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Advisory Notice

MacroLux Medical Technology Co., Ltd. 
301, Building 3, NamTai Inno Park In Guang Ming Avenue, Guangming, 518107 Shenzhen, PEOPLE'S 
REPUBLIC OF CHINA
Issue Date: 2025/12/10

1. Purpose and Scope
This advisory notice is to inform customers of potential related to CoralView and BubbleView, and 
to provide necessary actions to ensure device safety and regulatory compliance.
This advisory notice applies to devices already distributed in United States (U.S.).

2. Device Description
The CoralView Single-use Digital Flexible Ureteroscope is intended to be used to visualize organs, cavities and 
canals in the urinary tract (urethra, bladder, ureter, calyces and renal papillae) via transurethral access routes. It can 
also be used in conjunction with endoscopic accessories to perform various diagnostic and therapeutic procedures in 
the urinary tract.
The BubbleView Single-Use Digital Flexible Cystoscope is a sterile, single-use, flexible endoscope intended to be 
used for endoscopic access to and examination of the lower urinary tract. The BubbleView is intended to provide 
visualization via ViewHub video processor and can be used with endoscopic accessories

3. Scope of Affected Devices
See Appendix 1 for details.

4. Problem Statement
We state that the above affected devices may have missing or incorrect labels and IFU, with details of the specific 
non-conformities provided in Appendix 2. We also state that devices shipped after November 28th will not be 
subject to the above issues.

5. Risk Assessment

Failure Modes
Hazardous situation and Harm Risk 

estimation
Risk 
evaluation

Missing importer label on 
various levels of 
packaging

The importer label is a compliance requirement that 
does not apply to the United States; therefore, this 
failure mode will not result in any hazardous 
situations or cause harm.

Severity:
S1(Negligible)
Probability: 
P1(Remote)

ACC

Missing or incorrect 
product labels on the 
secondary packaging or 
shipping packaging (outer 
carton)

Insufficient instructional information, improper 
storage of the device, device damage, user use of 
damaged devices, and patient harm

Severity:
S1(Negligible)
Probability: 
P1(Remote)

ACC

Missing product labels on 
primary packaging (Sterile 
Packaging)

Lack of clear device identification, unintended use 
of the device, and patient harm

Severity:
S1(Negligible)
Probability: 
P3(Occasional)

ACC

Missing CI label on 
various levels of 
packaging

The purpose of the CI label is to identify the 
sterilization status of the device and support on-site 
management prior to device shipment. Based on 
relevant data, we confirm that all affected devices 
are in a sterilized state; therefore, this will not result 
in any hazardous situations or cause harm.

Severity:
S1(Negligible)
Probability: 
P1(Remote)

ACC

Missing all IFUs in the 
secondary packaging

Lack of necessary usage instructions and warning 
information for the device, misuse of the device, and 
patient harm

Severity:
S1(Negligible)
Probability: 
P3(Occasional)

ACC

Missing one IFU or 
Duplicate IFU present in 
the secondary packaging

Missing one IFU or inclusion of an extra copy of the 
correct IFU will not result in any hazardous 
situations or cause harm.

Severity:
S1(Negligible)
Probability: 

ACC
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P1(Remote)
Note: The risk assessment is conducted in accordance with KF-1101-02-010 Version 2.0 Risk Management Plan 
and KF-1104-02-002 Version 3.0 Risk Management Plan.

6. Recommended Corrective Actions
We recommend that users check for the non-conformances stated in this notice when retrieving devices from the 
packaging of the above affected devices. Based on the risk assessment, the risks associated with these non-
conformances are acceptable for some units; however, considering various factors, we recommend that users adopt 
the following response measures for non-conforming devices:

Failure Modes Response measures for non-conforming devices
Missing importer label on various 
levels of packaging

Retain and Use.

Missing or incorrect product labels 
on the secondary packaging or 
shipping packaging (outer carton)

Retain and Use.

Missing product labels on primary 
packaging (Sterile Packaging)

Dispose of the device in accordance with local policies

Missing CI label on various levels of 
packaging

The CI label is absent only from the shipping packaging (outer carton): 
Retain and Use. 
The CI label is absent from the primary packaging: Dispose of the device
in accordance with local policies

Missing all IFUs in the secondary 
packaging

Dispose of the devices in the entire shipping packaging (outer carton) in 
accordance with local policies

Duplicate IFU present in the 
secondary packaging

Retain and Use.

7. Our Support Information
You may seek assistance by contacting your distributor or MacroLux sales representative, or provide feedback via
the following email.
Email: yelinbin@microlite.cn

8. Regulatory Compliance Statement
This advisory notice complies with ISO 13485:2016 and the medical device regulatory requirements of the 
applicable jurisdictions, fulfilling the manufacturer’s responsibility for ongoing risk control of marketed devices. 

Issued by:
Signature: 

Name: Linbin Ye Position: Management Representative     

City: Shenzhen Date: 2025-12-10
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Appendix 1 Scope of Affected Devices

Trade Name
FDA 
Device 
Class

FDA 
Product 
Code

FDA Premarket 
Submission 
Number

Catalog Number Model 
number

Batch 
number

BubbleView 2 FAJ K240283 802-000027-00 C50-CR 125080062
BubbleView 2 FAJ K240283 802-000026-00 C50-C A25080016
BubbleView 2 FAJ K240283 802-000027-00 C50-CR 125080062
BubbleView 2 FAJ K240283 802-000026-00 C50-C A25080020
BubbleView 2 FAJ K240283 802-000026-00 C50-C A25090002
BubbleView 2 FAJ K240283 802-000026-00 C50-C 125080139
BubbleView 2 FAJ K240283 802-000027-00 C50-CR 125090164
BubbleView 2 FAJ K240283 802-000027-00 C50-CR 125090015
BubbleView 2 FAJ K240283 802-000027-00 C50-CR 125080062
BubbleView 2 FAJ K240283 802-000026-00 C50-C A25080016
BubbleView 2 FAJ K240283 802-000026-00 C50-C A25080020
BubbleView 2 FAJ K240283 802-000027-00 C50-CR 125090015
BubbleView 2 FAJ K240283 802-000027-00 C50-CR 125090164
CoralView 2 FGB K231774 802-000032-00 U10-BR 125085083
CoralView 2 FGB K231774 802-000035-00 U20-BR 125085068
CoralView 2 FGB K231774 802-000031-00 U10-B 125085082
CoralView 2 FGB K231774 802-000034-00 U20-B 125085067
CoralView 2 FGB K231774 802-000031-00 U10-B 125085082
CoralView 2 FGB K231774 802-000032-00 U10-BR 125085083
CoralView 2 FGB K231774 802-000034-00 U20-B 125085067
CoralView 2 FGB K231774 802-000035-00 U20-BR 125085068
CoralView 2 FGB K231774 802-000034-00 U20-B 125095126
CoralView 2 FGB K231774 802-000034-00 U20-B 125085067
CoralView 2 FGB K231774 802-000034-00 U20-B 125095051
CoralView 2 FGB K231774 802-000035-00 U20-BR 125085068
CoralView 2 FGB K231774 802-000035-00 U20-BR 125095001
CoralView 2 FGB K231774 802-000035-00 U20-BR 125095150
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Appendix 2

Missing importer label on Shipping packaging (outer carton)

Missing importer label on primary packaging (Sterile Packaging)

Missing IFU or duplicate IFU present in the secondary packaging

Missing the CI label on primary packaging (Sterile Packaging)
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Missing Product label and importer label on secondary packaging

Carton level box was incorrectly labeled with the shipper level
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