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IJnited States ofAmerica

DEPARTMBNT OF STATE

To all to whom these presents shall conte, Greetings:

I Certifu That the documstrt hereunto annexed is under the Seal o1'the District of Columbia. and that
such Seal is entitled to full faith and credit.r'

*h'or lhe contenls of the anueted docunrcn[ lhe Deparlntenl ossames no responsihility
Thi-s certilicute is not voiitl rf it is reniovttl or qltered in ony $,a)) whatytever

'n testimony u'hereof.. [. I{ex W ] illsrson, Secretary of State ,

: .,ve hcrcrrrrto caused the seal of the Department of State to be
.rrfixed and my llame subscribed hy the Assistant Ar-rthentication
Offrcer, of the said Department, at the city of Washington, in the
District of Columbia. this tw.enty-sixth day of May, 201i.

Issued pursuant to CH\IV. State o/
Sept. 15, 1789, I &at. 68-69: 22
USC 2657; :2USC 2651a: 5 LiSC

301; 28 US(: 1733 et. seq.; 8 LISC
1143(fl; RULE 14 Federal Rules o/
Civil Procedure.

Bv

Secretary ofState

Assistant Authenlication Offi cer,

f)epartment of State
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Gnnurxn
pLtiS

DrclaRauoN oF CoNpoRnrrry

MANUFACTURER NuVasive@, [ncorporated
7475 Lusk Blvd.
San Diego, CA92l2l
United States of America
(8s8) 909-1800

EuRorrax RspnpssNratrvr NuVasiveo UK Ltd.
Suite B,
Ground Floor
Caspian House
The Waterfront
Elstree, WD6 3BS
LTK
+44 (0) 208 238 7850

Pnonucr: Gradient PLUS':D System Instruments (See Attached List)

CtnsslncltloN: Class I, Rule 6 according to Annex IX of the MDD

Conrom.nrv AssessueNr
Rours: Annex VII

We herewith declare that the abovementioned prodrrcts meet the provisions of the Cottncil Directiye
9j/42/EEC for medical devices. All supporting docttmentation is retained ttnder the premises of the
manufacturer.

SrnNoanns Apprrrn: ISO 13485: 2003

YEAR oF CE M.qRKINc: 2006

Issupn Bv: NuVasive@, Incorporated
7475 Lusk Boulevard
San Diego, Califomia 92121
United States of America

Pnrp.rnrn Bv: v{L 22 OcroBER 2013
DateChris Reah

Specialist, Regulatory Affai rs
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MANUFACTURER 'S DECLARATIO N OF'CONFORMITYAUSTRALIAN THERAPEUTIC GOODS (MEDTCAL DEVTCES) REGULATTONS 2002

3H::;f"ifi:i[lr"rff;1'-'" made under clause 6.6 of Schedule 3 to the rherapeutic Goods (Medical

Manufactarer,s Name:

Business Address:

Medical Device(s):

ClassiJicotion:

GMDN Code ond Term:

Scope of Application:

Fall quality essurance
pr o c e d ur e s c e rtific ate :

Standards Applied:

Year of CE Marking:

Authorised Signatory:

Each kind of medical device to which the system has teenapplied compries with the applicable provisionsof the essential principles,.the classificati-#ruies, and.the tulid;it;;J;ce procedures, at each stage,from the design of the device until its n"""r'irtp".,ron before being supplied.

F'ULL QUALITY ASSURANCE PROCEDURES

NuVasive@, Incorporated

7475 Lusk Btvd
San Diego, CA92l2l
United States of America
(8s8) 909-1800

See attached schedule

Class I - classificationrule3.2(4) of Schedule 2

46653 Spinal fixation plate, non_bioabsorbable

All

ISO 13485 certificare: FMg3g27

ISO 13485:2003

2006

vfj-
Chris Reah

22 OcroeEn 2013
Date

Specialist, Regulatory Aftairs
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FOR

Atracneo Lrsr roDrcraRaTroN oF CoNroRulry

ENTSINsrRuntGRaoTnNr PLUS@sysrrivr
Part Number Part Descri n

1010933 LIGHT TIP EXTRUS toN
1013399 LIZATIONRISTE EcAs CE RVICAL PLATE
1017820 7 7 D EG FTLE DEN SLOT BAS E
L07782t 77 DEG LEFT NDE SLOT TU BE
1017822 GU IDE HANDLE co RLO DLEHAN RED
1017823 77 RDEG EIGHT ND SLOT BASE
7077824 77 DEG RIG HT EN SLOTD ETUB
7077826 7 EGD LE FT DEN SLOT BASE
1077827 7,O LEFTDEG NDE TUSLOT BE
1077829 07 D EG IGR HT EN sD LOT BASE
1017830 7 DEG RIGHT E ND TUSLOT BE
1,017832 RO UN D HOLE GUI DE BASE
1017833 URO HOND GLE DUI E TUB E
1017835 EFR E HAND GU TUDE BE
7017837 FREEHAN D UIG TIPDE
1017838 7 GDE FTLE MI DE LOTs UIG DE BASE
t017839 7 D,0 EG LE FT IDM GSLOT DEUI TUBE
L0t7847 7,0 RIGDEG HT MI G IDEU SLOT BASE
1,077842 7 0 EGD IGR HT M GID DEUI TUBSLOT E
1077844 77 DEG DO LEUB sEND LOT BASE
1017845 77 D EG R IG ENHT D sLOT TU BE
10L7848 7,0 DEG DOUB ENDLE LOTs BASE
1,017849 7 0 ED RG HTIG DEN SLOT TUBE
1,017852 BLEDOU UNRO D HOLE UIG DE BAS E
1017853 NROU HOLED DEGUI BETU
1017855 7 DOUBDEG MLE ID SLOT G UI DE BASE
1017855 7 DEG RIG MHT D LOTS UIG DE TU BE
10L7857 7,0 EGD LE FT IDM GSLOT DEUI TUBE
1018149 REEF DHAN IDEGU EHANDL
1018165 UIG DE HAN DLE (co HANLOR D LE RE D)
1018166 F REE HAN D IDGU TUE BE
1078767 77 EGD R IG ENHT D 5LOT BASE
1018158 7,0 DEG RIGHT NDE SLOT BASE
1018159 7 7 D EG EL FT EN SLOTD EBAS
1018170 7 DEG LEFT NDE SLOT BASE
1,0L8771, RO UN D HOLE GUI DE BETU
1,018772 ROU ND LEHO UIG ED EBAS
1018175 FR EEHAND GUIDE TIP
1018191 7 DEG RIGHT MI GD DUI sE LOT BASE
7078192
1018194

7 ED G RIG MHT D GU SLOTDE BETU
7 D,o EG LEFT M ID SLOT UIG ED EBAS

101819s LEDEG FT MI D SLOT GU TUDE BE
1018196
t018797

7 7 EGD IGR EHT DN sLOT BETU
7,0 RIGDEG ENHT D SLOT TUBE
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1018198 7 7 DEG LEFT END SLOTTUBE

1018199 7,0 DEG LEFT END SLOT TUBE

7078237 7,7 DEG DOUBLE END SLOT BASE

1018238 7,0 DEG DOUBLE END SLOT BASE

1078241 7,0 DEG DOUBLE MID SLOT GUIDE BASE

7078242 DOUBLE ROUND HOLE GUIDE BASE

10238s0 STERILE DRILL BIT PKG-INNER/OUTER TRAY

1023851 POWER DRILL BIT TRAY INNER

70238s2 POWER DRILL BIT TRAY, OUTER

10238s3 POWER DRILL BIT SHEATH

740000s PLATE BENDER

7400010 PLATE HOLDER - HEMOSTAT

7400072 PLATE HOLDER

7400015 TEMPORARY PIN INSERTER

7400016 TEMPORARY PIN

7400021 DRILL TAP SCREW LOCK GUIDE

7400023 FIXED ANGLE DRILL GUIDE

7400024 AO HANDLE

7400025 VARIABLE ANGLE DRILL GUIDE

7400026 DEPTH STOP

7400027 DUAL DRILL GUIDE - FIXED

7400028 FREE-HAND DEPTH STOP

7400029 DEPTH GAUGE

7400030 AWL

7400031 2MM X 1OMM DRILL

7400033 2MM ADJUSTABLE DRILL

7400040 4MM X 1OMM TAP

740004t 4MM ADJUSTABLE TAP

7400045 4.5MM X lOMM TAP

7400046 4.5MM ADJUSTABLE TAP

7400050 SCREWDRIVER

7400051 SCREW & LOCK DRIVER

7400052 LOCK RECOVERY DRIVER

7400055 LOCK DRIVER

7400070 CERVICAL PL

7400080 I M PLANT STERILIZATI ON CASE-ASSE M BLY

7440500 SLOT HOLE COVER

7440501 ROUND HOLE COVER

7440800 Gradient Tack, Temporary
7440901 Plate holder
7440902 BONE SCREW DRIVER

7440903 Adjustable drill
7440904 ustable
7440905 Center ch

7440906 Slot Hole Guide - Left, 7
7440907 Slot Hole Guide - 7 Deg

7440908 Slot Hole Guide - 0

7440909 Slot Hole Guide - OD
7440970 Round Hole Guide

Page 4 of6
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744097L Freehand Guide

7440972 COVER SCREW DRIVER HANDLE

7440913 Plate bender

74409t4 COVER SCREW DRIVER SHAFT

7440915 Slot Hole Guide Mid - Left, 0 Deg

744091-6 Slot Hole Guide Mid - Right, 0 Deg

74409t7 Power drill bit
74409t8 STERILE POWER DRILL BIT

7440920 Case

7440921 Bone Screw Extractor

7440922 Cover Screw Extractor

7440923 Bone Screw Retention Sleeve

7440930 Gradient Plus - lnstrument Tray

7440932 Gradient Plus lnstrument Level l Tray

7440933 Gradient Plus lnstrument Tray Base

744L900 Gradient Plus - lmplantTray
744L903 Level 1 Caddy lid Small

744L904 Level 1 Caddy Lid Large

744t905 Level 1 Caddy

744t906 Double Slot Guide - End, 7 Deg

7441907 Gradient Plus Level l Tray

7447908 Double Slot Guide - End, 0 Deg

7447909 Level 2 Caddy Lid Small

7441910 Double Round Hole Guide, 0 Deg

744797L Level 2 Caddv Lid Laree

7447912 Level 2 Caddy

7441913 Gradient Plus lmplant Tray Base

744L9L5 Double Slot Guide - Mid, 0 Deg

7442906 FIXED SLOT HOLE GUIDE END - LEFT, 7 DEG

7442907 FIXED SLOT HOLE GUIDE END - RIGHT, 7 DEG

7442908 FIXED SLOT HOLE GUIDE END - LEFT, O DEG

7442909 FIXED SLOT HOLE GUIDE END. RIGHT, O DEG

74429L0 FIXED ROUND GOLE GUIDE - O DEG

74429L5 FIXED SLOT HOLE GUIDE MID - LEFT, O DEG

74429L6 FIXED SLOT HOLE GUIDE MID - RIGHT, O DEG

7450800 Gradient Tack, Tempora ry
7450902 Bone screw driver
74s0903 Adiustable drill
7450904 Adjustable tap
74s0905 Center Punch

7450906 Slot Hole Guide - Left,7 Deg

7450907 Slot Hole Guide - Rieht, 7 Deg

74s0908 Slot Hole Guide - Left, 0 Deg

7450909 Slot Hole Guide - Right, 0 Deg

74509L2 Cover Screw Driver Handle

74509L4 Cover Screw Driver Shaft

74509t7 POWER DRILL BIT

745092L Bone Screw Extractor

7451500 SLOT HOLE COVER

Page 5 of6
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7457501 ROUND HOLE COVER

7451906 Double Slot Hole Guide - 7 Deg

7457908 Double Slot Hole Guide - 0 Deg

7451910 Double Round Hole Guide - 0 Deg

7451975 Double Slot Hole Guide - Mid
7452900 LOCKING GUIDE STERILIZATION TRAY

745290L Gradient Plus DTS Tray Base

7452902 Gradient Plus DTS Tray Lid

7452906 Locking Double Slot Hole Guide - 7 Deg

7452907 Gradient Plus - Dual Locking Guide (Mid)
74s2908 Locking Double Slot Hole Guide - 0 Deg

7461500 sLoT HOLE COVER (TORX)

7461507 ROUND HOLE COVER (TORX)

8801334 Generic Lid

CVPLIM CERVICAL PLATE IMPLANT TRAY

CVPLIN CERVICAL PLATE INSTRUMENT TRAY

DISC DISC PREPARATION SET

GDPDTS GRADIENT PLUS FIXED DTS GUIDE

GDPDTS-SAL GRADIENT PLUS FIXED DTS GUIDE MODULE

GDPLIM GRADIENT PLUS IMPLANT TRAY

GDPLIM-SAL GRADIENT PLUS IMPLANT SET LSC

GDPLIN GRADIENT PLUS INSTRUMENT TRAY

GDPLIN-SAL GRADIENT PLUS INSTRUMENT TRAY

GPDEMO GRADIENT PLUS DEMO KIT

GRADCP SMARTPLATE@ GRADIENT CERV PLATE SYSTEM

GRADFIXDEMO GRADIENT PLUS FIXED DEMO

GRADIENTPLUS-QTE GRADIENT PLUS

GRADTRANSDEMO GRADIENT PLUS TRANSLATIONAL DEMO
LABGDPLIM GRADIENT PLUS IMPLANTTRAY LAB

LABGDPLIN GRADIENT PLUS INSTRUMENT SET LAB

Page 6 of6


