORMITY IMPLANT TRAY 2 PL5 CADD7459353
ARMADA DEFORMITY IMPLANT TRAY 2 BASE74s9354
ARMADA 5,5MM TI PLS IMPTANTTRAY BASE74S9355
ARMADA DEFORMITY REDUCTION SCREWTRAY B51459351
ARMADA DEFORMITY REDUCI'ION SCREWTRAY CD1459358
ARMADA DEFORMITY INSTRUMENTTRAY 2 TOP7459367
ARMADA DEFORMITY INSTRUMENTTRAY 2 BASE7459362

Page 9 of 14
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ATTACHED LIST
FOR DEFOR

TO DECL.\R\ o\ oF co\foR\rn
SPr\ \L S\ srE\lMITY R.IT.1D

TI
.1)

Part Number Part Descri

7459364 Armada Uni lanar Tray Lid

Armada uniPlanar Screw CaddY

Armada UniP lanar Tra Base

Armada Caddy, Fixed Cross Connector

Armada Lid, Fixed Cross Connector

Armada Base, Cro ss Connector lmPlant

Armada Base, Fxtended Polvaxial lm lant

Armada CaddY, Extended Pol xialScrew

ARM15T TO lnsert, llrac Screw

AR M15T Botton Insert, lliac Screw

ARM15T Base, lliac I lant

Armada 8ase, Lo Rod

Armada Derotation Link Al ha Base

Armada Derot ation Link AlPh a Lid

Armada Derotation Link Al ha Ni le Mat

1459365
7459366
'?459367

7459368

7459369

7459370

7 459371

7 459172

7459313
1459314
7459315
-14s9381

1459342
7459383

TUd en R eMsead aBa1459387
TuceRednMidLidama7459388

rson ToRed ctiortT shaad74593A9

7459392
B aTnU ationedR u paad7459393

adC dScrewa an nUucti pddaa eRm7459394
Armada Base, Short Tra

7459395
laTend dxteEaseBm daa7459396

(tu!l)CoCr Rod Tra7459391
LidArmada CoCr R od Tra74S9398

Armada Pol ltay 5.5mm SS Base
7459407

T Levelsm s55 pT ad Pa om7459402
xialscrewCaddPSS55da'1459403

da dckLoc ScrewneS5o Opda Pa
7 459404 ridkLoc 5cneS5ad OpPoma7 459405

Caddsck creLosed5s loCPa oa d7459406
dLiSckLocdocl eoP 5Sdaa7459407

5.5mm SS BaseArmada lliac T7459409
LeveloTSS5mmT 5cm daa7459410

dde CaSckn Loca sc o5a pad74594LL
n Lock Screw LdArmada Iliac Ss745941.2 ddCaScrewe LockdCloSSe adArma7459473

dLiLo SckoCI sedca 5Sda a74594L4
asB eSm S55 md Tadma7459476

LevelFi Tss oms mT 5xedda aArm7459417
Caddv5cdxemm5 SSad 5ma7 4594ra

ddCaokHsS55 mda a7 4594L9
5.5mm SS Baseada Cr Conn Tr7459421

Cae o ddvctoc nFiss xedm5 maad 57459422 to dLinece Cods5m55. mam da7459423
adc den torcnCoAdSS5s mmamad7459424

Connector LidArmada 5.smm 5s7459425
Ss 5eBa5 mmenctio SceR duma ad7459421

dCa dSccti noRS ed5m sda 5a7459428
5.smm SS BaseArmad a Prov Lock Tra7459430

c daSc dykroP Locm Ss5a 5a d'1459432
asB5Sm55 men Traaad Uma pl7459434
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ATTACHED Ltsr To DECLARATIoN oF CoNFoRMITY
FoR DEFoRMITY RMADA SPTNAL SysTEM

Part Number
7459435

Pa rt Descri on
Armada Uni anar T 5.5mm SS tid

'1459436
a da 5 5m ss Un p a na r Sc re Ca dd

7459431 rmada Ct Co n T 5 5m m ss Top Le
7459438 m ada Reducti on 5cre 5 mm s5 Matt
7459439 Armada Short T
7459440 Armada XT Tra
7459441 Armada targe Sized Screw Cadd
7459442 Armada [a Siz ed ScrewTray Base
7459443 ASF Stainless Steel 2
7459444 ASF Stainless Steel Tray3
7459445 ASF Stainless SteelT Large
1459446 ASF Stainless SteelTa g, Small
7459447 Armada La s ized Screw Tray trd
745944a a da La Diamete I Po xt al 5c I m lant T Assembl
7459499 Armada 5.5mm Low profile Hook T
7459546 mada Po s rewd ll D smantle-Ab le
7459547 ARM155 Dismantlable Reduction Driver
7459602 Ad a cen Segm nt Fixatio cas B ottom
7459603 ent Se ment Fixation Case, tid
7459604 ASF Case, Tray 1 To
7459605 ASF Case, Tra 2 Middle
7459606 ASF Case, Lock Screw Cadd en
7459607 ASF e Lock Sc re cadd tid Open
745960A ASF Rongeur
7459609 ASF Chisel
7459670 ASF Counter To ue
7459671 ASF Case, Tra 3 Bottom
7459672 ASF Connector lnsener Threaded
74596t3 ASF Rod Te ate
7459674 ASF Extended Chisel , 5.5mm
7459615 AsF Extended chise l, 6.35mm
7459676 ASF Rod Di mete 6a uge, 5 s/6. 35 m m
74596.t 7 ASF Cobb
7 45961.9 ASF ed Kocher
7459620 ASF Offset Rod Tem ate, Short
7459621 ASF ll Counter To
1459624 AsF ll lnserter, Threaded Connector
7459690 acent ent Fixation ttT Base
745969r Armada ASF llTray1
7459692 Armada ASF llTra 2
7459693 Armada ASF ll Tray 3
7459694 ASF 2 Caddy, Rotati ng Connector
7459696 Armada Rod Connector Base
745969A A5F Lid R otat ing Con nector Caddv
7459807 ma da Sc rewd f ol xt a short
l459aO2 Short Reduction Driver
7459803 Armada Short Fixed Driver
7459840 Armada Short Ta - 4.0
7459A45 Armad Ta 4. 5m m short Do uble lead
7459850 Armada Short Ta - 5.0
7459855
745986s

e da Ta p 5. 5m m sh ort Doub e Lead
rmad Ta a 5m6. m s orth Do ubl Le da

Page ll of14



1459475
74S9885

7459a95
74s9901

1459902
7 459903

7459940

7459945
7459950
7459955

Armada Tap, 6.5mm Extended Double Lead7459965
Armada Ta , 7.5mm Extended Double Lead7459915
Armada XT TaP - 8.57459985
Armada XT Ta - 9.57 459995
Dismantlable Armada Reduction Screwdriver7559141

lnstrumentsArmada TiCase, Lo7559309
Armada Ti To , Long lnstrument Tra7500007
Armada Ti Middle, Long lnstrument T7600008

lnstrument TrayArmada Ti Bottom, Lo7600009
Armada TiCad Pedicle Marker7500010
Armada Ti Ca Redudion lnstruments7600018

lnstrumentSArmada Ta , Large7500034
Armada Ta , Small Long lnstruments7600035
Armada Tag, Large Reduction lnstruments7600040

small Reduction lnstrumentsArmada1600041
Armada TiTem late,500mm Rod7660030
Armada Ti Template, 250mm Rod7660133
Com ressor7777716
PPS Reamer Tuli7111164
LATERAL TULIP REAMER1777165
POSTED SHANKDRIVER1771166
VERIFICATION TOROUE T.HANDLE'1771t69

OFFSET CONNECIOR 10mm Template, 5.5mm8350510
oFFSET CONNECTOR 20mm Tem late,5.5mm8350520
OFFSET CONNECTOR 30mm Template, 5.5mm8350530
oFFSET CONNECTOR 40mm Tem late,5.5mm83s0540
OFFSET CONNECTOR 60mm Tem late,5.5mm8350560
PEDICLE HOOK, SMAtL, 5.5mm TemPlate8454101
PEDICLE HOOK, MEDIUM, 5.5mm Template4454102
LAMINA HOOK REDUCED W, 6mm, 5.5mm Templatea4541L2
LAMINA HOOK REDUCED W, 8mm, 5.5mm Te late8454113
LAMINA HOOK REDUCED W, 10mm, 5.5mm Templatea454L1-4

ANGLED HOOK, RIGHT, 5.5mm Tem atea454721
ANGLED HOOK, LEFT, 5.5mm TemPlatea454L22
OFFSET HOOK, RIGHT, 5.5mm Tem atea4541-23

OFFSET HOO(, LEFT, 5.smmTemplate8454t24
MAS DEF set Screw8800000
Generic Nuvasive TraY Lid8801300
Armada Pso Alpha Case outer case8992001
Armada PSO Al a Case T Traa992002
Armada PSO Al ha Case Middle Tra8992003
Armada 3CO Outer Case8992006

h i'1, r\/A.;i\i f-
\J'' .;...",1""":.,;;-

ATTACHED LIST To DECLARATIo.\* oF Co\FoR\tlrl
FoR DET,oRMITY M,4D,{.) SPTNAL S}'srE}t

Pa rt Number Part Descri tion
Armada Ta , 7.5mm Short Double tead
Armeda short Ta - 8.5

Armada Short Tap - 9.5

Armada Screwdriver, Polyaxial Extended

Armada XT Reduction Driver

Armada XT Fixed Driver

Armada XT Ta - 4.0

Armada Tap, 4.5mm Extended Double Lead

Armada XT Ta - 5.0

Armada Tap,5.5mm Extended Double Lead
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Part Number
8992007

Part Description

Armada 3CO Top Tray

8992008 Armada 3CO Middle Tray

Armada 3CO Bottom Tray8992009
8992010 Armada 3CO Case Assembly

Armada Ti Rasp8992100

8992101 Armada Ti Rongeur, 5x16mm Leksell PSO

Armada Ti Retractor, L2mm Straight PSO8992L02
8992103 Armada Ti Retractor, 12mm Angled PSO

Armada Ti Mallet, Ombredanne PSO8992105

8992108 Armada 3CO Cobb, Dual Ended

Armada Ti lmpactor, L5mm8992111
Armada Ti lmpactor, 20mm8992LL2

89921L4 Armada Ti lmpactor, 30mm

8992120 Posterior Wall lmpactor - 10mm

8992121 Posterior Wall lmpactor - 15mm

Armada 3CO lmpactor, 20mm Lumbar8992122
8992123 Armada 3CO lmpactor, 25mm Lumbar

Posterior Wall lmpactor - 30mm8992L24

8992L25 Posterior Wall lmpactor - 35mm

Posterior Wall lmpactor - 40mm8992126
899220L Nerve Root Retractor, Straight - 8mm

Nerve Root Retractor, Straight - Lomm8992202
8992203 Armada 3CO Retractor, 12mm Curved

Nerve Root Retractor, Straight - L4mm8992204

8992205 Nerve Root Retractor, Bent - 6mm

Nerve Root Retractor, Bent - 8mm8992206
Armada 3CO Retractor, 10mm Square8992207
Nerve Root Retractor, Bent - 12mm8992208

89922L0 Armada Ti Osteotome, 7mm

Armada Ti Osteotome, 12mm8992211

89922L2 Armada Ti Osteotome, 20mm

8992230 Armada Ti Box Chisel, 6x6mm

Armada Ti Box Chisel, 9x9mm8992231
8992240 Straight Osteotome - 7mm

Armada 3CO Osteotome, 12mm Lumbar8992241
8992242 Armada 3CO Osteotome, 17mm Lumbar

Angled Osteotome - 7mm8992250

899225I Angled Osteotome - 12mm

Angled Osteotome - LTmm89922s2
8992260 Box Osteotome - 6x6mm

Armada 3CO Osteotome,9x9mm Lumbar Box899226r
8992325 Armada Ti Template, 25'

Armada Ti Template, 30"8992330
8992335 Armada Ti Template, 35"

Armada Ti Spoon Retractor, l.5mm89924L5

8992420 Armada Ti Spoon Retractor, 20mm

Armada 3CO lmpactor, 10mm Cervical8992501

8992s02 Posterior Wall lmpactor - 15mm

Straisht Osteotome - smm8992503

8992504 Armada 3CO Osteotome, 7mm Cervical

Straisht Osteotome - L2mm8992505

8992509 Box Osteotome - 5x5mm
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Part Number
8992510

Part Description

Armada 3CO Osteotome, 6x6mm Cerv Box

8992511 Armada 3CO Osteotome, 10" Conical

8992512 Armada 3CO Osteotome, 15" Conical

8992513 Armada 3CO Osteotome, 20" Conical

8992515 Armada 3CO Retractor, 15mm Spoon

8992s20 Armada 3CO Retractor, 20mm Spoon

8992525 Lateral Wall Retractor - 25mm
8992530 LateralWall Retractor - 30mm

8992535 LateralWall Retractor - 35mm
8992991. PSO Left Tip

8992992 PSO Right Tip

8992993 lnline Left Tip

8992994 lnline Right Tip

8992995 Armada 3CO Rack Tip, Left PSO

8992996 Armada 3CO Rack Tip, Right PSO

8992997 Armada 3CO Rack Tip, Left lnline
8992998 Armada 3CO Rack Tip, Right lnline
8992999 Armada 3CO Rack

8400002001 NEEDLE HOLDER ASSEMBLY

8400003001 Sealed Sterilization Tray

8400004001 Fenestrated Screw Tray lnsert
8400005001 Fenestrated Screw Case lnsert Lid

8400006001 Fenestrated Screw Caddy

D7459014 Polyaxial Screwdriver

D74s9088 Fixed Screwdriver

D7459L04 Reduction Screwdriver
D7459107 lliac Screwdriver

D7659014 Armada Screwdriver, Poly Lock Dismantl
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