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c IJnited States ofAmerica

DEPARTMENT OF STATE

To all to whom these presents shall come, Greetings:

I Certiff That the document hereunto annexed is under the Sea[ of the District of Columbia, and that

such Seal is entitled to full faith and credit.*
*For the contents of the annexed document, the Departmenl assumes no responsibility

This certijicate is nol valid d it is removed or altered in any waJ) whutsoever

In testimony whereol, I, Rex W. Tillerson, Secretary of State ,

' ,rve hereunto caused the seal of the Department of State to be

'.1hxed and my name subscribed by the AssistantAuthentication
Officer, of the said Department, at the city of Washington, in the
District of Columbia. this third day ofAugust, 2017.

Issued pursuant to CHXIV, State o/
Sept. 15, 178q, I Stat. 68-69; 22

USC 2657; 22USC 2651a; 5 USC

301; 28 USC 1733 et. seq.; 8 USC
1443(): RULE 44 Federal Rules o/
Civil Procedure.

Secretary of StatE'

By

Assistant Authentication Ofiicer,
Department of State
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Embassy of the S R of Vietnam in the united States of America
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MoNoLltt

DnclaRauoN oF ConnoRuIrY

MlNUracrunnR: NuVasive@, IncorPorated
7475 Lusk Blvd.
San Diego, CA92l2l
United States of America
(858) e09-1800

EUROPEAN REPRESENTATI\E: NuVasive@ UK Ltd.
Suite B,
Ground Floor
Caspian House

The Waterfront
Elstree, WD6 3BS

IIK
+44 (0) 208 238 7850

PRODUCT:

CLASSIFICATION:

CoxponumY ASSESSMENT

ROUTE:

Monolith Corpectomy System Instruments (See Attached List)

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

Annex VII

ive heretvith declare that the aboyementioned prodtrcts meet the provisions of the Council Directive

93,,421EEC for nredical d;ir;;. Ail strpporting doa.tmentation ii retained under the premises of the

ntanufacturer.

ST-.L\D.{RDS APPLIED: ISO 13485:2003

YE-{R OF CE MARKING 2015

Issurn BY: N uVasi ven, IncorPorated
1475 Lusk Boulevard
San Diego, California 92121

United States of America

PREPARED BY:

p/L
26 APRTL 201'l
DateChris Reah

Specialist, Regulatory Affairs
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MoNoLITH

IVIANUFACTURER'SDECLARATIONoFCONFORMITY
AUSTR\LL\xrrrgn^pEUTICGooDslueotcer-DEVICES)REGULATIONS2002

This is a declaration of conformity made under clause 6'6 of Schedule 3 to the Therapeutic Goods (Medic al

Der-ices) Regulations 2002

llanufacturer's Name:

Business Address:

FULL QUALITY ASSURANCE PROCEDURES

NuVasiveo, IncorPorated

7475 Lusk Blvd
San Diego, CA'92121
United States of America
(8s8) 909-1800

Medical Device(s): See attached schedule

Classification..Classl-classificationrule3.2(4)ofSchedule2

GMDN Code and Term: 57806 Vertebral body prosthesis' non-sterile

Scope of APPlication: All

EachkindofmedicaldevicetowhichtheSystemhasbeenappliedcomplieswiththeapplicableprovisions
of the essential principles. the classificatioo. 

'ult',-andthe 
fuii quality assurance procedures' at each stage'

fromthedesignoftheatt"tuntititsfinalinspectionbeforebeingsupplied'

FuIl quali4'ossurance
poccdures certificote:

Sundords APPlied:

l-ear of CE llarking:

ISO 13485 certificate: FM93927

$-
t[,
ilu
U ,A--v 26 APRtL2}l7

DateAuthorised Signatory:
Chris Reah

Specialist, RegulatorY Affairs

ISO 13485:2003

2015
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MONOLITH
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ATTACHED Lrsr ro DECTARAT|oN oF CoruroRrurry roR MoNoLtrH Svsrerra lNsrRuurxTs
Part Number Part Number

5777007 Universal Mallet, Cervical

5995105 Monolith Calipers

5995 12 1 Monolith Trial, Core

s99sL22 Monolith Trial, Endcap t5x!3/ 17 x14
s995123 Monolith Trial, Endcap t7xt5 / l9xt6
5995124 Monolith Trial, Endcap 074/Qrc
5995130 Monolith Core Calcul At2 Cores

5995135 Monolith Core Calculator, AL4 Cores
5995140 Monolith Loading Block

5995145 Monolith Loading Tool, Graft
s995 160 Monolith Positioning Tool, lmplant
5995165 Monolith Tamp
5995170 Monolith Removal Tool, Endcap

599s201 Monolith Base, lnstrument Tray
5995202 Monolith Top Tray, lnstrument Tray

5995203 Monolith Bottom Tray, lnstrument Tray
5995204 Monolith Nipple Mat, lnstrument Tray

5995207 Monolith Base, lmplant Tray @L2 7-2L

s995208 Monolith Base, lmplant tray @t+ t-Zt
5995209 Monolith Nipple Mat, lmplant Tray

5995210 Monolith Caddy, L0-33x012 Cores

5995213 Monolith Caddy, 35-49x@t2 Cores

5995214 Monolith Caddy, 10-33x014 Cores

5995217 Monolith Caddy, 35-59x014 Cores

5995219 Monolith Caddy, @t2 Core Endcaps

5995220 Monolith Caddy, @1-4Core Endcaps

599522s Monolith Base, lmplant fray @723
599s226 Monolith Base, lmplant Tray 0t4 3L

7574L0t PCM Slap Hammer
8801300 NuVasive Generic Tray Lid

77010427 Universal Lid, Half Tray
D599s100 Monolith lnserter

s995150 Monolith Tamp, Funnel Graft
599s1,55 Monolith Funnel

59951s5 Monolith Funnel, 14mm
5995157 Monolith Fu n nel, 1.2mm/ 1,4mm Combination
5995175 Monolith lnserter Stem
5995180 Monolith Thumbwheel, lnserter
5995205 Monolith Base, lmplantf ray AL2 L-2L
5995206 Monolith Base, lmplant Tray 414 1--2L

94021.58 Monolith Master Label

9501443 Monolith Technique Guide
950t444 Monolith Sales Brochure
9501474 Monolith Measurement Wheel, 14mm Core
9501.475 Monolith Measurement Wheel, 12mm Core
s995150 Monolith Tamp, Funnel Graft
59951s5 Monolith Funnel
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Monolith Funnel, 14mm5995155
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