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Product Description: The device consists of a cortical removal cannula. The
cortical removal cannula attaches to the male luer connector at the distal end of
the lens removal handpiece The devices are provided sterile (terminally sterilized by
ethylene oxide) and are intended for single use only. A rigid, clear terminal tray
protects the devices inside the Tyvek pouch (single sterile barrier) and can be used
to facilitate aseptic transfer to the sterile field.

Indication for Use / Intended User: The devices are used in cataract surgery for
removal of residual lens cortical material from the capsular bag when lens removal
has been indicated. The devices are intended to be used by ophthalmic surgeons.

Contraindications and undesirable side-effects: No contraindications and no
undesirable side-effects are known when used as intended.

Clinical Benefits: The clinical benefit of the CataPulse® Cortical Removal Cannula
includes the removal of remaining lens cortical material from the capsular bag after
crystalline lens removal.

Precautwns
Good clinical practice dictates testing for adequate irrigation and aspiration

flow prior to entering the eye. If stream of fluid is weak or absent, good
fluidics response will be jeopardized.

e Use appropriate flow parameters to maintain fluidic balance.

e Prior to use, the instruments must be thoroughly inspected for correct
function and to detect possible damage.

e This product is intended for use by experienced ophthalmic surgeons who
have received proper training on the use of the CataPulse® System.

e Instructions for Use (IfU) are not intended to substitute the need to read
and understand the CataPulse Operator’'s Manual (200-1142).

e U.S.Federal law restricts sale and use to or on the order of a physician.
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Product Warranty and Limitations of Liability

MED-LOGICS warrants that CataPulse® Lens Removal Handpiece Disposable
Cannulas will conform to MED-LOGICS' then current version of the product
specifications for such disposable items in all material respects and shall
be free from defects in material and/or workmanship for a period equal

to the disposables expiration date. MED-LOGICS exclusive all other
warranties, whether expressed, implied or by operation of law, including
but not limited to any implied warranties of merchantability or fitness.
MED-LOGICS shall not be liable for any incidental, consequential or
exemplary loss, damage or expenses, directly or indirectly resulting from
the use of the CataPulse® Lens Removal Handpiece Set or accessories

even if MED-LOGICS has been advised of the possibility of such loss,
damage, or expense.

MED-LOGICS, Inc.®
1627 Enterprise Street, Athens, TX 75751, USA
Tel: +1-949-582-3891/ E-mail: info@mlogics.com

European Representative
E CRep Ltd,
5 Fitzwilliam Square East, Dublin 2, D02 R744, Ireland
Tel: +353-89-225-1951/ E-mail: info@ecrep.ie

UK Representative

Responsible Person Ltd,
Summit House, 4-5 Mitchell Street, Edinburgh, EH6 7BD, UK
Tel: +44-7543-672-888/ E-mail: info@responsible-person.co.uk
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Warnings:
e This product is not intended for purposes other than removal of
vitreous from the anterior chamber.
e Do not use after the expiration date.
e Do not use if the Tyvek pouch (single sterile barrier) is damaged,
compromised, or if the seal is broken in any way.

e Do not open the pouch until immediately before use.

e The CataPulse® Anterior Vitrectomy Handpiece Set is a sterile disposable
medical device and labeled as “Single-Use”. The components have been
designed for one time use only. Do not try and clean, re-sterilize, or reuse
any components of the CataPulse® System that have been labeled as
“Single-Use”.

e Potential risks from using the devices beyond the expiration date,
reprocessing, and /or reuse include: a) loss of instrument functionality
potentially leading to loss of components in the eye, b) introduction of
residues into the eye, ) cross-contamination / inadequate sterility of the
instrument.

e Mismatch of consumable components not related to the CataPulse®
System and the use of settings not specially adjusted for a particular
combination of consumable components may cause patient injury due to
fluidic imbalance.

o Never intentionally modify the handpiece or tips (e.g. Do not bend, cut, or
engrave) as this could cause them to break or malfunction.

e Only use the Irrigation Set provided in the CataPulse® Lens Removal Kit.

e The CataPulse® Console must remain above the patient's eye level to avoid
fluidic imbalance and potential patient injury.

e Do not manually modify or force a change in the CataPulse® Cart IV Pole
height because this could cause incorrect indications of bottle height and
subsequent patient injury due to fluidic imbalance.

e If Vitreous is present, any aspiration with the Lens Removal Handpiece can
harm the patient.

©Copyright 2025 MED-LOGICS, Inc.®

Printed and Made in U.S.A
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CATAPULSE

[Cannula Type

“4"- Aspiration/Lens Removal
5" - Irrigation

“6"- Cortical Removal

e (][ PI[X][x] 0] X][x]- DD

Cannula Gauge | [Aspiration Cannula Length!
“170"-17 gauge| [“0L"- Long
“180"- 18 gauge| [“0 S”- Standard

Cannula Angle
“0"- Straight
5°Bend

" “190"- 19
0° Bend Peee gauge No. of Irrigation Ports
200" - 20 gauge
910" 21 "2 P"-2Ports
Cannula Material “219augel s ) 3 ports

“S"- Stainless Steel "2307- 23 gauge) o .
“p"_ plastic 00" - No modifier

Speclal Modifier

Hub Material
“S"- Stainless Steel
“P"- Plastic

Intended Use:

The MED-LOGICS CataPulse® Lens Removal Handpiece
Disposable Cortical Removal Cannula is a component of
the CataPulse® System and intended to be used after the
removal of the crystalline lens (cataract procedure) to
remove any remaining lens cortical material from the
capsular bag.
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Cannula Angle
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“S”- Stainless Steel
“P"- Plastic

Intended Use:

The MED-LOGICS CataPulse® Lens Removal Handpiece
Disposable Cortical Removal Cannula is a component of
the CataPulse® System and intended to be used after the
removal of the crystalline lens (cataract procedure) to
remove any remaining lens cortical material from the
capsular bag.
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NOTICE:

Any serious incident that has occurred in relation to the CataPulse® System
should be reported to MED-LOGICS and the competent authority of the
Member State in which the user and/or patient is established.

Product Warranty and Limitations of Liability

MED-LOGICS warrants that CataPulse® Lens Removal Handpiece Disposable
Cannulas will conform to MED-LOGICS' then current version of the product
specifications for such disposable items in all material respects and shall
be free from defects in material and/or workmanship for a period equal

to the disposables expiration date. MED-LOGICS exclusive all other
warranties, whether expressed, implied or by operation of law, including
but not limited to any implied warranties of merchantability or fitness.
MED-LOGICS shall not be liable for any incidental, consequential or
exemplary loss, damage or expenses, directly or indirectly resulting from
the use of the CataPulse® Lens Removal Handpiece Set or accessories

even if MED-LOGICS has been advised of the possibility of such loss,
damage, or expense.

NOTICE:

Any serious incident that has occurred in relation to the CataPulse® System
should be reported to MED-LOGICS and the competent authority of the
Member State in which the user and/or patient is established.

Product Warranty and Limitations of Liability

MED-LOGICS warrants that CataPulse® Lens Removal Handpiece Disposable
Cannulas will conform to MED-LOGICS' then current version of the product
specifications for such disposable items in all material respects and shall
be free from defects in material and/or workmanship for a period equal

to the disposables expiration date. MED-LOGICS exclusive all other
warranties, whether expressed, implied or by operation of law, including
but not limited to any implied warranties of merchantability or fitness.
MED-LOGICS shall not be liable for any incidental, consequential or
exemplary loss, damage or expenses, directly or indirectly resulting from
the use of the CataPulse® Lens Removal Handpiece Set or accessories

even if MED-LOGICS has been advised of the possibility of such loss,
damage, or expense.

Instruction For Use

1. Open the Cortical Removal Cannula and transfer to the surgical technician. The
sterile clear terminal tray can be used to protect the handpieces cannula until
the technician is ready to assemble it on the Lens Removal Handpiece. The
operator will first remove the crystalline lens and when ready exchange the Lens
Removal Cannula for the Cortical Removal Cannula to remove any remaining lens
cortical material from the capsular bag.

2. Extract the cannula from the sterile clear terminal tray and attach it snugly to
the Lens Removal Handpiece luer tip (See diagram below).
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3.The fully assembled Lens Removal Handpiece and Cortical Removal Cannula
should look like the image below.

4. Proceed according to the CataPulse® Operator’s Manual.
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After Use

1. Take off the cannula from the handpiece and carefully place any and all sharp

items into the medical waste sharps bin.

WARNING: The CataPulse® Handpiece Set and accessories are sterile disposable
medical devices and labeled as “Single-Use”. The components have
been designed for one time use only. Do not try and clean, re-sterilize,
or reuse any components of the CataPulse® System that have been
labeled as “Single-Use”.

Storage Conditions
« The CataPulse® cannulas have no special storage conditions, but should be
stored under normal warehouse conditions, which includes protection from

moisture, extreme cold (less than 5°C), and excessive heat (greater than 40°C).
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