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February 2, 2026

Re: Bausch + Lomb’s Preloaded Capsular Tension Rings (ACPi-11 and AC001102-PL)

Dear Valued Customer,

Bausch + Lomb strives to provide quality products and equipment to meet our customers’ needs
and help restore sight to millions of people around the world. An integral part of our mission is
helping people see better to live better and we thank you for your support in using our products
in your practice.

| am writing to inform you that we will have a product shortage for ACPi-11 until further notice.
However, we were able to secure exceptional importation with Health Canada for the AJL
Preloaded Capsular Tension Rings (AC001102-PL) to continue to support you.

What does this mean for you?

As of today, you can continue to order your Preloaded Capsular Tension Rings via Bausch + Lomb.
Instead of placing your order with the product code ACPi-11, please do so with product code
AC001102-PL. Should your PO come to us with the wrong product code, we’ll simply ask you to
revise your PO before shipping the units. Pricing will be matched for this new product; nothing
changes with your current contracts.

As we begin to receive product from AJL, orders will remain on manual allocation to prevent the
possibility of backorders. We will start to ship orders (and any backorders) as of February 9,
2026. Additional units will come to us monthly from Europe.

Attached files in this document are the Spec Sheet, the complete IFU, and a summarized IFU one-
pager (taken from the complete IFU) for the AC001102-PL.

Bausch + Lomb is keen to work with you to ensure that your services are unaffected and that you
benefit from a smooth and risk-free transition. You may also reach out to the surgical sales
representative at your leisure.

We remain committed to working with you to meet your surgical and treatment needs for the
future. We would like to take this opportunity to thank you for partnering with Bausch + Lomb
in recent years and look forward to working with you in the future.

Yours sincerely,

// —
|

Stéphane Arcand
Business Unit Director, Surgical
Bausch + Lomb Canada

LASER




CAPSULAR TENSION RING
1- IDENTIFICATION OF THE PRODUCT TO WHICH THE INSTRUCTIONS
APPLY

Trade name Reference Description UDI-DI Basic
Capsular Tension AC-PL Round section ring 8435194301052
Ring preloaded

2 - PRODUCT DESCRIPTION

The Capsular Tension Ring is a medical device that is implanted
into the capsular bag to facilitate intraocular lens (IOL)
implantation in patients with a weak or partially absent zonular
body.

The Capsular Tension Ring is a one-piece, non-optical, round
implant made entirely of white polymethylmethacrylate (PMMA).
The composition of the material is as follows:

Compound Concentration (% w/v)
Methyl methacrylate 99.69 - 99.71

Benzoyl peroxide 0.04 - 0.06

Tinuvin 326 025

The Capsular Tension Ring is a ring with an open area at a specific
angle and two positioning holes.

3 - PRODUCT’S INTENDED PURPOSE

3.1. Intended use/specifications

The Capsular Tension Ring is designed to be inserted into the
capsular bag at any time during cataract surgery to distend the
capsular bag equatorially. The ring distributes traction forces
on the capsule, expands the capsule, supports areas of zonular
weakness, tightens the posterior capsule, redistributes tension in
the capsular contracture syndrome and enters slightly off-centre
capsular bags.

3.2. Indications

The Capsular Tension Ring is indicated for the stabilization of the
capsular bag during and after cataract surgery in patients where
it is present, among others:





- Primary or secondary zonular weakness
- Partial zonulolysis

- latrogenic Zonulopathy

- Eye trauma

- Pseudoexfoliation syndrome

- Risk of capsular retraction

3.3. Target patients

Capsular Tension Ring is indicated for adult patients undergoing
cataract surgery where stabilisation of the capsular bag
is required. There is no evidence on the safety of capsular
tension rings during pregnancy and lactation in humans. Use
during pregnancy and lactation is at the discretion of the
ophthalmologist.

3.4. Intended users

The Capsular Tension Ring is designed for use only by ophthalmic
surgeons who obtain the product directly from AJL or through
an authorized distributor.

3.5. Lifetime

The lifetime of the Capsular Tension Ring is considered 15 years,
as it is an implantable product intended for long-term use after
implantation in the patient.

4 - CHOOSING THE RING

The diameter of the ring to be implanted must be chosen
preoperatively, taking into account the White-white distance
value of the eye. Equally, when implanting and intraocular lens,
the geometry of the haptics must be taken into consideration
when choosing the ring.

PRODUCT Capsular Tension Ring
GEOMETRY SECTION Round section
MODEL AC-PL.

DIAMETER [mm]

2, 10,0 no 120 12,0 13.0 14.0

a, 9,0 10,0 10,0 10,5 1.0 120

*PL= Preloaded; @0O= Open diameter; @C= Closed diameter

5 - WARNINGS / CONTRAINDICATIONS
The surgeon must carry out a careful pre-operative evaluation
and a clinical assessment to determine the risk-benefit ratio of





implantation in the following (non-exhaustive) list of pre-existing
conditions:

- Zonular damage larger than 4 clock hours

- Microphthalmia

- Damage, tearing or perforation of the capsular bag

6 - SIDE EFFECTS AND RESIDUAL RISKS

As with any surgical procedure, cataract surgery with intraocular
ring implantation, be it in conjunction with an intraocular, lens or
not, implies risks that the surgeon must evaluate as indicated in
the relevant clinical literature. Postoperative complications may
include, but are not limited to, the following:

- Dislocation of the capsular tension ring
- Dislocation of the intraocular lens

- Rupture of the Capsular Bag

- Glaucoma

- latrogenic zonular damage

The ring, injector or any part of it should not be re-sterilized,
re-used and/or reprocessed as this may result in a number of
known risks:

- Loss of product integrity and functionality.
- Potential changes in material and product design properties.
- Potential risk of infection or harm to the patient.

7 - PRECAUTIONS

1) Before surgery, the surgeon should consider the following:

a. Do not store in direct sunlight or at temperatures 45°C.

b. Do not use the injector if the level of pupillary dilation of the eye before surgery
does not allow verification of the position of the capsular tension ring within the
capsular bag after surgery.

2) Do not use the product in case of:

a. The expiration date has expired.

b. Lack of labelling and/or instructions for use.

¢. Unintentional opening of the package before the intended date of use. The
sterility of the contents can only be guaranteed if the protective packaging of the
product has not been opened or damaged.

d. If the injector has been dropped or if any part of the injector has been
accidentally knocked or damaged while out of its protective packaging.

3) During surgery, the surgeon should consider the following

a. Do not touch the injector tip to avoid damage.

b. If the injector requires excessive force to eject the ring, discard the product.

¢. Do not implant in the sulcus or anterior chamber, as the intended implantation
site is the capsular bag.





8 - INSTRUCTIONS FOR USE / PRODUCT HANDLING

Check that the expiry date of the product has not expired. Once
you have opened the box, check that the label on the container
matches the model and diameter that you need and that it is
not damaged.

1. In aseptic conditions, open the blister slowly and continuously
and carefully remove the injector from the blister (Figure 1).

2. Turn the wheel forward until the ring is fully inserted into the
injector (Figure 2)

3. Unlock the injector by sliding the tab towards the centre until
you hear a “click” (Figure 3).

4. Insert the tip of the injector into the capsular bag (Figure 4).
5. Turn the wheel backwards to release the ring in a smooth and
controlled manner along the capsular equator (Figure 5).

6. The ring will free itself from the hook when it is fully released
from the injector.

7. Turn the wheel forward until the hook is retracted and remove
the injector from the eye.

5. Rotate the injector to
adiust the output of the
AC/ACS rings

9 - PRODUCT DISPOSAL

It must be disposed of in accordance with local regulatory
requirements. Discarded rings (whether used or unused) are
classified as waste.





10 - CLINICAL BENEFITS

Implantation of the Capsular Tension Ring may be beneficial in
the following (non-exhaustive) list of situations:

- Stabilize and centre the capsular bag

- To promote centration and stabilization of intraocular lenses

11- INSTRUCTIONS FOR COMPLETING THE IMPLANT CARD

Capsular Tension Ring is accompanied by an implant card that
must be completed by the healthcare professional and delivered
to the patient as a permanent record of their implant; so that
they can present it to any ophthalmologist, they may consult in
the future. It must include information on the patient, the doctor
and the health centre where the surgical procedure was carried
out, as well as data on the implant itself by means of the label
provided for that purpose.

Below are instructions on how to complete the implant card:

1) Attach the label provided in the secondary packaging. This
label is identified by the phrase “Stick on the implant card” at
the top.

2) Select the eye in which the Capsular Tension Ring has been
implanted.

3) Fill in the patient’s name or ID.

4) Write down the date of implantation.

5) Indicate the address of the healthcare professional or
healthcare institution where the patient information can be
found.
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Figure 6. Back of implant card Figure 7. Front of implant card

The healthcare professional must inform the patient of the
importance of carrying the implant card with them and the
possibility of accessing the patient information sheet from
the website mentioned on the implant card (www.patientinfo.
ajlsa.com), as well as their right to request such information in
physical format if they do not have internet access. In the latter
case, the doctor must provide the patient with a physical copy





of the patient information sheet, which they can access via the
above-mentioned link. If this is not possible, they must contact
the manufacturer to obtain a physical copy.

12 - NOTIFICATION

Any adverse events or complaints should be reported to AJL's
Quality Control Department by email to ajlsa@ajlsa.com. In the
event of a serious incident, the competent national authority
should be notified.

13 - CLINICAL SAFETY AND PERFORMANCE

The Summary of Safety and Clinical Performance (SSCP) of
products registered under Regulation (EU) 2017/745 will be
published in the European Medical Device Database (EUDAMED)
once it is operational.

The address for accessing the product’s SSCP is https://ec.europa.
eu/tools/eudamed,/#/screen/home and it can be accessed with
the basic UDI-DI code corresponding to the product, which is
84351943010S2.

14 - LIMITATION OF WARRANTY AND LIABILITY

Placement of the Capsular Tension Ring is a surgical procedure
and is associated with some risks. AJL Ophthalmic S.A. has
provided the necessary information regarding these risks and
on the methods and techniques to be used. The doctor must
provide the patient with all relevant information. In particular,
AJL Ophthalmic S.A. is exempt from any liability related to any
harm and injury to the patient associated with:

- The implantation method or procedure used by the doctor
should they fail to follow the recommendations provided by AJL
Ophthalmic S.A.

- Incorrect prescription, selection or use of the Capsular Tension
Ring for a particular patient.

For exchanges or returns, please contact the manufacturer or
local distributor. In the event that the product is damaged or
non-sterile, it must be returned in its original packaging bearing
the serial number, reference, and reason for the return, to AJL
Ophthalmic S.A. or to the local distributor.






INSTRUCTIONS FOR USE / PRODUCT HANDLING (AC001102-PL)

Check that the expiry date of the product has not expired. Once you have opened the box, check
that the label on the container matches the model and diameter that you need and that it is not
damaged.

1. In aseptic conditions, open the blister slowly and continuously and carefully remove
the injector from the blister.
%

2.
3. Unlock the injector by sliding the tab towards the centre until you hear a "click".
4. Insert the tip of the injector into the capsular bag.
“a_»
( - —
5. Turn the wheel backwards to release the ring in a smooth and controlled manner
along the capsular equator.
@ | ® |
I
6. The ring will free itself from the hook when it is fully released from the injector.
7. Turn the wheel forward until the hook is retracted and remove the injector from the

eye.
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PRELOADED o)
CAPSULAR
TENSIONRING

SKU ACOO0N02-PL
OPEN DIAMETER* ' mm
CLOSED DIAMETER 10 mm

These devices are designed to be inserted into the capsular bag at any time during
cataract surgery, in an aim to distend the capsular bag equatorially and subsequently
stabilize the capsular bag during and after the surgical procedure in patients who present
with, among others:

* Primary or secondary zonular weakness

* Partial zonulolysis

INDICATIONS * Eyetrauma

*+ Pseudoexfoliation syndrome

+ Risk of capsular retraction

The implantation of tension rings may be beneficial in the following
(non-exhaustive) list of situations:

+ To optimize IOL centration and stabilization

* To centre the capsule in cases of high myopia

MATERIAL Medical grade Polymethyl Methacrylate (PMMA)

STERILIZATION

METHOD Ethylene Oxide (ETO)

PACKAGE Single and sterile. Supplied pre-loaded in a single-use injection system that releases the

CTR in a counter-clockwise direction

* The diameter of the ring to be implanted must be chosen preoperatively, taking into account the white-to-white distance value of the eye.
Equally, when implanting an intraocular lens, the geometry of the haptics must be taken into consideration when choosing the ring.

- © 2026 Bausch + Lomb Incorporated. All rights reserved.
®/™ are trademarks of Bausch & Lomb Incorporated or its affiliates. B A u s C H + L o M B
All other brand/product names are trademarks of the respective owners.
For healthcare professionals only, please refer to the instructions for use.
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