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URGENT: FIELD SAFETY NOTICE
EYEVISCTM
—Voluntary Product Recall (Removal) —
Date: [ 17/03/2026]

Dear Sir Mladam,

Eecords indicate that you may have ordered or received product subject to this voluntary recall Product
affected by this recall can be 1dentified by the product name and batch number as mentioned bel ow:

Product Name: Eyevisc 2% 2mI PFS, Batch Mumher: 2511272

Please distribute this information to all staff within your facility who store, handle, or use EY EVISCT™™
viscoelastic preparations.

Purpose of this Letter
EBiotech 1sinitiating a voluntary medical device recall {removal) of specific units of snscoelastic preparation from
identified lots of the below products:

+ Ewevisc™ yizcoelastic preparation, Batch Mumber: 2511272

Reason for the Voluntary Eemoval:

Biotech identified an 1ssue associated with specific packaging blisters that resulted in post-dispatch blister
damage in a very small percentage in Evevisc™ The occourrence of this defect 15 rare, with an estimated rate
of 0.1% of distributed product means 99 9% of product 12 not impacted.

A1 available units of product Lotz mentioned abowe in this letter to be returned.

Howevwer, the units that does not have a crack in the Blister Packaging is safe to use, in accordance with the
approved Instructions for Use (IFTT). As not every box will contain a defective unit, if present, the defect wall

ke visible and consistently located in the same area shown 1n Figure 1.

When present, the defect appears as a crack in the hlister sidewall, located at the plunger side, as
illustrated in Figure 1 and good hlister product illustrated in Figure 2.
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Figure 1: Damaged Blister Product

Risl: to Health:

Figure 2: Good Blister Product

Biotech has not received any reports of serious adverse events related to this 1zsue. Iti1s likely that the defect
would be detected prior to use. Additionally, venfication procedures conducted by our representatives may
further identify and remove affected units from further use.

Howevwer, the reported 135ue 15 easily detectable with the unaided eve. Furthermore, the stenlity of the pnimary
solution and the product remains intact even if the blister 15 damaged Therefore, the likelithood of patient-
related serious health consequences is considered wery low to negligible.

Biotech has identified the root cause of the packaging issue that led to thiz recall and has implemented
appropriate cotrective and preventive actions to address the matter, same 13 mentioned in attached corrective
action letter (Attachment I

Manufocturing Unit 1:

Flat Mo, EEE-ELB-557,
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1. Inventory Eeview: Determine whether vou have inventory from the above listed lots

If ves,

o  Cmarantine & Eeturn all inventory from impacted lots.

e Biotechrepresentative will wisit vour facility and collect the units from yourinventory with record.

o  Ensure any affected product forwarded to other facilities 12 al so returned.

2. Please inform all relevant personnel of this 1zsue.

At Biotech, patient safety and product quality are our highest priorities. We recognize that this recall may
canse inconvenience and sincerel ¥ appreciate your cooperati on,

For Bio-Tech Vision Care Pvt. Ltd,
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ATTACHMENT -I: CORRECTIVE ACTIONLETTER

Complaint Details:

TrackWise PR No. PRE#22614

Product Eyevisc 2% 2mL PFS

Complaint Code BIOISBEd

Dosage { Device Form - | Pre-Filled Syringe

Country Germany

Market Europe

Brief description of _ _ _

Complaint . | Blister Damage Ohserved in Product BEyevisc 2% 2mL PFS
Background:

« Complaint has been received for hlister damage by customer "BICOTECH IBERIA" for product

mentioned underneath:

Sr. No. Product Name Batch No. Country Mfg. Date | Exp. Date

+ Eyevisc 2% 2mL PFS 2511272 Germary 2025811 202810

+ The complaint batches of the product BEyevisc 2% 2mL PFS was manufactured and packed as per

the validated process.

+ Biotech Germany, has sold 6000 units of hatch 2511272 to the custamer "Maordmed Medical

Frodukte GmbH".

s The invoice copy and packing list from both the manufacturing site and the warehouse have been

thoroughly resiewed for investigation purposes.

Manufacturing Unit 1:

Pipt Mo, EEE-EHE6-557,
Qp. Sulzham Tex-0-Pack,
Fhatraj-vadsar Rood
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Ahmedabod- 352213 Kalal, Dist, Ganghinegaor,
Gujarat, India Gujarat, india
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Investigation:

Detailed Investigation as below:

Detailed Assessment of Product Blistering Process:

. . Visual Inspection :
Prima ny Packing sterilization - at Secondary

(Blister) [— i I Packaging

Packing Level

Control Sample Review:

The 33 control samples from the same complaint batches have been thoroughly inspected, and
ho signs of blister damage were detected.

Furthermare, the control samples fram the preceding and succeeding batch were also reviewed,
and no abnormalities were found during the inspection.

Batch Record Review:

A comprehensive review of the batch manufacturing and packing recard for both the impacted
products e, BEyevisc 2% Yml PFS were conducted. The ewvaluation confirmed that no
discrepancies or deviations were identified throughout the entirety of the batch docurmentation.
All stages of the manufacturing and packaging process were executed in full compliance with the
procedures and instructions specified in the approved batch packing record .

In-process controls were diligently carried out by both the Production and 1PQA teams at the
designated checkpointz and time intervals as defined within the batch recaord.

The results of these checks consistently met the predetermined acceptance criteria, with no out-

of-zpecification or abnammal findings reported.
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Guiarat, india Gujarat, India Gujarat, india Gujarat, ngic
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== Blistering:

=  Lahelling and blistering activity process were executed in full compliance with the procedures and
instructions specified in the approved batch packing recaord .

»  Perzaons invalve in blistering activity is gualified and trained to performn activity and during
hlistering activity no discrepancy ohserved in blister formation throughout activity

* |n-process controls were diligently carried out by both the Production and [PQA teams at the
designated checkpoints and time intervals as defined within the batch record during blistering
activity.

= Mo breakdown or incident observed during hblistering activity and no rejection observed during
visual inspection activity related to reported complaint.

=+ Sterilization:

= Sterilization process carried out as per instructions mentioned in Batch Fecord. Sterilization print
out record has been reviewed and no discrepancy observed.

= Mo amhbiguities and blister damage has been observed after sterilization when units were visually
inspected .

<+ Final Packing:

» 100 % visual inspection has heen carried out during final carton packing activity performed as per
process.

=  [wring In-process, checks no discrepancy observed related to reported complaint, during in-
process check blisters were thoroughly verified and found satisfactory.

= Hence, there is no probahility that any in-house damage blisters are packed and shipped to
customer.

<+  QOut Bond for Delivery (OBD) Verification:

= JBD werfication activity carried out as per process mentioned in respective SOP during activity
no discrepancy ohserved.

=  Physical verfication of shipment ready for dispatch was done by IPGA personnel as per dispatch
checklist duly signed by dispatch manager / designee and found as satisfactory.

»  Cuantity of product and COBD has heen verified by Q& throughout OBD verification process, no
anomaly ohserved related to guantity of product.

BIOTECH VISION CARE PVT. LTD.
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= When the Batches were dispatched from site there iz no damage blisters has been found and
shipment was dispatched in appropriate condition.

= Transport Yalidation:

» The transport validation of product has been carried out along wath product walidation during
product £ blister introduction.

= As per the transport validation performed, it was identified that the transport wvalidation is
perfarmed with all required standard requirement and it meets predefined specification limits.

= Review of deviation/ QDS reported during manufacturing and testing of the complaint
hatch

»  PNo deviation f labaratory investigation (OOS/CQOT) has been reparted relevant to the reparted
product complaint batch.

#+ Historical Review:

«  [uring historical review of past six months, complaints for same products waith similar nature of
incident has not been reported. But the complaint with similar nature of incident have been

reparted for other product as below:

1. PRA20633
Description: Elister Damage Observed in Product Bio Hyalur HY 1mL PFS and Eio Hyalur
TmL PFS
Batch No.: 25304063 and 2304068

» The investigation conducted including all potential factors and process steps and found to be in
compliance with established procedures and standards. Personnel are gualified and trained,
materialz are from approved vendors, eguipment is maintained and calibrated, all processes
followed approved methods, in-process controls and testing results were wathin specifications.

= Therefore, no issues were identified in any of these areas, ruling out all potential causes at
manufacturing site for received market complaint.
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Risk Assessment: Eazed on the inspection of the retention sample, no blister damage observed

in subjected batch. All batches manufactured and packed at the site were released for market sale

following a review of satisfactory finished product analysis results, in-process checks, and

inspections. Therefore, there is no impact on other hatches/products distributed for market sale.

The investigation confirmes that the complaint does not affect the products manufactured and packed

at the =ite. The product in guestion was made following the approved instructions, so the

manufacturing process at the site is not responsible forthe complaint. As aresult, no additional nsk

mitigation or detection controls are necessary at the site. Therefore, there is no impact on other

batches ar products distibuted for market sale.

v . biotechhealth
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Saverity Occurrence Detectability Risk
Category
The  reported complaint was | Based an the| The reported complaint]  Minor
identified prior to the use of the| historical review ofthe | was detected prior to
product.  Additionally, all relevant | past six months, no| use of the product, and
instructions  and precautions  are | incident of a similar| detailed information is
provided on the product packaging. | nature has  been| also provided in the
The product is manufactured with a| reported for the same | IFU included with the
double-barrier sterile systern, | product by other| product packaging .
ensuring maintenance of sterility until | customers or in ather| Trained personnel and
the paoint of use. As the product was | countries/region s. approved procedures
not administered to a patient, there is | Therefore, the| are available at the
no impact on the SISP0 attributes of | probahility af | manufacturing site to
the product, nor does it pose any risk | occurrence is rated as | promptly  identify  any
to patient safety. Based on the above | “Lew™. nonconformance,
assessment, the severity of the issue which lowers the risk.
is considered minimal; therefare, the Therefore, the
severity rating is classified as “Low” . probahbility of detection
is rated as “High”.
BIOTECH VISION CARE PVT. LTD.
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= To addressed this cause of complaint, below detailed studies were planned for following actions:

o Detailed evaluations were conducted to assess hlister performance under different conditions,
including temperature exposure. Stahility studies and performance tests were performed to
evaluate the robustness of the blister under defined storage and handling conditions.

o In-House Studies and Design Assessment Multiple in-house studies were carried out to
understand potential nsk factors. These included evaluation of temperature-induced volume
expansion, the impact of sterilization on blister thickness, and possible design improvements in
coordination with the approved blister supplier. Additional studies assessed the effect of PP film
roll thickness and polymer characteristics an hlister quality.

a  From the above although assignable root causze is not identified since all factars were with in
required criteria the scope for improvements in machine and process optimization was identified
and implemented as described below,

o Machine and Process Optimization: Sewveral machine-level assessments and process
optimization activities were implemented to improve blister formation consistency. Support was
obtained fram the Criginal Equipment Manufacturer (OEM). The OEM team visited the site and
evaluated the blistering machine. Based on their recommendations, additional assessments and
process optimizations were suggested. An in-house study was conducted to evaluate hlister
stability at various temperatures. Based on the study outcomes, optimized process parameters
wiere finalized and implemented for commercial production.

o In parallel with the above optimization activities as per CAPA PRES104 and to meet market
reguirements, ready-to-use blisters (Qutsourced) from an approved external wvendor were
introduced. These blisters were qualified for use, and in-house studies were conducted to assess
their robhustness and stability. Hased on satisfactory results, the outsourced blisters were
implemented for commercial use. Elister performance and product condition continue to be
monitared during in-process stages, and critical quality parameters are routinely evaluated .

o For further improvements, a CAPA PR#16280 for the new mould has been initiated and
implemented. Qualification and evaluation studies are currently in progress. These activities are
planned far completion by March 2026, with commercial production using the news hlister

configuration planned from April 2026
BIOTECH VISION CARE PVT. LTD.
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