EC Certification

Intertek

FULL QUALITY ASSURANCE SYSTEM
Directive 93/42/EEC for Medical Devices, Annex Il excluding 4 (OBL)

We hereby declare that an examination of the under meantioned full guality assurance sys!am has been_ carried out
foliowing the requirements of the UK national legislation to which the undersigned is subjected, transposing Annex I
{with the exemption of section 4) of the Directive 93/42/EEC on medical devices via an Own Branding arrangement. We
cerify that the full quality system conforms with the relevant provisions of the aforementioned legislation, and the result
antitles the organization to use the CE 0473 marking on those products listed below.

U.S. IOL INC

2500 Sandersville Road, PO Box 13550, Lexington, KY 40511, USA

Intra Occular Lenses & Sodium Hyalurenate.
As per the Attached Schedule

Digitally signed by Grabazei Alexandru
Date: 2019.03.15 09:45:06 EET
Reason: MoldSign Signature

Location: Moldova

Certificate Number: 088 G CE

Initial Certification Date: 17 Novembear 2005
Certificate Effective Date: 17 November 2015
Certificate Expiry Date: 16 November 2020
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Brian Johnson
AMTAC Certification Services Limited, Milton Keynes, UK
This certificate is the property of AMTAC Certification Services Lid
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PRODUCT SCHEDULE FOR CERTIFICATE 088 G CE
U.S. IOL INC

Intertek

Occulon Sodium Hyaluronate 1.8% lla
OcculLon HV Sodium Hyaluronate 1.6% lla

Mod C Three Piece
850 Series Length-13.0mm lib

Holes-0
Angle-0 degrees
Optic-Equiconvex

Mod C Single Piece

860 Series Length-12.5mm Ik
Holes-0
Angle-0 degrees
Optic-Equiconvex

Aspheric Single Piece Ile
BE7 Series Length-12.5mm

Model no.: 865UV, 866UV, 868 UV, 863UV

Holes-0

Angle 5 degrees

Optic-6mm

Hydrophabic Single Piece o
B80 Series Length-12.5mm

Model No.: 880UV

Holes-0

Angle-0 degrees

Optic-6.0mm

Mod C Single Piece
860 Series Length-12.5mm lib
Model No.: 8B40 UV, 843 UV, 845 UV, 847 UV
Holes-0
Angle-0 degrees
Optic-Equiconvex

Initial Certification Date: 17 November 2005
Certificate Effective Date: 17 November 2015
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EC Certification

Intertek

FULL QUALITY ASSURAMCE SYSTEM
Directive 93/42/EEC for Medical Devices, Annex |l excluding (4)

We hereby declare that an examination of the unoer mentioned full quality assurance system has been carmed oul
following the requirements of the UK national legisiation to which the undersigned is subjected, transposing Annex I
(with the exemption of section 4) of the Directive 93/42/EEC on medical devices. We certify that the full quality
assurance system conforms with the relevant provisions of the aforementioned directive, and the result entitles the
prganization 1o use the CE 0473 marking on those products listed below.

U.S.IOL INC

2500 Sandersville Road, PO Box 13550, Lexington, KY 40511, USA

Intraccular Lensas
FPunctal Plugs

Certificate Number: DBB-02 D CE
Initial Certification Date: 13 March 2000
Certificate Effective Date: 12 April 20186
Certificate Expiry Date: 12 March 2020

Brian Johnson
AMTAC Ceriification Services Limited, Miton Keynes, UK
This certificate is the property of AMTAC Certification Services Lid
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PRODUCT SCHEDULE FOR CERTIFICATE 088-02 D CE
U.S. IOL INC

Intertek

INTRAOCULAR LENSES
PMMA PR CT NUMBE CLASS

Mod J Single Piece 500 series
Length - 10-17 b
Holes - 0,1,2,3,4
Angle - 0-10 degrees
Oiptic - Plano, Biconvex, or Step Vault

L Single Piece 600 series
Length - 12mm Ik
Holes - O
Angle - Step Vaull
Optic - 5.25mm

Anterior Chamber

600 Series Length - 10-17 {le
Holes - 0,1.2.3.4
Angie = 0 - 10 degrees
Optic - Plano, Biconvex, or Step Vault

Mod J Three Piece

100 Series Length - 10-17 ]
Holes - 0,1,.2.3.4

Angle — 0 - 10 degrees

Optic - Plano, Biconvex, or Step Vault

200 Series Length - 10-17 1]
Holes - 0,1,2,3.4

Angle = 0 - 10 degrees

Ciotic - Plano, Biconvex, or Step Vault

|
|
| Mod C Three Piece
|

Iris Fixated Phakic Lens:
900 Series Lens Length — 10.30 1l¢
Holes - 4
Single Piece
Angle: Step Vault
Optic: Miniscus

Acrylic Lens Single Plece

860UV Series Length = 12.5mm b
J Also labeled as 860 UV, 862 UV, 863 UV, B64 UV, B67-UV, 868-UV
| Holes - O

Angle — 0 degrees
Optic — Biconvex

Initial Certification Date: 22 July 1997
Certificate Effective Date: 12 April 2016
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Brian Johnson - Authorized Signatory
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U.S. IOL INC

Intertek

Hydrophillic Lens Single Piece

B67Series Length = 12.5mm
Model No.B&ET-UN, 8T1UY, 872UV, BT3LV
Hales - 0

Angle = 5 degrees
Dptic — Biconvex

Hydrophillic Lens Single Piece

BE8Series Length = 12.5mm
Model No.B31UV, 832UV, 833UV, 868-LUV
Holes - D

Angle — 5 degrees
Optic = Biconwex

Mod C Single Piece 600 series
Length - 10-17
Holes - 0,1,2,3.4
Angie = 0 - 10 degrees
Optic - Plano, Biconvex, or Step Vaull

Lacrivera VeraPlug:

VEP-1002 VERAPLUG, Silicone Punctum Plug, 1.65mm
VEP-1003 VERAPLUG, Silicone Punctum Plug, 1.83mm
VSP-1004 VERAPLUG, Silicone Punctum Plug, 2.00mm

BNS-1002 VERAPLUG, Silicone Punctum Plug 1.65mm
BNS-1003 VERAPLUG, Silicone Punctum Plug 1.83mm
ENS-1004 VERAPLUG, Silicone Puncium Plug 2.00mm

Initial Certification Date: 22 July 1997
Certificate Effective Date: 12 April 2016

Brian Johnson ~ Authorized Signatory

PRODUCT SCHEDULE FOR CERTIFICATE 088-02 D CE
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EC Certification

Intertek

PRODUCTION QUALITY ASSURANCE
Directive 93/42/EEC for Medical Devices, Annex V (OBL)

We heraby declare that an examination of the under mentioned production quality assurance sysiem has been carried
out following the requirements of the UK national legislation to which the undersigned is subjected, transposing

Annex V of the Directive 93/42'EEC on medical devices via an Own Branding arrangement. We certify that the
production quality system coniorms with the relevant provisions of the aforementioned legislation, and the result entitles
the organization 1o use the CE 0473 marking on those products listed below.

U.S. IOL INC

2500 Sandersville Road, PO Box 13550, Lexington, KY 40511, USA

Sutures, Sterile Single Use Lens Injector and Cartridge, US Gel
As per the Attached Schedule

Certificate Number: Dge E CE

Initial Certification Date: 17 November 2005
Cartificate Effective Date: 17 November 2015
Certificate Expiry Date: 16 November 2020

Brian Johnson
AMTAC Certification Services Limitad, Milton Keynes, UK
This certificate is the property of AMTAC Certification Services Lid
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PRODUCT SCHEDULE FOR CERTIFICATE 088 E CE
U.S. IOL INC

Intertek

UsS Gel HPMC 1.800% lla
Sutures

US-1001LES Silk, multifi lla
US-9001LZS Silk, multifil la
US-8001LZS Silk, mubtifil la
US-7001LZS Silk, rmultifil lla
US-6001LZS Silk, multifil lla
US-5001LES Silk, multifil Ila
US-1002LZS Silk, multifil lla
US-9002LZS Silk, multifil lla
US-8002LZS Silk, multifil lla
US-7T002LZS Silk, multifil lla
US-6002LES Silk, multifil lla
US-5002LZS Silk, multifil lla
US-1001LEN Nylon (Polyamide), monofili lla
US-9001LZN Nylon (Polyamide), monofili Il
US-8001LZN Mylon (Polyamide), monaofili lla
US-TO01LEN Nylon (Polyamide), monofili lla
US-6001LZN Nylon (Polyamide), manofili lla
US-5001LZN Nylon (Polyamide), monofili lla
US-1002LZN Nylon (Polyamide), monofili lla
US-9002LZN Nylon {Polyamide), monofili lla
US-B8002LZN Nylon (Polyamide), monofili lla
US-7T002LZN MNylon (Polyamide). monofili lla
US-6002LZN Nylon (Polyamide). monofili lla
US-5002LZN Nylon (Polyamide), monofili lla

US-2001RCN 2/0 Suture, Non absorbable, Synthetic Polyamide, Single Armed  lla
US-2002LZN 2/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-3001RCN 3/0 Suture, Non absorbable, Synthetic Polyamide, Single Armed  lla
US-3002LZN 3/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-4001LZN 4/0 Suture, Non absorbable, Synthetic Polyamide, Single Armed lla
US-4002LZN 4/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-5001RCN 5/0 Suture, Non absorbable, Synthetic Polyamide, Single Armed lla
US-5002LZN 5/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-8001L2ZN 6/0 Suture, Non absorbable, Synthetic Polyamide, Single Armed la
US-6002LZN 6/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-7001LZN 7/0 Suture, Non absorbable, Synthetic Polyamide, Single Armed la
US-7002LZN 7/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-8002LZN 8/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-9002LZN 9/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-1002LZN 10/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-1101LZN 11/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla
US-1102LZN 11/0 Suture, Non absorbable, Synthetic Polyamide, Double Armed  lla

Initial Certification Date: 17 November 2005 5 il
Certificate Effective Date: 17 November 2015 i

<l Brian Johnson ~ Autharized Signatory

Fags f o 5

ANITE TR L
Citvvw dvostirist Bl napainell. Vilfon Aymea MRS 5N LK
W Tabmgiarsg L4 0y | Q00 9T RO, Py ol 150 THOE BT P40 i Emd i O - fiika
Apgaimer e B0 Reparsies TFce




PRODUCT SCHEDULE FOR CERTIFICATE 088 E CE
U.S. IOL INC

Intertek

US-8002LZS 11/0 Suture, Non absorbable, Silk, Double Armed lla
US-6002LZV 6/0 suture, vicryl, double armed lla
US-8002LZV 8/0 suture, vicryl, double armed lla
US-9001LZV 9/0 suture, vicryl, double armed lla

Sterile Single Use Lens Injector and Cartridge
US-2000 Series lla

Initial Certification Date: 17 November 2005
Certificate Effective Date: 17 November 2015
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Brian Johnson - Authorized Signatory
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