
EC Certificate Ful{ Quaiity Assurance $ystem: cer{ificate GB14l$1309

fhe nranagemenl system ol

Semver-Vis[t8* I nternatimnafi l-td'
waterloo Industrial Estate, Bidfard-on-Avon, warwickshire, 850 4JH, UK

has been assessed and certi{ied as tneeling lhe rsquircrnents 0f

Sirestivs SSf4gtnHS
on rnedical deviees, Annex Il {eNcluding $ection 4}

For the following Producls

$terite ophihalmic needles, cannulae and cystotones

$l*dlc ophthalmic *urgical instrumenls:

$terile ophthalmic fnreeps' ela:npg and scissws,' 
qphthalmi* dispo*able instrurnent kits

- Lacrimallntubation $ets,

Daeryocystorhinosiomy {FCRi Sets, and Ptosis Sets

lntraocular Lens Hook and lris Retract*r
OPthalmie SPatulas

0Pthalrnic Knives

Sterile ophthalmic viscosurgical devices for,protectior ll?li,t-iti:.1ttd
su[pox ef sslls or tissues during ophthalmic Intraocular surg€ry

$terile procedure kits for use in ophlhalmic surgery

$ter'i|eLiquid0cu|ar&andage{oruseinnphthalmlcsufsery

whera ihs above scope inctudes elas* lll nediErl device(s), a valid EC oasign Examination"caflifi*ata" '- ";;;r; il dnnerrl{sEclon ij is a mandatory riquirem*nt for each dovice in ndditlon to this

certiticato ts piacs that d*vice 0n the mad(st'

Thiscertificateisva|idrryr!?January2016unti|28Apri|2019
andrernainsvalidsuhjecttosatisfactorysuruei|lanceaudits'

, Re certific*tion audit due before 19 February ?01 7

lssue 2' Certiiied since 28 Aptil 2014

Certification is bassd on reports numbered G8/pC 232569
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Aulhorised Dy

sGS CE 02 0215

SG$ United

ffiffi

trhls docr.nenl is lsst.€d by ll{* Cofr'p6oy sdbscl lo iK C4ferB Conail*m o{

fgffi m:ff fi ffi Hi.-lf i'f ;i#lffi*lkTii'lTJilil1
issges estabrish€d lh€fe]n. ths au$ertjcltv€t his 

,ff#S*Hr,:tfr:rT-*Y;:ffiilifi 
X*;ffi flf ifl i***n. noe*r] 0, i.,rsinmto. or *c

ffil8nlcl nppffitars ollI!9 !mlsrtnl F !nnttji;nccliilcss FJyoB

psssutea l0 lhe fuJ:e$i exlErl ol te {ari

Klngdom Ltd, Notified BodY 01?0
i02B worte Parkua)', Weslon-super-Mate, Bsl2 6WA UK

t +44 {0}1934 52?9'17 t +44 t0}1934 5??1 37 umw sgs'com
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Certificate US1 0J81 385
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411 Waverley Oaks Road,

Waltham, MA, 02452-8405, United Stales

has be€n assessed and c€rltfed as meeting h€ requhrnens 0f

lS0 13485:2003

EN ISO 13485:2A12
For h€ folloiling activites

Design, development and manufacture of surglcal blades and knives,

eye cannulae, cystotomes, dissectors, ophthalmlc procedure needles,
eye probes, €yo r€tractors, rotators, dllators, eye spatula, eye specula,

lacrimaltrephines, filters, tublng, eye shlelds, ophthalmic, ENT, and
surgical sponges, absorbent swabs, ocular markers, surgical glides,

electrosurgical coagulation systems including cables, blpolar forceps
and erasers, electro.cautery devlces, ophtral mlc powered hand.pieces

and burrs, sterile sutglcal blades, stErile Intubation sets ophthalmic
and surgical, absorbable.and non absorbable punctal occluders and' eterllE l.rlngC. Distrlbution of ophthalmic asFiratinS Wrt11ee'.

'' This certificale ls valid from 24 March 2017 until3l March 2019

aM remiins valid sulrject to satisfactory surveillance audits.
: ,::' .,,Re iertifiiation audit due Uifore lt March 2019

lssue 11, Certified since 23 Augusl 2010

Beaver-Visitec International, lnc.

Altrodsed by

SGS uniled Kittgdom Ltd

Ross$rcBusin€ss Park AEsmsr€Port ChegtirB Cti653EN UK

t +{1 (0)151 3S{!6! : f r11 (0)1 51 350-660{l $\Nwsgs.com

scs 1346t2 1114
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Ilir &anwt ir'u*d $y h. c6nta'y s*Fd }3,ls erMd cd\s|w d
Cqtf:ix $srkxtw;Br { ffi-sffid$ffi H sdtie}$n

ltsAs it dM b ts bd,$j@ d [*Er -adaryii*r g* fsird#]d
ies drbteig fr6Ca tru edfiffXdtY d $E edwd dst b wi{el d

hSJ${w.sE8 qr#?{Eddryl& ifif w'dffi:E trd;s, t€st s
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