
DECI.ARATION OF CONFORMIW

TO COUNCTL tDtRECflVE 93l4il|EEC CONCERNTNG MEDTCAL DEV|CES

MANUFACTURER: MedrronlcSofamorDanek USA, Inc,

1800 Pyramld Place

lMemphls, Tenncssee 38132

USA

MEDICAL OEVICE: MASIE$GRAFI' Gmnules, MASIERGRAFf . Mhl Grenulcs, SICI.LPHOS(ICP)

DDOOI

lleference Product Ust lncludlng GMON and UM0NS codes

CLASSIFfCATION lN ACCORDANCE WITH ANNIEX lxr Eloss llt, Rule 8

Reference Product Llst for speclflc devlce classlffcadons

CONFORMITY ASSESSME|\|T RCIUTE: Annett ll (4)

lleference Product Ust for speclfic devlce routes

WE, THE MANUFA TURER. UNDER OUR SOLE RESPONSIBILITY, HERE\A/IIH DECI.ARE THAT THE STATEO MEDICAL OEVTCES MEET THE TMN5POSITION
INTO NATIONAL I.AW, OF THE PROVISIONS OF COUNCIL OIRECNVE 9:I/42/EEC AND IF APPTICABLE, COMMISSION REGUIATION NO, 72212012,

ALL SUPPORTING OOCUMENTATION IS RETAINEO AT THE PREMTSES OT THE MANUFACIURER.

STANDARDS APPLIED: REFER TO IIST OF HARMONISED - EN STANDARDS FOR WHICH DOCUMENTEO EVIOENCE OF COMPUANC€ cAN 8E PR0VIOED,

THIS UST IS LOCATED WTTH THE TECHNICAL FILE

NOTIFIEO BODY: TUV SOD PRODIJCTSERVICE GMBH

RIDLERSTR 65, O.EO339 MUNICH, GERMANY

lDENnFlC TloN NUMBER: 0123

(ECf CERIFICAIE(5): G7 ls 03 3904,0 0s7

Medtronic B,V.

Earl Bakkenstraot 10

6422 PJ Heerlen

The Netherlands

SIART OF CE.MARKING: DATE OF FlRsll ICE

5IGNATURE: 00 Iu, Wl7
DATE

Re$latory Anal rs olnrctor

P[-ACE: Memphls, TN, USA

MARKI hed lst)

&-
Mlchelle Obenouer
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DECTARATION OF CONFORMITY

TO COUNCTL D|RECT|VE 93l4L|EEC CONCERNTNG MEDICAL DEVICES

MANUFACIURER: Medtrontc Sofamor Danek U5A, Inc

180O Pvramid Place

Memphis, Tennessee 38132

USA

MEDICAf. DEVICE: Cervicol Stobllitotion Bundle

Technkol File TF001

Reference Product List including GMDN and UMDNS codes

CLASSIFf CATION lN ACCORDANCE WITH ANlrlEX lX: Closs lm, Rule 6; Closs llo, Rule 6 and Rute 9; Closs llb, Rute 8

Reference Product List for soecific device classifications

CONFORMITY ASSESSMENT ROUTE: Annex ll (Section 4) ond Annex V

Reference Product Ust for specific device routes

WE, UNDER OUR SOLE RE5PONSIBIIITY, HEREWITH DECTARE THAT TH€ STATED MEOICAL DEVICES M6FT THE

TRANSPO5|TI0N tNTo NATtoNAt LAW, oF Tl.{E PROVTSIONS OF COUNCTL DTRECTIvE 93/42/E€C ANO lt APPLICABLE, coMMiSSl0N

REGU|AflON No.72212012.

ALL SUPPORTING OOCUMENTATION 15 BETAII'IED AT THE PREMISES OF THE MANUFACTURER.

DARDS APPI"IED; REFEff TO l"lST OF HARMONISED - EN STANOAROS FOR WHICH DOCUMENTED EVI06NCE OF COMpLIANCE CAN BE

PROVIDED, THIS TIST IS LOCATED WITH THE TECHNf CAT FILE.

NOTIFIEO BODY:

ID€NTIFI ION NUMBERI

EUROP€AN RE PRESENTATIVE:

START OF CE-MARKIN6:

SI6N RE:

TUV SUD PRODUCT sERVICE GMSH

RIDtERsTR 65, D-80339 MUNICH, GERMANY

0723 fot Closs lm, Closs ls, ond obove

EErl tsakkenjtraat l0

6422 PJ Heetlen

The Netherlands

OATE OF FlRSr Cf MARKING (Referente atEched listl

ND
R

(

TITLE

DATE

!i

PLACE: fu US

(EC) CERTIFICATE(SI: G1ls11390400s9

G2M130539040047

Expiration Oala: 411912020

6/3012018
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DECI.ARATION OF CONFORMITY

TO COUNCTL DtRECTTVE 93l4Z|EEC CONCERNING MEDICAL DEVlCES

MANUFACfURER: Medtronic Sofamor 0anek USA, Inc

1800 Pyramid Place

Memphis, Tennessee 38132

USA

MEDICAL DEVICE: Ceruicol Fusion bundle

Technicol File TF008

Reference Product List including GMDN and UMDNS codes

CIASSIFICATION lN ACCORDANCE WITH ANNEX lX: Clsss lm, Rule 6; Closs llo, Rule 6; Closs llb, Rule I

Reference Product List for specific device classifications

CONFORMfTY ASSESSMENT ROUTE: Annex ll (excluding Section 4), Annex V

Reference Product List for specific device routes

WE, UNDER OUR SOLE RESPONSIEILITY, HEREWITH DECI.ARE THAT THE 5TATED MEDICAL OEVICES MEET THE

TRANSpOStTtON tNTO NATTONAL LAW, OF THE PROVTSTONS OF COUNCIL DIRECTIVE 93/42lEEC AND lF APPLICABLE, COMMISSION

REGUTATION NO, 7221 2072.

ALL SUPPORTING DOCUMENTAIION IS RETAINEO AT THE PREMISES OF THE MANUFACTURER"

STANDARDS APPLIED: REFER TO LIST OF HARMONISED - EN STANDARDS FoR wHICH DOCUMENTED EVIDENCE OF COMPTIANCE

CAN BE PROVIOED. THIS LIST IS LOCATED WITH THE TECHNICAL FILE.

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH

RIDLERSTR 65, D-80339 MUNICH, GERMANY

IOENTIFICATION NUMBER: 0723 for Closs lm, Closs ls, ond obove

(Ec) CERTIFICATE(S): CER000os4, CER000004

EUROPEAN REPRESENTATIVE: Earl Bakkenstraat l0

5422 PJ Heerlen

The Netherlands

START OF CE-MARKING: DATE OF FIRST CE MARKING (Reference attached list)

, Y'["D DATE

REGULATOBY AFFAIilS Director or
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DECLARATION OF CONFORMITY

TO COUNCIL DIRECTIVE 93l4Z|EEC CONCERNING MEDICAt DEVICES

MANUFACTURER: Medtronlc Sofamor Danek USA, Inc

1800 Pyramid Place

Memphis, Tennessee 38132

U5A

MEDICAL DEVICE: TL Fusion Sundle

Techntcol File or Design Dossier Nunber (TF010)

Reference Product Ust including GMDN and UMDNS codes

CfrSSlFfCATlON lN ACCORDANCE WITH ANNEX lX: Closs lm, Closs llo, Rule 6; Class ltb, Rule 8

Reference Product Llst for speciflc device classifications

CONFoRMITY ASSESSMENT ROUTE| Annex ll (-section 4), Annex v

Reference Product Llst for speclfic devlce routes

WE, UNOER OUR SOLE RESPONSIBILITY, HEREWIH DECLARE THATTHE STATED MEDICAL DEVICES MEETTHE

TRANSPOStTtON INTO NATTONAL tAW, OF THE pROVISIONS OF COUNCIt DIRECTIVE 93/42lEEC AND lF APPLICABLE, COMMISSION

REGU TATION NO. 72212OL2.

ALL SUPPORTINC DOCUME ION 15 RFTAINEO AT THE PREMISES OF THE MANUFACTURER.

STANDARDS APPLIED: REFER TO LIST OF HARMONISED _ EN STANOAROS FOR WHICH OOCUMENTED EVIDENCE OF COMPLIANCE CAN

8E PROVIDED. THIS TIST IS TOCATED WITH THE TECHNICAL FITE.

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH

RIDLERSTR 65, D'80339 MUNICH, GERMANY

lDENTf FlcATloN NUMBER: 0723 Jot closs lm, closs ls, ond obove

(Ec) CERTIFICATE(S): cER000054, CERo@uvt

EUROPEAN REPRESENTATIVE: Earl Bakkenstraat 10

5422 PJ Heerlen

The Netherlands

STARTOF CE-MARKING: oATE OF FIRSTCE MARKING (Reference aFached liso
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DECTARATION OF CONFORMITY

TO COUNCIL DIRECTIVE 93l4.Z|EEC CONCERNING MEDICAt DEVTCES

MANUFACTURER: Medtronic Sofamor Danek USA, Inc

1800 Pyramid Place

Memphis, Tennessee 38132

U5A

MEDf CAL DEVICE: Vertebrol ond Extremity Frocture Devices

Technicol File Number (TF012)

Reference Product List including GMDN and UMDN5 codes

CLASSIF|CATfON lN ACCORDANCE WITH ANNEX lX: Class l lsterile), Rule 1; Closs tlo. Rule 6; Closs tla, Rule 9, closs tlb, Rule I

Reference Product List for soecific device classifrcations

CONFORMfTY ASS€SSMENT ROUTE: Annex ll excluding Section 4, Annex V, Annex Vll

Reference Product List for soecific device routes

WE, UNDER OUR SOLE RESPONSIBILIW, HEREWITH O€CLARE THAT THE STATED MEOICAL DEVICT5 ME6T

THE TRANSPOSITION INTO NATTONAL LAW, OF THE PROVIsIONS OF COUNCII- DIR€CTIVE 93/42lEEC AND IF APPLICAEtE,

COMMI5SION REGULATION NO 72212012,

AtL SUPPORTING DOCUMEN ION IS RETAINED ATTHE PREMISES OF THE MANUFACTURFR,

STANDAROS APPLIED: REFER TO LIST OF HARMONISED - EN STANDARDS FOR WHICH DOCUMENTED EVI0ENCE OF COMPLIANCT

CAN BT PROVIOEO, THIS LIsT IS LOCATED WITH THE TECHNICAL FILE,

NOTIFIED BODY: TUV sUD PRODU T SERVICE GMBH

RIDLERSTR 65, D_80339 MUNIIEH, GERMANY

IDENTIFICATION NUMBER: 0123 far Class lm, Class ls, End obove

(€c) CERTIFICATE(5): cFRa1Qos4, cERaaoag

Medtronic B.V

E5Ei',|TAT|VE: Earl Bakkenstraat 10

6422 PJ Heerlen

The Netherlands

START OF C€-MARKING: DATE OF FIRST CE MARKING (Reference attached list)

srGNAruRE: ) a^. ^o z? oq zo i7

SR. RE6ULATORY AFFAIRS PROGRAM MANAGER
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