Quanta System Customer Complaint

MOD 8.2.2-01
Rev02

Section to be filled by Quanta System

Complaint Number Received by

RMA Nr. (if any) Received on

COMPLAINANT DATA

Complainant (Distributor/Agent) name and address *
Cencomex S.A. / Galvarino #7640, Quilicura, Santiago, Chile.

Complainant case identification (i.e. internal report number):
5

Reported by (Distributor/Agent contact person)

Jorge Fernandez

Phone/email (Distributor/Agent)
+56976720543

‘ HOSPITAL / CLINIC DATA

Name and address of the hospital/clinic

Hospital Clinico Regional de Concepcion Dr. Guillermo Grant Benavente, Concepcion. Chile.

Name of the initial reporter at the hospital/clinic

Benjamin Bacian

Phone of the hospital/clinic initial reporter

Event date (if available)
22-04-2024

Date notified to the complainant (Distributor/Agent) *
02-05-2024

* = Mandatory Data
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MOD 8.2.2-01

Customer Complaint REV02

Quanta System

‘ PRODUCT AND PROBLEM DATA
Product Model

Product Family

Laser CYBER TM
Serial Number / Lot * Q.ty * Part Number
CYT 1626-0721

uDlI

Software/hardware version Error Code(s)

\Reported Issue (select one) *

EIMinor anomalies not impacting on DAesthetic defects / missing components

functionalities

EITemporary Error

EIWear damages EIProduct completely impossible to use EIFunctionaI | Performance impacting issues

\Product Effect (select one) *

EIProduct usable but with reduced

EIComponent / Subsystem impossible to use
performance or usability

anymore

EIProduct Impossible to use anymore

DProduct usable after component replacement DProduct usable after technical intervention / DProduct normally usable, no performance or

Problem Description *

service

usability impact

While performing preventive maintenance, it was not possible to remove the cap of chiller 2, because the thread of the cap did not rotate.

To remove it, it was necessary to break the plug.

Now it is not possible to install any plug since it does not fit.

Timing of the Problem (select one) *
EIAS received from Quanta
EIDuring demo without patient

EIPatient there-just before treatment

EI During First Quality Control Incoming
Inspection

EI During first installation
EI During treatment on patient

EI Unknown / no timing reported

During maintenance

EIPatient there- after treatment

Patient Involvement (select one) *

No involvement or consequences

EILimited/triviaI damages that would heal
within short timing

EITriviaI impairment or damage to a body
structure or function

DLife threatening Injury-lliness

EIOther - Please Specify below

* = Mandatory Data

EIDelay in AESTHETIC / DERMATOLOGIC
treatment (without consequences)

EIReversibIe cosmetic damage

EIMedicaI or surgical intervention needed to
preclude permanent impairment of a body
function or damage to a body structure

EIDeath

EIDeIay in SURGICAL treatment (without
clinical consequences)

EINew or prolonged hospitalization of the
patient

EIPermanent irreversible impairment of a body
function or permanent damage to a body
structure

[CJunknown / no patient involvement reported

Page 2 of 2



	Complainant case identification ie internal report number: 5
	Reported by DistributorAgent contact person: Jorge Fernández
	Name and address of the hospitalclinic: Hospital Clínico Regional de Concepción Dr. Guillermo Grant Benavente, Concepción. Chile.
	Name of the initial reporter at the hospitalclinic: Benjamín Bacian
	Phone of the hospitalclinic initial reporter: 
	Event date if available: 22-04-2024
	Date notified to the complainant DistributorAgent: 02-05-2024
	Product Family: Laser
	Product Model: CYBER TM
	Serial Number  Lot: CYT 1626-0721 
	Qty: 
	Part Number: 
	UDI: 
	Softwarehardware version: 
	Error Codes: 
	Mail DistributorAgent: 
	Phone DistributorAgent: +56976720543
	Reported Issue: Product completely impossible to use
	Problem Description: While performing preventive maintenance, it was not possible to remove the cap of chiller 2, because the thread of the cap did not rotate. 

To remove it, it was necessary to break the plug. 



Now it is not possible to install any plug since it does not fit. 
	Clinical Consequences: 
	Product Effect: Product Impossible to use anymore
	Timing of the Problem: During maintenance
	Patient Involvement: No involvement or consequences
	Complainant DistributorAgent name and address: Cencomex S.A. / Galvarino #7640, Quilicura, Santiago, Chile.
	Complaint Nr: 
	RMA nr: 
	Received by: 
	Received on: 


