Certificate GB01/53650

The management system of

Surgical Specialties Corporation

100 Dennis Drive,
Reading, PA 19508, LISA

has been assessed and certffied as meeting the requirements of

Directive 93/42/EEC

Annex Il (excluding Section 4) and Annex V {sterility aspects only)

For the foliowing aclivilies

Annex Il {excluding Section 4)

Microsurgical Blades and Microkeratome Blades; Nylon Sutures; Silk
Sutures; Polypropylene:Sutures, Contour barbed polypropylene
sutures, Polyester Sutures; Polyglycolic Acid {PGA) Absorbable
Sutures; Poly (E-caprolactone-L.-Jactide) Absorbable Suturss; Bone
Wax; Cystotomes; Fluid Distribution Sets:for Ophthalmic Surgery;
Ophthalmic Cannula; Surgical Blades; Absorbable: Punctum Plugs;
Contour Polypropylene Barbed Threads.

Annex V {sterility aspecis only)
Bteriie eye shields and garters.

This certificats is valid from 08 November 2004 until 08 November 2008
‘ Issue 9. Cerlifisd since 08 November 2001
Neiified Bady Number 0120

Authorised by

P lont

255 United KKingdom Lid Sysiems & Services Cerlification
2028 Warle Parkway, Weston-super-Mare, BS22 8WA UK
t+44{0)1834 522917 F-+44 (11934 522137 www.sgs.com

3GS CEO01 0302
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Certificate GR1/23651

The management system of

<

Surgical Specialties Corporation

100 Dennis Drive,
Reading, PA 19606, USA

has been assessed and ceriilied as mesting the requirements of
ISO 13485:1996
Xy : -

Forihe foliowing activities

Design, manufacture and distribution of non-active implantable
devices; sutureslneedles;;mit:rosurgical:inStruménts;'iicystntomes,
fluid irrigation systems for ophthalmic surgery; eye shields and bone
' wax; absorbable punctum plugs.

This cerlificate is valid:from 08 November 2084 .until 15 July 2006
‘|ssue 4, Certified since-08 November 2001

Authorised by

P Lot

$G5 Uniled Kingdom Ld  Systems & Servicas Certiiication
Rossmore Business Park  Eilesmere Port Chieshire CHE53EN UK
t-+44.(0)151 350-6666 f-+44(0)151 350-6500 www.sgs.com

SGS 13485-1 0803
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Fh staaapemen: sysiem of
L& 575:8Me 65 neshon s

, Shrgicaﬁ Specialties Puerto
Rico, Inc.

RO. 413, KM 0.2,

Rincz’:n}:@&ﬁi’-i’-
Puarlp, Sice

hisk BR0R ASSRESRY Aadceriion 95 mRe v Une uqumenii ot

f e Guatet & preglaiy siee i aliningan dely rame:

10 13485:1996

Thr scapa alragisimiion » 2 o
b v lameiamant S50

' Manufacture of Silicone Punctam Plug, Ultfa-Plug (Silicone
+ -PlugiDisposable Dispenser), Surgical Knives:Stainiess Stes!,

This cerlificate is valid from danuary 15, 2004un July 15 2005
- Ge cerlifival esl.valide du 15 jenvier, 2004 au15 juilier, 2006
{ssue 1, Revision T Aol 13, 2008

Edifion 1 Révision 1 18 aviii; 2008

Lenifesean Canzda g,

x Bionad for aannnengli of :
Documnent signg pour ef ot nom de S5 Cafivalion i Syt

Emis B Servines Spngta o,

Regisiraire reconnuselon fo CMOLAS,
Pagsiaf 1

B Ensenada.

Agerudited Megksirr

{nnsai canadiang d&8 marmiss -

CMDCAS Recogrized Registear,

\ Ragletiaire aooiddlty |
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Cerfificate GBO2/56421

H

The management system of

Surgical Specialties Puerto
Rico, Inc.

RP Ensenada, RD 413, KM 0.2,
Rincon PR 00677, Puerio Rico

iSO 13485:1996

For the following solviiizs

Marnfacturs of sterile and non-sterile surgical Biades, surgical jnives
and associated acoassarles. Develepntent of new surgical blades and
surgical knives to design specificetions provided by Surgical
Specialties Corparafion. Manufzcture of sterile sye shields and
silicone puncium plugs.

This cerificate Is valid from 05 Januzry 2004 unfil 15 July 2008
lssue 3. Cerlifiar since 04 Seplember 2002

Awthorisad by

568 United Wgdom Lid  Systems & Senvives Carification
Rossmone Business Pt Elipsmere Port Cheshire SHES3EN UK
£+44 {07151 350-6566 -4 {03151 3808600 www.zgs.com

SG3 134851 0002
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Cerfificate GBO2/5E420

The management system of

Rico, Inc.
BP Ensenada, RD 413, KM 0.2,
Rincon, PR 00677, Puerfo Rico

1as heen assesset and cariified as meeting the requiremants of

Directive 93/42!EEC

Annex }l (sxciuding Section 4) and Annex V {sterility aspecis only)

Ferthe foliowing aelivilies

- Annex {i (axcluding Section 4

Slitcone Punctum Plugs; Bicrokeratome Blades; Surgical Biades and
Knives,

Annex ¥ {stenlity aspects only}

This cariificate 5 valid from 05 January 2004 ol 04 January 2008
lsstie 3. Certfied since (4 September 2002

Notifiéd Body Number D120
Auvthotsed by

865 Uniiad Kingdom Lid  Systams & Services Ceriiftcation
2028 Warle Patiway, Waston-superbare, BR22 GWA LIS
1404 (GY1934 822917 §-+44 ({1524 522137 www.sgs.com

568 CE D1 0308
Fapziof 1

Surgical Specialties Puerto

Sterile Eye Shields; Sterile Handles for Surgicat Blades, ~ -




