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HAZARD NOTIFICATION ACTION

« If atany time, the user notices the agent in the vaporizer looks cloudy or
yellowish and there is a swest-smelling pungent odor, the user should
immediately stop use of the affected vaporizer.

« To prevent exposure, the user should be able to successfully perform a
System Check-Out (SCO) procedure which may detect the failure prior to
usage. If the gas analyzer test fails, a dialog box will appear to promptly inform
the user.

Health professionals and patients are encouraged to report adverse events or side
effects related to the use of these products to the FDA's MedWatch Safety
Information and Adverse Event Reporting Program:

« Complete and submit the report online.

» Download form or call 1-800-332-1088 to request a reporting form, then
complete and return to the address on form, or submit by fax to 1-800-FDA-
0178.

COMPARE WITH HOSPITAL INVENTORY LIST
“71 MATCH

T P

Action Taken:

Acknowledged by’

Report by

(Clinical Engineering Manager)

(Hospital liaison)
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TYPE : Ventiator

CERTIFICATE __
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CERTIFICATE OF VERIFICATION AND CALIBRATION

This is to certify
Thatitem: Intensive Care Ventilato: ,. ... =~ = §
Model: - wm=n ... Seril No. 75

Has been assembled , verified and calibeated as well as tested
prior o despatch in accond <ficati

-
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1. Tube Potential
1.1 Accuracy (70 KV, 28 mA ) 33% £10%
1.2 Reproducibility 03% <29%CV
2. Filtration : Half-Value Layer (HVL) at 80 kV . 5.0 mmAL 223 mmAl
3. Radiation Output
3.1 Reproducibility 26% <5%CV
3.2 Typical Exposure Rates : Manual - 544 mGy/min
o o o a W a 3.3 Typical Exposure Rates : Automatic 32 mGy/min 88 mGy/min
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Chassis/Housing
Mount

'AC Plug

Line Cord

Strain Relies
Fittings/Connectors
Controls/Switches
Indicators/Displays
Self-Test

Times/Date Settings
Network/Wireless Interfaces
Alarms

Audible Signals

Open Ooor/Mistoaded Infusion Set
FreeTlow Prevention Mechanism
Labeling

Occlusion

Battery > 30 Minute

AR

AV RS R ARV ANAN

Measured Value.

Flow Accuracy (Macro Drop 20 Orop/mm)

Flow Accuracy (Micro Drop 60 Drop/mm)
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o U
Certificate of Calibration
Certificate No.
Page +
Customer i Department A Ys
Address
1D Code T Asset 1D
Equipment + ELECTROCARDIOGRAPHS, Manufacturer : SCHILLER
MULTICHANNEL
Maodel 1 AT2PLUS Serial No.
Calibrated Date 1 17/112021 Calibrated By
Eaviron mperature ;25 C [ —— BIOMEDICAL GUIDE
cedure Used : Emergency Care Rescarch Institute (ECRI) Inspection and Preventive Maintenance (1PM) EI H
e ectrocardiographs
T —
D CODE Equipment Cert. No. Due Date
[FE-THI-15-07 Pigital Thermo - Hygrometer bssor 10172022 Pr d N ber 410-20210319
TE-STA-16-07 Pafety Analyzer PIMDS43 1 /052022
TE-ECG-10-01 FCG Simulator kiMD626 pansno22 Adapt Procedure for
[16-231]
“Test Equipment Used in thix Calibration are traceable to cither the National Standards maintained at the National No [18-329]
Institute of Metrology (Thailand) or other recognized Intemational Standard Laboratories.
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