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DEGLARATION DE CONFORMITE CE
EC- D EC LARATI A N O F C O N FO RM ITY

DOC-CLIP V15

Nous, VITALITEC INTERNATIONAL,
We, VtTALITEC I NTERN ATIONAL,

D6clarons, sous notre seule responsabilit6, que les produits suivants:
Hereby certify, under our sole respansibility, that the fallowing pradLtcts:

Clips H6mostaiiques en Titane lTitanium Hemastatic Clips

Clip Size

\4icro Clips
Small Clips

Small-l\,4edium CIips
Medium Clips
NIed ium-Large Clips
Large Clips

Soni conformes aux exigences essentielles de la Directive Europeenne 93l42lCEE (DDN4), ei de ses
transposiiions en droit national,
Et satisfont aux exigences essentielles de l'Annexe lde la DDM, comn'le demontre dans le dossLer
technique TF98-01 .

Comply with the essential requirements of the European Council Directive 93/42/EEC (MDD), ancl with
its transpositions into national law,
And comply with the essential requirements of Annex I af the MDD, as demanstrated in technical file
TF98-01 . -.'':r1''-:-" ...

Ciass lll - GIVDN code 35649

SLS cal ,unrbers NINE cat nunbers
w6060-1 W9060
J1120-1, J1180-'1, J9180, J9135, JS324
R1 120-1, R1180-1 R9180, R9135, R9324
15180-1 19180
82120-1,821841 89180, 89135, 89324
v3120-1 VS120
04120-1 09120

La proc6dure d'6valuaiion de la conformit6 a 6t6 6tablie selon :

The conformity assessment procedure was established according to:

* L'Annexe lll de la Directive 931AZ|CEE I Annex lll of Directive g3/4

12468 revision 8
LNE/G.]\4ED

Certificat n' I Ceftificate n' :

Du / from :

Organisme Notifie / Notified Body : 0459
Date d'expiration I Expiratian Daie: 2018-01-30

* L'Annexe V.3 de ia Directive g3/42lCEE I Annex V of Directive 93/42/EEC
Certificat n' I Ceftificate n' : DD 60074593 0001 vacj., L,jn jirkls
Du /from : TUV Rheinland LGA products cmbH litlt,iiu: i.t:ktt'
Organisme Notifie / Nolified Body : 0197 r)-/ ,-
Date d'exprratrol I Evpiration Date : 2017-02-03 /;;;, , r.

Date d'expiration de la pr6sente d6claration / Expiration Date of tttis declaration. ZO17-OZ-A3

Cette d6claration de conformit6 n'est valable qu'en relation avec le document de lib6rat on pour le lot
correspondani de produits fabriques.
This declaration of conformity is valid only in relatian to the release dacu ment far the ,carrespau din g lot
of na nufactured prod ucts

Domalain 2O13-47-12
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I'Jrrt i ed Body N' 0459

ATTESTATION / CERTIFICATE N''12468 rev. 8

D6livr6e i Paris le 02 Juillet 2013

Issued in Paris an July 2nd,2A13

Fabricant / Manufactu rer

ATTESTATION CE / EC CERTIFICATE
Examen de type / Type Examinatiatl

ANNEXE lll de la Directive 93/42lCEE relative aux dispositifs m6dicaux
ANNEX lll Dircctive 93/42JEEC concerning medical devices

VITALITEC INTERNATIONAL
ZA Vague de la No6

35680 DOMALAIN FRANCE

/ Device(s) category

Clips h6mostatiques en titane

Cat6gorie du(des) dispositif(s)

Titani um hemo static cli p s

l-NE 12468 rev 8
Annule et remplace le cedilical 12468-7

t-aburatoire national de m€trologie et d'essais .
l.l'.lE/C-MED . Oreanisme notifi€ n" 0459
i . rLre Gaston Boissier - 71724 Patis Cedex l 5 . T€1. : 01 40 43 37 OO

Deputy Director

6tablissemenr ltblic ; caractCre jndusrrjel

. Fax : Ol 40 43 37 37 " wwwlne fr "

KOPIJAi\l(R[

ldentification du(des) dispositif(sl / ldentification of device(s)

Clips SLS et clips NINE (Code GMDN : 35649)
Voir addendum

SLS and N/NE clips (GMDN code : 35649)
See addendum

Le LNE/G"MED atteste qu', I'examen des r6sultats figurant dans le(s) rapport(s) r6f6renc6(s) P101195, un 6chantillon repr6sentatif
de la production est conforme aux exigences de I'annexe I de la Directive 93/42lCEE

LNE/G-MED ceftifies that, on th-. basis of the results contained in the file(s) refercnced P101195, a representative sample ot lhe prcductian
canplies wilh the requircnents of the Dircctive 93/4AEEC, annex I

D6but de validitf / Effective dafe : February 20th, 2013 (included)
Valable jusqu'au / Expiry date: January 30th, 2018 (included)

For
Laure

wwwgnrcal.lr
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'.iL '1 .i LNE Addendum au certificat n' 12468 rev. I
Addendum of the cerlificate n' 12468 rev. B

Dossier / F/ie N' P101 1 95,. r.,!i|ir Lrn€ po6$io11 o Fo,1dg{r

Identification des dispositils I ldentification of devices

LNEiG-MED I 0459
For
Laurence DAGALLIER

Deputy Director

Allt) 720 Dl\4 0701-31 rcr3da12tj7l2112
Laboratoire national de m€trologie et d'esseis . tr.b ssc,rcr. plb c ) cirac(i,c drsrrirt cr ..',i ru. i
l.\FlC-MED . Orean sme notil 6 n' 04t9
Lru{rCrstofBoissier'75?24ParisCeder(15.T61.:014043 17 00. Fax 0t4a4331 37.wwqrlne.lr.\!wu{tnedk

Reference of the I Size of the clip i
finished product I Cllp reference

Packaging
version

Range of
product

GEt\,4152'1 Mini-Micro Pale
Blue

30 180 Blister
SYNOV S /

G E[/
w9060

l\.4 icro
White

20 180 B ister N INE
w6060-1 30 180 Blister SLS

GEM243' O range 30 180 Blister
SYNOVIS /

GE N4

..r9180

Small Yellow

2A 180 Blister N]NE
J9135 15 135 Blisier N ]NE
J9324 36 324 Blister NNE

J1180-1 30 180 Blister SLS
J1120-1 20 120 Po ucl'l SLS
R9180

Small Red

2Q 180 B llste r NNE
R9135 15 135 Blisle r NNE
R9324 324 B llste r NNE

R1 180-1 30 180 Bllster SLS
R1 120-1 20 120 Pouch SLS

19180
Smalli l\,4edium Lilac

20 180 Biisier NNE
15180-1 30 180 Blister
89180

l\.4ed ium B lue

20 180 Biisier N INE
89135 15 Blisier NNE
89324 36 Biiste r NNE

82180-1 30 '180 Blister SLS
8212Q-1 2Q 120 Pouch SLS
v9120

Medium/Large Green 20 120 Bl ster NNE
v3120-1 20 120 Bl ster SLS
.J9124

Large Orange
20 120 Blister N ]NE

o4120-1 20 120 Blister

6z -.o*
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I, David Noel Lloyd FAWCETT, Notary Public of the City of

Royal Authority duly admitted and sworn, practising in the said

DO HEREBY CERTIFYAND ATTEST:

THAT ihe hereunto annexed Certification has been signed on behalf of the English

company styled "GRENA LIMITIID" by Wieslaw Mieczyslaw BRODACZEWSK{,

n'hose personal identity I, the Notarl', attest, the Sole Director of the saitl company;

TFL\T the sajd "GRENA LIMITED" is a p::ivate limited company, duly incorporated

,*n I{Je ".Iune 2003 and eristing in accordance with English Larv, registered at the

Cnmpanies Registracicrn Office for Engiand and Wales under number 4?93131, with

Resisiered Offrce at 1000 Great West Road, Brentford, Middlesex TWB gHH, England;

TIL{T che said \liieslaw Mieczyslaw BRODACZEWSKI is, under English law, a

proper and competent Oflicer of the sard company to sign such Certification on its

behalt

AND THAT, having been signed in the presence of the attesiing witness, Konrad

BRODACZEWSKI, whose personal identity I likewise attest, the said Certification is

validly executed on behalf of the said company in accordance lvith the provisions of

English 1aw.

IN TESTIMONY WHEREOF I have hereunto set my hand and affi-red my Seal of

Offrce in the City of London aforesaid, this twenty-seventh day of October in the ycar

Two thousand and fifteen.

Vad..linintas
E,/viit'1s I'ckat

-* 't-t-.;-
(-"p,;-''''r

David NoeI
Notary Public

Lloyd FAWCETT
of London, England

D}j IINNA
35 Pi(rJillr ltr'.&( {r.r 0L,

T,r. {.. 4JLi-r --!2.r. ..,.r.1 .' 0. r-.03/" i
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i!i.: F.!t{ tr;::!i-!r1--A: }.{OOLESEX til\€ gHH. UK

*e Clrector of Grena
tsrenford, Middlesex,

VAT no GB 821 2900 6.,

tul *44 131 208 207 6. Fat+44fi11n&n

Brentford, 12iA.2015

Limited whose registered office is located
TWB 9HH, United Kingdom

DO HEREBY CERTIFYA

That the annexures hereto are true and faithful copies of their respective originals being:

'1. EC certificate - Directive 93l42lEEC Annex V - production euallty Assurance -
Medical Devices (Registration No.: DD 60100980 0001 ) - 3 pages.

2. EC certificate * Directive 93l42lEEC Annex ll, excluding section 4 - Full euality
Assurance System - Medical Devices (Registration No.: HD 60100981 0001) - 3 pages.

(total of 6 pages of annexures)

ln testimony whereof I have hereunto set my hand and affixed the company stamp this
twelfth day of October in the year two thousand and fifteen.

Wieslaw Mieczysfa'w

Director of Grena

I. Konrad Brodaczewski,po hereby conhrm with my own signature that Mr Wieslaw Brodaczewski
personally issued the above document and signed it in his capacity ofthe director ofGrena Limitpd.

Konrad B
I,ld!i.ifirikas
',,1 111t5" Lclrus , i' i i iwitness

,az:)/ ) '//- /'// '

{0Pllnll{Di

PRINOIPALMID

lncorporaied rn England & ivales Cc l.to 04793131
I-ISBC Bank,26 Biggin St€ei DoL€r, Keflr CTl61Bl UK
BAr..t € GE10*r01,101 9236141 9838

proud tu) be a nembet oJ

LONDON,CHAMNFR
',\r.,Lj.'!N)



Hegistration ilo-: m 60100980 0001

Report No.: 253S270 002

Grena Ltd-
1000 Great West Road
Erentford, Middlesex
TW8 SHH
United Kingdom

Products: (see aliachments for produc'us and site lncluded)

Replaces approval, registration no.: DD 50040589 0001

Expiry Date: 20 2 0-0 4-13

TtF tlotified Body hereby declares that the requirements of Annex V of the directive 93/4ZEEC have
; been nd for the listed producls, The above narned manufaclurer has established and appti€ a quality
'surance system, v.hich is subiect to p€riodic surveillance, defined by Annex V, secti6n 4 of the
#r*rentiNred directive. For placlng on the market ot class ltb and ctass lll devices eoyered by this

' cstfto€b an EC Speexamination c,enifimte acG€rding io Annex lll is tequired.

Etfective Daic:

A.
TUVR hein land

Annex V
Assurance

virdYbininkas

Edvinqs y'ekas;ft-(_-,/ 
"!atf -t,-4

KOPtlr.llKR\

20t-5-04-30

2 015-0 4-3 0: Date:

TUV Rheinland LGA Prqducts GmbH - TillystraBe 2 - 90431 N&rnberg

TuV Rheintand LGA Products GmbH is a Nolifled Body according to Directive 93I4ZEEC
soneeming medical devices with the identlfieation number 0197.

PRINCIPALMED 1L
xt'--__--J*
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Doc. 1,/ 2, Rev , 1

flsnulacturer:

Vadlbininks
Edrinqs, LcK'1\

-51/u,(-/*,r''-' (OP!JA1!KRI

P!:oducts includedr
- DisPosable trecars
- Infusion seis
- Reiriaval bags
- Disposable skin staplers
- suclion cannulas and suctioo seLs

- ThoracentLesis/Paracentesis sets

- Ixanstusron seL5

- veress aeed.Les

- Thoraciq cathelers
- suctiofl-irrigiaelon ge:s

- Silicone slings
- Ol"po."lf" \'round proteccors / letractors

For lhe following medical /devices the scope covers

":i"";;"- "";"Lt'of ^anofacture 
concerned with securing

uni^uin."inr"g sterite condj'tions:

- Disposable skin staples removers

- Chest drainage systems

- connecting tubes
- Absorbing Pads
- tuUing for arthroscoPY sets

Notilied BodY

-\

ttSv Htreintand

LGAPrg&TIS GMbH

Tillystrak 2, 9{lfi!1 Niirnberg

DD 60100980 0001

26300270 002

Grena Ltd.
iooo Great West Road
Brentford, Middlesex
TW8 gflH
United Kingdom

ffirq$lre-ll

Date: 2015-09-17

,e
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TUVRheinland

Doc.2/2, Rev- 0

LGA Profrrcts GmbH

l*anulaeturer:

Sit'e incLuded:

clena Limiied
Chelsea House, chelsea S:reet '
Noti ingharar NG? 7HP'
Unlted Kingdom

Tillystra6e 2, g$431 Niirnberg

DD 60100980 0001
26300270 002

Grene Ltd.
1000 Great West Road
Brentford, Middlesex
TW6 gfiH
United Kingdom

7i-,,":,. .o

ruotrliea Bog.y

Fnrnctent4qq1.t

Date: 2015{4{0

/')
ul'--L
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dBodyhe'ebydeclaresthatthsrqulromsntsotAnnextl,excludlngsec-tion4otthedirec.tlve
hcve be€n met ior the lisreo procJis rn" uuou" *rneo ryl*:,Y:l H,-Tl:'l*::"" "s*rlEetji 
'Nrve 

se€n rEr r!'r rrls r'reY !'tJit-rt 
i= ="oi""t 

to periodic suweillanco' detined by ann€x $'
udqptres a qualitY assurance s
lddrsortnearoremotion"o aiiliiJ"' il1.graqrnd1119-T:1":-"iil?*l-*Jff.n5"t
.ffi,ffiff;';'&;1il;;;;;n"iion ".rtiii*t" 

u"cordins ro Annexll, section 4 is resired
' :-'.'- :.

..' ri-^',. - r o-,r.,
t;.: fiptiriedqsq

grEfle{tiveDate: 2or5-04-30

Dale:

Sgl$zlEF[frrex Il, excluding Section 4

Full QualiiY tsuranee System
Medfic€i Devices

Registration l*o': HD 60100S81 0001

Report No.: 26300270 002

Grena Ltd.
1000 Great west Road

Brentford, Middlesex
TW8gHH,
United Kingdom

(see attachments for prqduct-s and site included)

Replaces aPproval' legistratj-on no't HD 60040590 0001

2020-04-13

2 015*0 4-3 0
"9:{i!llitgr's' 

Pane

TOV Rheintand LGA Products €mbtl - Tillystrafte 2 - 90431 Nalrnberg

lnIV Rheinland LGA Products GmbH is a Notified Body according lo Direclive 93/4ZEEC
' - ' ""---*n".n'ting 

medical devic€s with lhe identifioalion numbe'i 0197'

PRINCIPALMED 1L

E;;uii,";!,ti'i'*



A
'LIA

@.-.
,9

TUVRheinia nd

KOPUI"\\[R:\

*a

TUV Rheinland [roc- U?. Rew - 0

LGA Products GmbFl

TillystraBe 2, 90431 N0rnberg

Flegistration No,i HD 601(Xl981 C001

ReportNo.: 26gX!2700O2

Manufacturer;

eadoscopic surgical instruments
tis:rc sable endos copic surgical instrur!.ent €

Dis:rosable Lillea! cutting staplers with cantrldges
oisposable l-inea.r staplers wlih cartridges
Disposable circular staplers with related
surgieal instruments
€taples cartridges for reusable circuLar siaplers
Staples cartridges for reusable lidear siaplers
tigating clips
Surgical meshes
cartridges for disposable endoscopic linear cuttinqi

cis;sabfe eadoscopic linear cutting staplers

F6i-rcqA$ryl\

Date: 2015-04-30



Attaehment io
Certificate
Registraiion No.:
Report No.:

Manufac{arrer:

i-ncluded:

GrenaH&
1000

TW8
United

Dac- 2/ 2, P.ew - O

,i
t r;'.i i,1L'JPi,ra

Gre!]a Limited
Chelsea Hguse, Chelsea
i\-otEinEham, NG7 ?I{P,
United Kinqdom

" uzoaro ji -\, "

akcine bendrove ,

FRINCIPALMI.U 1!

Date: 2015-04-30
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Tekno-Medical Optik-Chirurgie GmbH
SattlerstraBe '1 '1

78532 Tuttlingen

rh. Zn.r6n hro Na€hncnl v6n Un*r Z6ichnn, dsrc N6drichl vom

RM 2011-07,08

Certlficatlon of your company

Dear Ladies and Gentlemen,

Herewith, we connrm as a nominated authorization (Notified Body No. 0483), that the Class I products have
been reviewed to be adequate during the certification procedure st your company. The Class I products were
found to meet all requirements of th€ EC Directive 93/42|EEC. Theretore, we issued the certificate according
to EN ISO 13485. With this certificate, you are authorized to label your products with the CE-mark On class I

product labels the rrumber of the Notified Body may not be next to the CF-mark.

lf you have any fudherquestions please do not hesitate to contaot u6.

Yours sincerely

mdc 
\edical 

devrce certification GmbH

'\' \\t*ur-\ r,rr=i
Dr. Regina Maurer
(Head of certification body)

X \Frolerr.\T[nkdo_Mrdcal\0000 Albonl€h\B B6cn.ini0!nL&..s€, r pEnlk€ 6-20]1 oT QBd.{

0711 253597-14

\|df irininkas
Eclvittus Lckcrs

-''-r//.-t-L -.//.P/ \ -..'..'

ndc m.d@ld6vrc€ 66rldical an GmbH

0 i'019i SlLrtrOen

Tdl€ion 0711,2535974
T€l€rax 0711"253597.10
E.nbir ndc@mdcrede

Afrl.q.ncll slunsad HRB 2! 35i
usr,ldNr 0E812169i76



Certlfi cate
rndc medical device certification GmbH

cedifies that

SattlerstraBe 11
78532 Tuttlingen

Germany
for the scope

development, manufacturing and distribution of
surgical instruments and accessories, endoscopic instruments and devices with aceessories,

dental instruments, instruments and implants for osteosynthesis,
ORJamps, OR-tables and accessories and repair service for rigid endoscopes

has introduced and applies a

Quality Management System

The mdc audit has proven thai this quality management system
meets all requirements of the following standard

EN rSO 13485
- )i''lr l'irrinl.'"
tt/t'tttq: I c,kot

7 -./ ,a-)rtLo'--'!t tl rt- z

Tekno-Medical Optik-Chirurgie GmbH

l\4edical devices - Quality management systems -
Requirements for regulatory purposes

EN lSO 13485:2012 + AC:2012 - ISO 13485:2003 + Cor 1:2009

Valid from 2013-07-05
Valid until 2018-07-04

Registration no. 0287.58.01/0
Report no. E 0287.58 / 2013-07-03

Head of Certification Bodyt tira..1 atl r.:tt.:f; t.i.:t : t :t.

r+*v+ Attr€ditiendurch

{*GJ ::""i*r"Strhl** 
rr. ** zLczo-szo.oo.olar

rd\-d


