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Safe Label System®
Drug Labeling Solution

EN - English

Documentation Notice

This document is part of the EU MDR requirements. The Codonics Safe Label System® Product is a
Class | medical devices intended for use by Healthcare Professionals. Product packaging and labeling,
including Graphic User Interface (GUI) for operation are offered in English and meet MDR, Annex I,
Chapter lll, 23.4, taking account the training and the knowledge of the potential user.

Web information, Key Specifications, Intended Use, User Manual Appendices, Quick Start Guide and
Setup IFU (Instructions for use) are available in basic translation for Member State Languages. Primary
IFU are available in English.

Codonics Products are Class | products intended for use by Healthcare Professionals.

Products packaging and labeling, including Graphic User Interface (GUI) for operation are
Offered in English and meet MDR, Annex |, Chapter lll, 23.4, taking account the training and the
knowledge of the potential user.

*Web information, Key Specifications, Intended Use, User manual Appendix, Quick Start Guide & Setup
IFU are available in simple translation Member State Languages; primary IFU are available in English

Overview:

Codonics Safe Label System SLS 550i Point of Care Station (PCS) is the standard of care in the world’s leading hospitals.
An award-winning FDA Class Il medical device, the system improves the safety and accuracy of medication
management and labeling compliance anywhere medications are prepared. In the OR, SLS integrates with anesthesia
medication carts to electronically identify the drug in hand. Visual and audible confirmation based on the NDC of the
vial/ampoule provides clinicians with a real-time safety check that acts as a second set of eyes, helping to eliminate the
most prevalent medication errors. On demand, SLS produces a ready-to-apply TJC-compliant label that includes a
barcode that captures the NDC from the parenteral vial for integration at administration with Epic and Cerner. When
used in conjunction with Codonics SLS-WAVE, this process electronically documents the patient record ‘hands-free’ to
improve charge capfture, biling accuracy and 340B compliance, creating standardization and

enabling BCMA in the OR.

Safe Label System:
Integrates with existing workflows, adding TJC compliance and pharmacy oversight at every location where on-demand
medications are prepared, such as the OR, ICU, PACU, patient floors and pharmacy

Provides clinicians with electronic medication safety checks while increasing productivity

Allows hospital-approved drugs, diluents, concentrations, and total dose/total volume preparations to be integrated
with worldwide recognized best practices and international standards in a formulary managed by pharmacy and
available at the fingertips of anyone

preparing medications



Captures the exact NDC of the parenteral vial and carries it to the prepared label to provide 100% accurate
documentation for charge capture and 340B accountability

Can be managed remotely including software updates and provides status feedback to specified users via the
Administration Tool and Email Notifier (optional)

When used in conjunction with SLS-WAVE, the complete solution enables ‘hands-free’ integration with Epic and Cerner
to maximize revenue, improve patient outcomes and clinician workflow by reducing manual clicks

Improve Patient Safety

Errors in preparation and selection as well as documentation inaccuracies occur for a number of reasons. Multiple
distractions, poor handwriting and look-alike /sound-alike drugs greatly contribute to the potential for medication errors.
SLS embraces the call to improve patient and medication safety by:

Reduces the most common drug errors made during the selection, preparation and administration of injectable and
intfravenous medications in the OR, including vial/ampoule swaps, mislabeling/illegible labeling, syringe swaps and
expired syringes

Meets the ISMP and APSF recommendations that every anesthetizing location should have a mechanism to identify
medications before drawing them up or administering them (barcode reader)

Automatically presents clinicians with visual and audible confirmations of each drug and concentration, incorporating
electronic safety checks to remove the element of human error

Specifications

System: Integrated touch screen computer, 2D barcode scanner, color ink jet printer, audio feedback and network
capable

(Ethernet standard, Wi-Fi opfional)

Power: Universal Input: 100-240 VAC, 50/60 Hz
Dimensions: 10.43 ** (26.5 cm) W, 15.67" (39.8 cm) D, 16.50 " (41.9 cm) H
Weight: 14.5 lbs. (6.6kg)

Regulatory: Full medical device compliance including Class 2 FDA and Class | MDR 2017/745/EU (CE), GMP/QSR, ISO
13485:

2016/NS-EN ISO 13485:2016, Electrical Safety IEC 60601-1 Ed. 3.1 and EMC/EMI: FCC Class A and [EC 60601-1-2: Ed. 4 for
Professional Healthcare Facilities

Readable Barcodes: Code 128, GS1-128, Data Matrix, UPC-A, UPC-E, EAN-13, EAN-8,
GS1 DataBar Family, Interleaved 2 of 5, ITF-14, Code 39, Code 32,
ISBT 128, QR Code

Writable Barcodes: Data Matrix, EAN-13/UPC-A

Exact NDC matching vial to syringe

Caoptures NDC of parenteral vial, providing 100% accurate decumentation
for charge capture and the exact NDC for 3408 accountability

Concentration  Drug Mame Cilusnt Meszoge/Alert
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Prints full-color labels that comply with The Joint
Commission NF5G.03.04.015 and meet the intent

of 150 26825, ASTM 4774 Standards & ASA Guidelines
*prints divent and dilution if required
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SLS User Manual
Preface

Conventions Used in This Manual

Bulleted Lists
Bullets are used to display a list of nonprocedural items. For example:
The following events trigger a synchronization of SLS data to that stored on the



SmartDrive:
Automatically every 15 minutes
Formulary updates

Numbered Steps

! T'_F =
The~ aad icon indicates the beginning of a procedure. The steps in a procedure are
numbered. For example:

Open the front cover.

Press the Ink button.
Notes
Notes contain additional information related to a topic or procedure. For example:
NOTE: The system will ensure that a test print is performed at least once a day.
Cautions and Warnings
Cautions alert you to actions or situations that could cause harm to equipment or data.

For example:
Warnings alert you to actions or situations that could result in personal injury. For
example:

Important Information and Filenames
Bold type is used for emphasis, user interface object names, and paths or filenames.

For example:
The Barcode Scanner scans drug container barcodes for identity and verification.
Use the controls to correct the date and time, then press the OK button.

Purpose and Scope

Refer to this User’s Manual for procedures on how to perform Safe Label System (SLS)
user operations, including:

Setting up the hardware and software

Performing basic functions such as logging in and out, and configuring some

System settings (for example, sound volume, brightness)

Printing and confirming syringe labels

Checking drug syringes by scanning their barcodes

Maintaining the system

Monitoring system status and troubleshooting common problems



Product Information

For technical assistance with SLS Point of Care Station, call Codonics Technical

Support at the following number:
Phone: +1 440.243.1198
Toll Free: 800.444.1198 (USA only)

Technical Support is available 24/7/365. Technical Support is also available online via

email and the Codonics web site:
Email: support@codonics.com
Web Sites: www.codonics.com

General product information can also be requested by sending email to:

Email: info@codonics.com

Please include your postal mailing address and telephone number in the email message.
Basic product information is returned via email unless otherwise requested.

Warnings and Limitations of Use
Location of Safety and Compliance Labels
Codonics is in compliance with various regulations.

The SLS PCS safety and compliance label, shown below, is located on the bottom of the device
(shown on the following page).
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SLS PCS safety and compliance label



Safetyand compliance
label location

SLS PCS safety and compliance label, on bottom of device
Voltage Warning

The exclamation point within a triangle is intended to alert the user to the presence of
important operating and maintenance (servicing) instructions in the literature
accompanying this device.

AN

REFER SERVICING TO QUALIFIED SERVICE PERSONNEL. REMOVAL OF LABELS,
COVERS, OR ENCASEMENT FASTENERS MAY VOID THE WARRANTY.

THIS APPARATUS MUST BE ELECTRICALLY GROUNDED.

TO PREVENT FIRE OR SHOCK HAZARD, DO NOT EXPOSE THIS DEVICE TO RAIN OR
MOISTURE.

EQUIPMENT IS NOT TO BE USED AS A COMPONENT OF A LIFE SUPPORT SYSTEM.
Life support devices or systems are devices or systems that support or sustain life, and

whose failure to perform can be reasonably expected to result in a significant injury or

death to a person. A critical component is any component of a life support device or

system whose failure to perform can be reasonably expected to cause the failure of the

life support device or system, or to affect its safety or effectiveness.

Laser Warning

WARNING This device emits CDRH/IEC Class 2 laser and IEC Class 1M light. Do not stare
into beam.

Serial Number, Configuration, Date Code, and Modification
Codes

The serial number label is placed onto the safety and compliance label.
The serial number label includes the following information:



The serial number (SN), which uniquely identifies the unit.

The configuration number (CN), which details the build configuration.

The modifications codes, which are to the right of the CN number and are a

series of 20 numbers. When any of these numbers are blocked out, that identifies a
modification that was made to the unit.

Sarial number

4 Y
SN
YOOO000KE s
CN | W oo
YOO XX wor oy
/ -
Canliguration Modiication

Serial num ber label

Potential for Radio Frequency Interference on Device Operation

Both portable and mobile RF communications equipment can affect medical electrical
equipment, including SLS PCS. SLS PCS is intended for use in the electromagnetic
environment specified in the guidance and manufacturer’s declaration section.

Potential for Radio and Television Interference

SLS PCS generates and uses radio frequency energy, and if not installed and used
properly, that is, in strict accordance with the manufacturer’s instructions, may cause
interference to radio and television reception. It has been type tested and found to
comply with Class A emission limits for a computing device in accordance with the
specifications in Subpart J of Part 15 of FCC Rules, which are designed to provide
reasonable protection against such interference when operating in a commercial
environment. SLS PCS is not intended for use in a residential Class A environment.
SLS PCS requires a medical power/ground. If your SLS does cause interference to radio or
television reception, you are encouraged to try to correct the interference by one or more of
the following measures:

Reorient the receiving antenna

Relocate SLS PCS with respect to the receiver

If necessary, you should consult Codonics Technical Support or an experienced



radio/television technician for additional suggestions. You may find the following booklet
prepared by the Federal Communications Commission helpful: How to Identify and Resolve
Radio-TV Interference Problems. This booklet is available from the U.S. Government Printing
Office, Washington, D.C. 20402, Stock No. 004-000-00345-4.

This product is in conformity with the protection requirements of EC Council directive

MDR 2017/745/EU(CE) on the approximation of the laws of the Member States relating to
medical devices. This product satisfies the Class A limits of IEC 60601-1-2 for Professional
Healthcare Facilities and CISPR 11. A declaration of conformity with the requirements of the
Directive has been signed by a Codonics vice president.

Guidance Regarding Electromagnetic Emissions and Immunity

Suitable environments are as follows:
SLS550i is intended for use in hospital and clinical environments including operating
rooms and the perioperative environment.
SLS550i has not been evaluated for use near HF surgical equipment. If use near HF
surgical equipment is desired, the user is responsible for verifying proper operation
of the SLS550i. If SLS550i does not perform correctly in this environment, move the
SLS550i farther from the source of the electromagnetic disturbance.
SLS550i has not been evaluated for use in emergency medical vehicles or in residential
applications.

NOTE: The radio frequency emissions characteristics of this equipment make it suitable for use
in industrial areas and hospitals (CISPR 11 class A). If it is used in a residential environment (for
which CISPR 11 class B is normally required) this equipment might not offer adequate
protection to radio-frequency communication services. The user might need to take mitigation
measures, such as relocating or re-orienting the equipment.

As a support device, SLS550i does not provide essential performance.

WARNING Use of this equipment adjacent to or stacked with other equipment should be
avoided because it could result in improper operation. If such use is necessary, this equipment
and the other equipment should be observed to verify that they are operating normally.

WARNING Use of accessories, transducers and cables other than those specified or provided by
the manufacturer of this equipment could result in increased electromagnetic emissions or
decreased electromagnetic immunity of this equipment and result in improper operation.

WARNING Portable RF communications equipment (including peripherals such as antenna cables
and external antennas) should be used no closer than 30 cm (12 inches) to any part of the
SLS550i, its cables, or accessories. Otherwise, degradation of the performance of this equipment
could result.



Electromagnetic Emissions Standards and Test Level

Test/Standard Compliance

RF Emissions Group 1. Class A
CISPR 14

RF Emissions Class A

FCC Part 15

Conducted Emissions Group 1. Class A
CISPR 14

Harmonic Distortion Class A

[EC E1000.3-2

Valtage Fluctuations and Flicker Complies

[EC E1000-3-2

Electromagnetic Immunity Standards and Test Levels

Electrestatic Discharge +-8 KV contact

[EC 61000-4-2 +-2 KV, +4 kN, +-8 KV, +-15 kY air
Radiated RF Immunity IVim

|[EC 61000-4-3 80 MHz — 2.7 GHz

80% AM at 1 kHz

Proximity fields from RF Complies
wirelags aquipment

[EC 61000-4-3



Test/Standard Compliance

Electrical Fast Transient/Burst  AC Port: + 2 KV, 100 kHz repefition frequency

EC 61000-4-4 SIP/S0P Ports: + 1 kW, 100 kHz rapetition fraquancy
Surge Line-to-Line: £ 0.5 kW, £1.0 kY

[EC 61000-4-5 Line-to-Ground: £ 0.5 KV, £ 1.0kV, 2.0 kV
Conducted Immunity AC Port and SIP/SOPs:

[EC E1000-4-6 3V, 0.15 MHz — 80 MHz

&Y, inI1SM bands between 0.15 MHz and 20 MHz
80% AM at1 kHz

Magnetic Fiald Immunity 30 Adm, 50 Hz or 60 Hz

EC 61000-4-8

Voltags Dips 0% UT, 0.5 cycle at O°, 45°, 90°, 135°, 180°, 2257, 270° and 2157
EC 61000-4-11 0% UT, 1 cycle AND T70% LT, 25730 cycles, Single phase: at 7
Voltage Interruptions 0% UT, 2507300 cycle

EC 61000-4-11

Safety Precautions

¢ Never connect the device’s external power supply to any outlet or power supply that has a
voltage or frequency different than that specified (100 — 240 VAC, 50/60 Hz). Use only the
external power supply provided with the device (Codonics part Number SLS-PS).

¢ When replacing the device, always power it down (refer to “Powering Off the System”) and
disconnect the AC power cord prior to servicing it.

e Damage to a power cord is a fire and shock hazard. When unplugging a power cord, hold it
by the plug only and remove the plug carefully.

e If a power cord or external power supply needs to be replaced, replace it only with another
Codonics power cord or Codonics external power supply. Alternatively, replace it with a
power cord or external power supply manufactured specifically for your power
configuration.

o |If the device is smoking or making unusual sounds, power off and unplug the device
immediately.

e Do not insert foreign objects of any kind into the device; doing so can constitute a safety
hazard and cause extensive damage.

¢ Do not place any liquid containers on the device. If, for some reason, liquid seeps into the
device, power off the device and unplug the power cord from the source outlet. If used
without taking corrective measures, the device may be damaged.

e Do not expose the device to flammable gases in concentrations high enough to cause fire
or explosion.

Location Precautions

e The operating ambient temperature range of SLS PCS is 15-30°C (59-86°F), with a relative
humidity of 20%—-80%.



o If SLS PCSis moved quickly from an extremely cold location to a warmer one,
condensation is likely to form. Do not use SLS PCS if condensation has formed.

e Wait until the condensation has evaporated. You can speed up the evaporation time by
moving SLS PCS to a dryer location.

e Do not place SLS PCS in a location with high humidity or high dust. Airborne dirt particles
can cause print quality problems. Avoid placing SLS PCS in locations where ventilation
ducts, open doors, or frequent passers-by might expose SLS PCS and labels to high levels
of debris.

e Do not locate SLS PCS in hot-springs areas where hydrogen sulfide and acidic ions are
likely to be generated.

e Do not locate SLS PCS where there are oily fumes and vapors.

e Do not locate SLS PCS in direct sunlight.

¢ Do not locate SLS PCS near sources of high RF energy.

e Do not locate SLS PCS where it might be subject to jarring or vibrations, such as a table or
desk in a high-traffic area. Jarring and vibrations can affect the print quality of labels.

e If using a VESA mount to mount the device on a wall, stand, or anesthesia supply cart,
refer to the VESA Mounting Interface Standard (MIS), available at www.vesa.org, for proper
location and installation information.

Cleaning Precautions

To avoid damage to the device, observe the following general precautions for cleaning
the device:

e Apply the cleaner to a clean, lint-free cloth first and then clean the device.

e Liquid applied directly to the device could possibly leak inside the device and cause
damage. Use extra caution when cleaning around the vents on the back of the
touchscreen and speaker.

¢ Allow the device to completely dry before operating it again.

e Many plastic components are used in SLS PCS construction. Coat flecking and
deformation is likely to occur if the device is wiped with chemical dusters, benzene,
thinners, insecticides, or other solvents. Rubber and PVC materials left in contact with
SLS PCS for extended periods of time will cause damage. Never use petroleum-based
solutions or abrasive cleansers.

e Never use abrasive material.

¢ Always dilute cleaning agents according to the manufacturer’s instructions, or use the
lowest possible concentration.

¢ Do not allow the cleaning agent to remain on the device surfaces. Wipe it off immediately
with a lint-free cloth moistened with water.

For cleaning instructions, refer to “Cleaning the Enclosure”.

It is recommended that you disinfect the product only when necessary as determined by your
hospital’s policy, to avoid long-term damage to the product.



The device must be cleaned first, as described in “Cleaning the Enclosure”, before using a
general disinfecting agent.

Cleaning the Enclosure

WARNING Always power off the system before cleaning. An electrical shock could occur if the
system is powered on and liquid is spilled into it.

To clean the system’s enclosure, use a clean, lint-free cloth moistened with either
warm water and mild soap, a diluted non-caustic detergent, or one of the following
approved cleaning agents:

Ammonia: Dilution of Ammonia <3%

Alcohol: Ethanol 70%, Isopropanol 70%.

e Over time, ink overspray might gather at the base of the device. The device uses a vacuum
system to gather most of this ink on a series of saturation pads.

e Eventually, these pads might need to be replaced. Contact Codonics Technical Support to
determine if pad replacement is necessary.

o If ink has gotten onto the system’s enclosure, it can be cleaned with an ammonia based
window cleaner and a lint-free cloth.

¢ If scanning barcodes is inconsistent or the device is having difficulty scanning, clean the
scanner’s glass window.

Disinfecting the Enclosure

Recommended disinfecting agents include:
1 part household bleach and 5 parts water solution
A-456-N
Virex Il 256
PDI Sani-Clothe

WARNING Codonics makes no claims regarding the efficacy of the listed chemicals or methods as
a means of controlling infection. Consult your hospital’s infection control officer or
epidemiologist.

Disinfecting Precautions

To avoid damage to the device, observe the following general precautions for disinfecting the
device:
e Do not use Povodine, Sagrotan, or Mucocit disinfecting agents or strong solvents (for
example, acetone).
¢ Do not use any disinfecting agents that corrode or damage polycarbonate.



Media Precautions

e Unwanted labels should be destroyed or disposed of to ensure that improper labels are
not used.

e Only use Codonics ink cartridges and labels to ensure proper operation of the device and
proper labeling of syringes. Using unapproved ink cartridges and labels could lead to
unacceptable results, including poor print quality and poor label adhesion to syringes.

e Damage from unapproved ink or labels will void the warranty.

o Never refill ink cartridges, as this can result in incorrect color usage.

Disposal Requirements

Disposal of this product and consumables shall be in accordance with all applicable laws and
regulations in effect at the locality at the time of disposal. For additional information, refer
Hazardous Material Information.

European Disposal Requirements

Codonics imagers and electronic accessory devices are not to be discarded or recycled;
rather they are to be returned to the manufacturer. Contact Codonics directly or by the
link provided for the latest information concerning:

Identification of the country-specific Importer/Distributor/Producer

Product return and treatment of our electronic products

Manufacturer: Codonics Inc.

17991 Englewood Drive
Middleburg Heights, OH 44130 USA
Phone: +1 440.243.1198

Fax: +1 440.243.1334

E-mail: WEEE@codonics.com
www.codonics.com

Codonics electronic products and accessories bearing the following symbol are subject to
European Directive on Waste Electrical and Electronic Equipment (WEEE) 2002/96/EC,
amended by Directive 2003/108/EC. The EN 50419 symbol indicates separate collection and
return required.

EN 50419 symbol



Indications for Use

Device Description

Drug preparation and administration in the perioperative environment are integral

aspects of anesthesiologist’s patient care responsibilities. The Codonics Safe Label System (SLS)
is a simple, integrated system utilizing a barcode scanner to read and confirm drug identity
from FDA NDC (National Drug Code) and other drug ID Barcodes from drug containers and
automatically print labels for prepared drugs and other items in use on patients during surgical
procedures. The labels are compliant with national regulations focused on improving
medication safety in the perioperative environment.

The software components provide functions for scanning container barcodes; creating,
reviewing, and approving the hospital-managed promotion of a formulary database;

displaying on-screen and audibly confirming drug type; and printing ISO, ASTM, and TIJC (The
Joint Commission) content- and color-compliant labels with 1D and/or 2D barcodes. The system
reads drug container barcodes and produces water resistant, color labels. The system can be
integrated to function with an Anesthesia Information Management System (AIMS) workflow to
provide real-time documentation of drug administration when the syringe 1D or 2D barcode is
read. The system can be accessed and managed via a network (Ethernet or Wi-Fi).

Device Characteristics

The use of drug class specific pattern and color per ASTM D4774 and ISO 28625
Specifications for User Applied Drug Labels in Anesthesiology is configurable by site and
dataset. Formularies (datasets) are uniquely named configurations that may differ in drugs,
colors, dilutions, and comments to accommodate different practices within a

single site or hospital (for example, pediatric versus cardiac).

Additional uses include producing labels for IVs and other artifacts used during a surgical
procedure.

The Codonics SLS is generally placed in, however not limited to, the perioperative
environment to identify syringes prepared for anesthesiology use during surgery.

Typical users of this system are trained professionals, including but not limited to
physicians, nurses, and technicians.

The major characteristics and functions of the family of devices include:
e Scanning the drug container barcode directly from a vial or other type of container
e Decoding the manufacturer-issued barcode into the required FDA National Drug Code
(NDC) or Unigue Drug Identifier (UDI) number
e Referring the NDC/UDI number to a site-managed formulary lookup database



e Providing audio and ISO-compliant visual “readback” of the drug name

¢ Providing an alert if the drug container is listed as “recalled/obsolete” in the site’s
formulary

e Printing an easy-to-read, water resistant ISO 26825 compliant color label meeting The
Joint Commission medication management standards and the American Society of
Anesthesiologists guidelines for labeling

e Providing the basic information by which the printed label barcode can be read to
document medication administration in an AIMS

e Printing labels with insertion and expiration date and time for IV lines

Device Indications for Use Statement: Prescription Use Device

The Codonics SLS PCS device and SLS software provides a simple computer-based barcode
scanning and printing system to automatically verify drug identity from NDC and other drug
container UDI barcodes, and to print labels for prepared drugs and other items in use on
patients during surgical procedures.

The Codonics SLS PCS is generally placed in, however not limited to, the perioperative
environment to identify syringes prepared for anesthesiology use during surgery. Additional
uses include producing labels for IVs and other artifacts used during a surgical procedure. SLS
PCS can also be used to print “non-surgical environment” color and text labels as required.
Typical users of this system are trained professionals, including but not limited to physicians,
nurses, and technicians.

CAUTION Federal law restricts this device to be sold for use by or on the order of a physician.

Hazardous Material Information

Materials of Construction

Codonics has set very stringent standards for evaluating products to ensure the marketing of
regulatory compliant products worldwide.

We do not intentionally add, nor are we aware, that the products or packaging contain the
following materials:

e Mercury, except as used in lamp applications (for example, scanning lamps, backlit LCDs).

e Cadmium, except as used as thick film inks on printed circuit boards.

e Hexavalent Chromium, except as used as thick film inks on printed circuit boards, as
chromate conversion coatings on metal surfaces, and as a photoresist on glass panels of
cathode ray tubes.

e Polybrominated diphenyl ethers and polybrominated biphenyls.

e Bioavailable arsenic (small amounts of arsenic used in glass, LEDs, and semiconductors
are not considered to be bioavailable).



e Bioavailable crystalline silica (small amounts of crystalline silica are used in Certain
paints, coatings, and filler materials).

e Polychlorinated biphenyls (PCBSs).

e Asbestos.

e Organic tin (not used in tin lead solder applications).

e Ozone-depleting substances such as chlorofluorocarbons, methyl chloroform, and carbon
tetrachloride.

Manufacturing

During manufacturing operations that produce Codonics products (including packaging), no
ozone depleting substances (such as chlorofluorocarbons, methyl chloroform, and carbon
tetrachloride) are used.

Specifications

System: Integrated capacitive touch screen computer, 2D barcode scanner, color ink jet printer, audio feedback, and
provision for a network interface

Ink Cartridges: One color cartridge (CMY)

SmartDrive: USB flash drive for storing configuration data, formulary database, log files

Readable Barcodes: GS1 DataBar Limited (RSS Limited), GS1 DataBar Stacked (RSS-14 Stacked), GS1-128,
UPC-A, Data Matrix, Code 128, Code 128 barcodes with GS1-128, Code 39, Code 32,

IFT-14, Interleaved 2 of 5, EAN-8, EAN-13

Writable Barcodes: Data Matrix

Network Interfaces: Ethernet (RJ-45), included standard

Wi-Fi (USB-2 adapter), optional, available from Codonics

Network Speeds: Ethernet, full duplex 100 Base-T only

Wi-Fi, 802.11 b/g/n (2.4 GHz) and 802.11 a/n/ac (5.0 GHz)

Network Protocols: SSH (Secure Shell) and SCP (Secure Copy)

Used to access SLS PCS from Codonics-authorized applications

Dimensions: Height: 16.5 in. (41.9 cm)

Width: 10.43 in. (26.5 cm)

Depth: 15.67 in. (39.8 cm)

Weight: 14.5 Ibs (6.6 kg)

Power: Universal Input: 100-240 VAC, 50/60 Hz

Environmental: Operating:

Temperature: 15-30°C (59-86°F)

Humidity: 20%-80% noncondensing

Shipping and Storage:

Altitude: Sea Level to 5790 m

Temperature (Hardware): -22.2-51°C (-8—123.8°F)

Temperature (Ink Cartridge and Label Media): 1-43°C (34-110°F)

Humidity (Hardware): 5%—-85% noncondensing

Humidity (Ink Cartridge and Label Media): 5%—-80% noncondensing

Medical Compliance FDA cleared to market per 510(k) K101439 Class Il, MDR CE (Class I),
and Regulatory: GMP/QSR ISO 13485:2016, Safety IEC 60601-1 and EMC IEC 60601-1-2 for Professional
Healthcare facilities

Classification: Class Il equipment, Product Code BSZ, Regulation Number 868.5160

CAUTION Federal law restricts this device to be sold for use by or on the order of a physician

Components



Unpacked Components

1. Safe Label System

2. Label media hubs

3. Output bin

4. SmartDrive

5. User’s Manual disc

6. Reference guide and other documentation
7. External power supply and cord

8.Ethernet cable

Front Components



cobonucs
SLS 5501

Safe Label System

1. Touch screen USB port 1
2. Audio speaker

3. System power LED

4. Output bin (installed)

5. Touch screen

6. Barcode scanner

7. Rear cover

8. Front cover

Components Inside Front Cover
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1. Ink button

2. Load button

3. Unload button

4. Ink cartridge carriage

5. Label cutter

WARNING: When the front cover is open, avoid contact with the label cutter.

Rear Components
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1. SmartDrive USB port 2

2. Ethernet port
3. USB ports
4. Power input port

5. Power switch

Touch Screen Components



1. Power LED
2. Reset button
3. USB port

Wi-Fi Adapter USB Port

|
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1. USB port for Wi-Fi adapter (bottom front right corner of the SLS
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Hardware Setup

CAUTION: Only trained users should install and configure the system.

Ethernet Cable (Optional)

1. Connect the Ethernet cable to a hub or outlet that is connected to the network.

2. Connect the other end of the Ethernet cable to the SLS.

NOTE: For information about configuring SLS Ethernet network settings, refer to the SLS User’s
Manual v1.3.0.

CAUTION: The SLS supports only one network connection at a time, either Ethernet or Wi-Fi. Do
not connect both an Ethernet cable and the Wi-Fi adapter at the same time.



Wi-Fi Adapter (Optional)

1. Insert the Wi-Fi adapter into the USB port at the bottom front right corner of the SLS.

NOTE: For information about configuring SLS Wi-Fi network settings, refer to the SLS User’s
Manual v1.3.0.

CAUTION: The SLS supports only one network connection at a time, either Ethernet or Wi-Fi. Do
not connect both an Ethernet cable and the Wi-Fi adapter at the same time.

Power, SmartDrive

1. Place the SLS on a solid level surface.

=] .




2. Turn the Power switch to off.

3. Connect the external power supply.

WARNING: The power cord connected to the SLS is the main disconnect for the system.

> B>

WARNING: Grounding reliability can be achieved only when the SLS is connected to a
receptacle marked “Hospital Only” (that is, “Hospital Grade”).

A WARNING: Do not touch a patient while also accessing SLS internal components that are
under the access covers.



4. Insert the SmartDrive.

5. Insert the output bin.

Startup
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1. Turn on the Power switch.

Are the date and time correct?

03/09/2011 12:09

]
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2. Confirm or adjust the date and time.

3. The login prompt displays.

Scan User Badge or Enter User ID to Log In

Wiy
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Make User Badge

Loading Media

NOTE: Use only Codonics-supplied media.
To order media, contact Codonics Customer Service at:

Phone: +1.440.243.1198



Fax: +1.440.243.1334
Toll Free: 800.444.1198 (USA only)
Web Site: www.codonics.com

Installing the Ink Cartridge

1. Open the front cover.

2. Press the Ink button.

3. Wait for the ink cartridge carriage to finish moving.

4. Open the ink cartridge carriage.

5. Remove the tape that covers the ink cartridge print head.



7. Close the ink cartridge carriage.

8. Press the Ink button.

9. Close the front cover.

Loading Label Media

1. Open the rear cover.

2. Insert the label media hubs.



3. Place the label media and hubs in the media guides.

4. Adjust the media guides. Label media should be secure but still able to turn freely.

5. Place the label media below the media guides and into the feeder slot.

o @
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6. Feed the label media until the SLS automatically feeds it through the media path.
You might need to hold the label media in place for a few seconds.

NOTE: If the SLS fails to feed the label media, open the front cover, press the Unload button,
remove the media from the media path, wait until the media path rollers stop spinning, and try

loading the media again.

7. Close the rear cover.

Login



Making a User Badge

Scan User Badge or Enter User ID to Log In
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1. At the Login prompt, press the Make User Badge button.

Enter User Badge Information
Full Name: | |

Employee ID: | | -—@
Initials: PIN: ConfirmPIN: [ |

Please enter Full Name.

e e

2. Enter your user information.
NOTE: The Employee ID must be unique among the SLS users.

NOTE: The PIN can be up to ten digits long. If the system is not configured to
require a PIN, then you will not be prompted to enter a PIN.

3. Press the Print button.

Logging In



Scan User Badge or Enter User ID to Log In

Make User Badge

1. At the Login prompt, scan your user badge barcode or manually enter your user
ID.



Enter PIN
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2. If the system is configured to require a PIN, enter your PIN.
NOTE: The PIN can be up to ten digits long.
3. Press the Enter button.

If a test label is printed, you are prompted to confirm that the test label printed
correctly.

Confirm: Did the label print correctly?

Test Print

Cyan Magenta Yellow
Prepared On: 03/09/2011 12:47 By: ADN

4. Inspect the test label.

5. If the test label printed correctly, press the Yes button. The system is ready for
use.

If the test label did not print correctly, press the No button. Follow the on-screen
instructions.

Touch Screen User Interface



03/09/2041 13:02

. Label type buttons

. LED status indicators

. Volume Muted icon

. System status message

. System information button
. Utilities button

. User initials

. Logout button

. Dilute switch

0. Current date and time
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Printing a Syringe Label — Basic
Use

CAUTION: The formulary used on the SLS should be one that was created by the system
administrator and approved for use.



03/09/2011 13:02

1. Press the Syringe label button.

2. To include dilution information, press the Dilute switch to turn it on.

A
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3. Scan the drug container barcode.



Fentanyl
Choose a dilution.
Concentration Diluent

10 meei/ml
>

@ 5 mcg/mL 1 D5W

Other other
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4. If the Choose a Dilution prompt displays, select a concentration and diluent.

WARNING: SLS users are responsible for calculating and selecting the correct concentration and
diluent.

5. Press the OK button.

If the system is configured to require confirmation before printing the label, a confirmation
prompt displays.

(coponics T JOQ

fentaNYL

Prepared: 12/08/2011 16:14 By: ADN|
Expires: 12/09/2011 16:14

50 mcg/mL

@ Cancel
12/08/2011 16:14

NOTE: The label confirmation prompt is displayed for safety reasons to ensure that the correct
drug information is being printed.

6. Press the Print button to confirm and print the label.
7. Retrieve the printed label from the output bin.

If the system is configured to require confirmation after printing the label, a
confirmation prompt displays.



Confirm: Did the label print correctly?
Scan printed label to confirm.

fentaNYL

Prepared: 12/08/2011 16:14 By: ADN
Expires: 12/09/2011 16:14

50 mcg/mL

(fF
Unable to Scan

NOTE: The label confirmation prompt is displayed for safety reasons to ensure that the label has
been printed correctly.

8. After reviewing the label and the screen display, perform one of the following steps:

e Scan the barcode on the printed label. If the barcode is correct, the system indicates this
and the procedure is complete.

o If you can see that the label did not print correctly, press the No button. Follow the on-
screen instructions.

e If you are not able to scan the barcode, press the Unable to Scan button. Follow the on-
screen instructions.

WARNING: To avoid mislabeling syringes, make sure that you immediately affix the correct label
to the appropriate syringe.

WARNING: Incorrect syringe labels should be destroyed or disposed of to ensure that they are not
used.

Printing a Syringe Label —
Advanced Operations

Matching Container IDs

After scanning the drug container barcode, if there are multiple matching drugs with the same
Container ID, they are displayed.



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

|

Ondansetron 2 mg/mL

Propofol 10 mg/mL

1

o If the correct drug is displayed, select it and then press the OK button.

o Ifthe correct drug is not displayed, press the Not Found button. The procedure ends.
Contact your SLS system administrator or Codonics Technical Support (+1.440.243.1198).
To cancel the operation, press the Cancel button.

Mopped Master IDs (USA Only)

After scanning the drug container barcode, if the Container ID that was scanned can be mapped to
more than one Master ID, those drugs are displayed.

Choose a drug to LEARN

Ketorolac 30 mg/mL

I

Propofol 10 mg/mL

|

e If the correct drug is displayed, select it and then press the OK button.

e Ifthe correct drug is not found, press the Not Found button. The procedure ends. Contact
your SLS system administrator or Codonics Technical Support (+1.440.243.1198).

e To cancel the operation, press the Cancel button.

Drug Verification

If the drug has not been previously verified to ensure that the drug container information is the
same as the drug information in the formulary, a verification prompt displays.

NOTE: The verification prompt only occurs once for each drug, when its container barcode is
scanned for the first time.



Is this the correct drug?
Lorazepam 2 mg/mL

o If the drug information is correct, press the Yes button. You are prompted again to confirm
that the drug information is correct.

o If the drug information is not correct, press the No button. You are prompted again to
confirm that the drug information is incorrect.
To cancel the operation, press the Cancel button.

Monn‘orlng Status

Dashboard Status Information
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SYRINGE BLANK ‘

1. Normal: The system is ready to process or is processing a job (for example,
printing).

2. Alert condition: The system can still process jobs but requires user attention
(for example, low ink).

3. Critical or fault condition: The system might not be able to process jobs. The
system requires immediate user attention (for example, out of label media).

4. Muted icon: Displays when the volume is muted.

5. Status messages.

System Information



1. Press the System Information icon.

System Information

J Status ] [ Printer ][ User ][ Network I( System -}——@

The formulary has not been verified and 12/02/2011 12:10

© released. Install a released formulary.

2. Press the tabs to view additional information.

Maintenance

Displaying the Utilities Screen
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1. Press the Utilities button.

The Utilities screen displays. The buttons are described in the table below.

o

Clean Nozzles Print My Badge Copy Logs

Adjust Label Calibrate Screen Clear Errors

Utilities

Dark Print: On Network Manage Features

SYRINGE BLANK LINES v PATIENT

08/31/2011 15:56

2. To close the Utilities screen, press the Utilities button again.
Clean Nozzles

Cleans the ink cartridge nozzles
Adjust Label

Allows you to adjust the label media path to ensure that label content is properly centered
on the label.

Dark Print: Off / On
Sets dark printing of black text to off or on.
Print My Badge
Prints a user badge for the user who is currently logged in.
Calibrate Screen
Calibrates the touch screen.
Network
Allows you to configure the network settings.
Copy Logs
Copies system logs to a USB flash drive that is inserted in the touch screen USB port 1.

Clear Errors



Clears system errors. This setting should only be used by system administrators after the
errors are carefully reviewed.

Manage Features

Allows you to add SLS features.

Adjusts the touch screen brightness.

Adjusts the audio volume.

Clearing a Label Jam

1. Remove your gloves.
2. Open the front and rear covers.
3. Identify the location of the jammed media and use the appropriate procedure below.

Clearing a Label Jam in the Front Media Guide

1. Gently remove the label media from under the front guide by pulling up the label media
near the ink carriage.

CAUTION: Avoid peeling up alabel in the media path. You might have to pull the media forward
through the cutter to avoid peeling a label. If a label is peeled up in the media path, do not press
the adhesive side of the label against the sheet metal guides.

2. Use scissors to cut the liner between two labels by the ink carriage to allow you to
remove the jammed label media.

If required, press the Load button to advance the label media.

NOTE: Scissors are recommended for cutting the liner so that the label media will have a straight
edge. The straight edge will make loading the label media easier.



3. Gently remove the jammed portion of the label media.

4. Review the strip of labels. Make sure that you can account for all of the labels and that no
labels are stuck in the front media guide. Discard the damaged label media.

5. If portions of the label media are still jammed in the media path, power off the system (refer to
“Shutdown and Power Off”). Use non-metallic tweezers and carefully remove any additional
label media from the media path.

6. Press the Unload button to reverse any portion of the label media that is still in the media
path.

7. Inspect the label media. Use scissors to cut off any damaged labels.
8. Close the front cover, load the label media, and close the rear cover.

Clearing a Label Jam in the Rear Media Guide

1. Identify the location of the jammed media under the rear media guide.

The rear media path can be exposed by using the thumb screws to remove the rear media
guide cover.

2. Use scissors to cut the liner between two labels by the ink carriage. This will reduce the
number of labels being pulled back through the media path.

3. Gently remove the cut portion of the label media from the front media guide and discard it.

4. Use scissors to cut the liner between the jammed portion of the label media and the label
media roll.

NOTE: Scissors are recommended for cutting the liner so that the label media will have a
straight edge. The straight edge will make loading the label media easier.

5. Gently remove the jammed portion of the label media.

CAUTION: Avoid peeling up a label in the media path. If a label is peeled up in the media
path, do not press the adhesive side of the label against the sheet metal guides.

6. Review the strip of labels. Make sure that you can account for all of the labels and that no
labels are stuck in the rear media guide. Discard the damaged label media.



7. If portions of the label media are still jammed in the media path, power off the system (refer
to “Shutdown and Power Off”). Use non-metallic tweezers and carefully remove any
additional label media from the media path.

8. Press the Unload button to reverse any portion of the label media that is still in the media
path.

9. Inspect the label media. Use scissors to cut off any damaged labels.

10. Close the front cover, load the label media, and close the rear cover.

Installing Update Packages

Use this procedure to manually install formulary update packages and configuration update
packages.

NOTE: Formulary and configuration update packages can also be installed remotely using the
Administration Tool. For more information, refer to the SLS Administration Tool User’s Manual
v1.3.0.

CAUTION: Installing system software should only be performed as directed by Codonics
Technical Support. Do not attempt to install system software without the assistance of Codonics
Technical Support.

1. Login.

2. Make sure that the SLS is not processing any print jobs or utilities.
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3. Insert the USB flash drive on which the update package or software is installed.
You are prompted to confirm the installation.

4. Press the Yes button to continue.
5. When the installation files have been copied, remove the USB flash drive.
When the installation is complete, the system restarts automatically.

CAUTION: The SLS customer is responsible for ensuring that the correct formulary and
configuration packages are being installed on the SLS.

CAUTION: Practice standard information technology (IT) precautions to protect data associated
with the formulary (for example, securing the content of the USB flash drive on which the
formulary update package is stored).

CAUTION: The SLS customer is responsible for the accuracy of the data in the formulary,
including drug data that has been copied from third-party drug databases.



Shutdown and Power Off

1. Make sure all print jobs have completed.

2. Press the Log Out button.

Log Out or Shut Down System

3. Press the Shut Down button.
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4. When shutdown is complete, turn off the Power switch.

Troubleshootfing



Problem: Startup fails.
e Check the external power supply and cables.
e Check the power switch on the rear panel.
e Verify that the SmartDrive is connected.
Problem: System will not power on.
e Replace the external power supply.
Problem: Login fails.
e Verify the user name.
o Verify the PIN.
o Verify that the user badge is correct and that its barcode quality is satisfactory.
Problem: The touch screen does not respond properly when touched.
¢ Run the Calibrate Screen utility.
Problem: The formulary fails to load or is invalid.
e A new formulary update package might have to be created and loaded. See your SLS
system administrator.
Problem: A drug container failed verification.
e Thedrug might have to be added to or corrected in the formulary.
e Make sure that the barcode on the drug is of good quality.
e CAUTION: This is a serios issue. Notify your SLS system administrator.
Problem: A test label or syringe label did not print correctly.
e Discard the label and try again.
o If the label print quality is bad: Run the Clean Nozzles utility, Replace the ink cartridge, and
Replace the label media.
e If the printis not aligned properly on the label, run the Adjust Label utility.
e If the wrong drug information is printed on the label, the drug might have to be corrected
in the formulary. See your SLS system administrator.
e CAUTION: This is a serious issue. Notify your SLS system administrator.
Problem: The barcode scanner is not scanning.
e Make sure the barcode is correctly positioned. The red cross-hair should line up with the
barcode and the container or syringe should be as close to the front cover as possible.
e Shutdown the system from the touch screen and then cycle power to the system.
e Make sure the quality of the barcode is good.
¢ Clean the scanner’s glass window.
e The barcode symbology might not be supported. Contact Codonics Technical Support (+1
440.243.1198)
Problem: The label media is jammed.
e Clear the label jam. Refer to “Clearing a Label Jam”.
Problem: The SLS will not connect to the network.
o Verify that the Ethernet cable or Wi-Fi adapter is connected.
o Verify that the SLS network settings are configured properly.
NOTE: For additional troubleshooting issues, refer to the Safe Label System User’s Manual.



Safe Label System®
Drug Labeling Solution

GA - Gaellge

Doiciméadu Fégra

Seo doiciméad is chuid de an AE MDR riachtanais. T& an Codonics Sabhdilte Lipéad Céras® Téirge is a
Feisti leighis Aicme | ata beartaithe le hisaid ag Gairmithe Curaim Slainte. Cuirtear pacaistil agus
lipéadu tairgi, lena n-airitear Comhéadan Uséaideora Grafach (GUI) le haghaidh oibriochta ar fail i
mBéarla agus buaileann siad le MDR, larscribhinn I, Caibidil Ill, 23.4, agus oilitint agus eolas an
Usaideora ionchasach a gcur san aireamh.

Gréasain faisnéis, Eochair Sonraiochtai, Beartaithe Uséaid, Usaideoir Lamhleabhar Aguisini, Tapa
Tosaigh Treoir agus Socru IFU (Treoracha le haghaidh Uséid) ata ar fail in buntsach aistriiichan le
haghaidh Ball Luaigh Teangacha. Bunscoile IFU ata ar fail in Béarla.

Codonics Tairgi ata Rang I. tairgi beartaithe le haghaidh Gsaid le Curam slainte Gairmithe.

Tairgi pacéistit agus lipéadu, san aireamh Grafach Uséideoir Comhéadan (GUI) le haghaidh oibrit ata
Ar fail in Béarla agus le chéile MDR, larscribhinn Mise, Caibidil 1ll, 23.4, ag glacadh cuntas an oilidint
agus an eolas de an acmhainneacht Usaideoir.

* Gréasain faisnéis, Eochair Sonrajochtai, Beartaithe Usaid, Us&ideoir lamhleabhar Aguisin, Tapa
Tosaigh Treoir & Socru IFU ata ar fail in simpli aistridchan Ball Luaigh Teangacha; bunscoile IFU ata ar
fail in Béarla

Forbhreathnu:

Codonics Sdbhdilte Lipéad Codras Is é Stdisiun Pointe CUraim SLS 550i (PCS) caighdedn an chiraim sna hospidéil is mé le
rd ar domhan. Feiste leighis FDA Aicme Il a bhuaigh duadiseanna, feabhsaionn an céras sdbhdilteacht agus cruinneas
bainistiochta cégais agus comhlionta lipéadaithe it ar bith a ullmhaitear cégais. San NO, comhthathaionn SLS le
cairteacha cégais ainéistéise chun an druga atd idir limha a aithint go leictreonach. Soldthraionn deimhnit amhairc
agus inchloiste bunaithe ar an NDC ar an vial / ampoule seicedil sdbhdilteachta fior-ama ar chliniceoiri a fheidhmionn
mar an dara sraith de shuile, ag cabhru le fdil réidh leis na hearrdidi codgais is forleithne. Ar éileamh, tdirgeann SLS lipéad
atd réidh le comhlionadh TJC a chuimsionn barrachdd a ghlacann an NDC 6n vial parenteral lena chomhthdtho ag
riarachdn le Epic agus Cerner. Nuair a Usdidtear é i gcomhar leCodonics SLS-WAVE, seo phrdiseas go leictreonach
doiciméid an othar taifead ‘Saor 6 Idmha’ chun feabhsd muirear ghabhdil, billedil cruinneas agus 340B comhlionadh, ag
cruthl caighdednu agus

ag cumasy BCMA in an NO.

Safe Label System:
Comhthdthaionn le ann cheana sreafai oibre, ag cur TJC c,omhll'onodh agus coégaisiochta maoirseacht ag gach suiomh
dit ar éileamh coégais atd ullmhaithe, den sért sin mar an NO, ICU, PACU, othar urldir agus cégaisiochta



Solathraionn cliniceoiri le leictreonach cdgais sdbhdilteacht seicedlacha cé ag méadu tdirgitlacht

Ceadaionn ceadaithe ag an ospidéal drugai, diluents, comhchruinnithe, agus lomldn ddileog / iomldn toirt ullmhdidi
chun bheith comhthdite le ar fud an domhain aitheanta is fearr cleachtais agus idirdisionta caighdedin in a form form
form bhainistithe le cdgaisiochta agus ar féil ag an méara de éinne

ag ullmhu cogais

Gabhdlacha an cruinn NDC de an parenteral vial agus iompraionn € chun an ullmhaithe lipéad chun sholdthar 100%
cruinn doiciméadu le haghaidh muirear ghabhdil agus 340B cuntasacht

An féidir bheith bhainistithe go cianda san direamh bogearrai nuashonruithe agus soldthraionn stddas aiseolas chun
sonraithe Usdideoiri via an Riarachdn Uirlis agus Riomhphost Fograi (roghnach)

Cathain Usdidtear in i gcomhar le SLS-WAVE, an iomldn réiteach cumasaionn ‘Saor ¢ ldmha' comhthdthu le Epic agus
Cerner chun uasmhéadu ioncam, feabhsU othar Torthai agus cliniceoir sreabhadh oibre le ag laghdu Idmhleabhar cad
a tharlaionn

Feabhas Othar Sabhdilteacht

Earrdidiin ullmhiuchdn agus roghnU mar bhuel mar doiciméadu michruinneas tarld le haghaidh a uimhir de cuiseanna. Il
seachrdin, bocht I[dmhscribhneoireacht agus cuma-araon / fuaim-araon drugai go mér cur chun an acmhainneacht le
haghaidh cégais earrdidi. SLS Cuimsionn an glaoigh chun feabhsU othar agus cdgais sdbhdilteacht le:

Laghduithe anis mé coitianta druga earrdidi déanta le linn an roghnu, ullmhdchdan agus riarachdn de injectable agus
infhéitheach coégais in an NO, san direamh vial / ampoule babhtdlacha, mi-lipéadu / doléite lipéady, steallaire
babhtdlacha agus in éag steallairi

Buaileann an ISMP agus APSF moltai go gach ainéistéisiu suiomh chdéir agat a meicniocht chun aithint cdgais roimh
liniocht iad suas né ag riaradh iad (barrachdd éitheoir)

Go huathoibrioch bronntanais cliniceoiri le amhairc agus inchloiste dearbhuithe de an ceann druga agus fidchan,
jonchorpry leictreonach sdbhdilteacht seicedlacha chun bain an eilimint de duine earrdid

Sonraiochtai

Coras: Comhthdite teagmhdil scdiledn riomhaire, 2D barrachdd scandir, dath ddch scaird printéir, fuaime aiseolas agus
lionra dbalta
(Ethernet caighdednach, Wifi roghnach)

Cumhacht: Uilioch lonchur: 100-240 VAC, 50/60 Hz

Toisi: 10.43 " (26.5cm) W, 15.67 " (39.8 cm) D, 16.50 " (41.9 cm) H.

Medchan: 14.5 lbs. (6.6kg)

Rialdla: lomldn leighis gléas comhlionadh san direamh Rang 2 FDA agus Rang I. MDR 2017/745 / AE (CE), GMP / QSR, ISO
13485:

2016 / NS-EN ISO 13485: 2016, Leictreach Sdbhdilteacht IEC 60601-1 Ed. 3.1 agus EMC / EMI: FCC Rang A. agus IEC 60601-
1-2: Ed. 4 le haghaidh

Gairmivil CUram sldinte Aiseanna

Inléite Barrachdid: Cod 128, GS1-128, Sonrai Maitris, UPC-A, UPC-E, EAN-13, EAN-8,

GS1 Barra Sonrai Teaghlach, Idirdhuilleogach 2 de 5, ITF-14, Céd 39, Céd 32,

ISBT 128, QR Cod

Scriofa Barrachdid: Sonrai Maitris, EAN-13 / UPC-A



Exact NDC matching vial to syringe

Captures NDC of parerteral vial, providing 100% accureate decumentation
for charge capture and the exact NDC for 3408 accountability

—— Concentration  Drug Mame Cilusnt Meszage/Alert

Prints full-color labels that comply with The Joint
Commission NF§G.03.04.01° and meet the intent
of 150 26825, ASTM 4774 Standards & ASA Guidelines

*prints divent and dilution if required

Shoran with pafient informafion
when integrated with EMB/ADC

-

S0mm x 22 mm standard size labels

Barcode for EHR/AIMS infegrafion



SLS Usaideoir Lamhleabhar
Réamhra

Coinbhinsitiin Usaidtear in Seo Lamhleabhar

Bulleted Liostai
Urchair atd Usdidtear chun taispeaint a liosta de neamhphrdisedla mireanna. Le haghaidh
sampla:
T4 an leanas imeachtai truicir a sioncrénua de SLS sonrai chun go stérailte ar an
SmartDrive:

Go huathoibrioch gach 15 néiméad

Foirmle nuashonruithe

Uimhrithe Céimeanna

Tadan~ S deilbhin léirionn an ag tosu de a nds imeachta. Td an céimeanna in a nds
imeachta atd
uimhrithe. Le haghaidh sampla:

Oscail an tosaigh cludach.

Bruigh an Duch cnaipe.

Nétai

Nétai bhfuil breise faisnéis gaolmhar chun a dbhar né nds imeachta. Le haghaidh sampla:
NOTA: T4 an cdras uacht chinntit go a scrudu clé is léirithe ag ar a laghad uair amhain a I4.
Rabhadh agus Rabhaidh

Rabhadh airdeall tu chun caingne no staideanna go fhéadfadh cuis dochar chun trealamh né
sonrai.

Le haghaidh sampla:

Rabhaidh airdeall tu chun caingne né staideanna go fhéadfadh toradh in pearsanta gortu. Le
haghaidh

sampla:

Tébhachtach Eolas agus Ainmneacha comhaid
Trom cineadl is Usdidtear le haghaidh béim, Usaideoir comhéadan réad ainmneacha, agus cosain
nd ainmneacha comhaid.

Le haghaidh sampla:



T4 an Barrachod Scandir scananna druga coimeddan barrachéd le haghaidh féinitlacht
agus fioru.
Usaid an rialuithe chun ceart an data agus am, ansin bruigh an Ceart go leor cnaipe.

Cuspoir agus Raon feidhme

Déan tagairt chun seo Usdideoir Lamhleabhar le haghaidh nésanna imeachta ar conas chun
taibhiu Safe Label System (SLS)
Usaideoir oibriochtai, san direamh:

Socru suas an crua-earrai agus bogearrai

Ag seinm bunusach feidhmeanna den sért sin mar lomanaiocht in agus amach, agus ag
cumrd roinnt

S.ystem socruithe (le haghaidh sampla, fuaim toirt, gile)

Priontdil agus ag deimhniu steallaire lipéid

Seiceail druga steallairi le scanadh a barrachéd

A chothabhail an céras

Monatdireacht cdras stddas agus fabhtcheartaithe coitianta fadhbanna

Tairge Eolas

Le haghaidh teicnidil cinamh le SLS Pointe de Cdram Staisiun, glaoigh Codonics Teicniuil

Tacaiocht ag an leanas uimhir:
Fén: +1 440.243.1198
Dola Saor: 800.444.1198 (SAM amhain)

Teicniuil Tacaiocht is ar fail 24/7/365. Teicniuil Tacaiocht is freisin ar fail ar line via

riomhphost agus an Codonics gréasain suiomh:
Riomhphost: support@codonics.com
Gréasain Laithredin: www.codonics.com

Ginearalta tairge faisnéis féidir freisin bheith iarrtar le ag seoladh riomhphost chun:
Riomhphost: info@codonics.com

Le do thoil cuir san direamh do poist postala seoladh agus teileafén uimhir in an riomhphost
teachtaireacht.

Bunusach tairge faisnéis is ar ais via riomhphost mura rud é a mhalairt iarrtar.

Rabhaidh agus Teorainneacha de Usaid

Suiomh de Sabhailteacht agus Comhlionadh Lipéid
Codonics is in comhlionadh le éagsula rialachain.

T4 an SLS PCS sabhailteacht agus comhlionadh lipéad, a thaispedntar thios, is lonnaithe ar an
bun de an gléas (taispeantar ar an leanas leathanach).
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Safetyand compliance
label location

SLS PCS safety and compliance label, on bottom of device

Voltas Rabhadh

Ta an exclamation pointe laistigh a triantan is beartaithe chun airdeall an Gsaideoir chun an
laithreacht de

tabhachtach ag feidhmil agus cothabhail (seirbhisit) treoracha in an litriocht

in éineacht le seo gléas.

/N

TAGARTHA SEIRBHIS CHUN CAILIOCHTA SEIRBHIS DAOINE. CUIMHNIGH DE
LABELS,

COVERS, NO ENCASEMENT FASTENERS BEALTAINE VOID AN BHARANTAS.
SEO FEARAS Ni MOR BE LEICTREACH FOSTAIOCHTA.

CHUN PREVENT DOITEAIN NO SHOC GUAISE, DO Ni MiNIU SEO DEVICE CHUN
RAIN NO

MOISTURE.



TREALAMH IS NI CHUN BE USAIDTE MAR A. COMPONENT DE A. LIFE TACAIOCHT
CORAS.

Saol tacaiocht gairis n6 corais até gairis no corais go tacaiocht n6 chothu saol, agus

a bhfuil a teip chun taibhid féidir bheith le réasin ag suil leis chun toradh in a suntasach gortd n6
bas chun a duine. A. criticitil comhphairt is ar bith comhphairt de a saol tacaiocht gléas né

coras a bhfuil a teip chun taibhiu féidir bheith le réasin ag suil leis chun cuis an teip de an

saol tacaiocht gléas no coras, n6 chun tionchar a sabhailteacht né éifeachtulacht.

Léasair Rabhadh

RABHADH Seo gléas astaionn CDRH / IEC Rang 2 léasair agus IEC Rang 1M éadrom. Déan ni
stare isteach bhioma.

Srathach Uimhir, Cumraiocht, Data Cod, agus Modhnu
Caid

T4 an sraitheach uimhir lipéad is curtha isteach an sabhdilteacht agus comhlionadh lipéad.
T4 an sraitheach uimhir lipéad diritear an leanas faisnéis:
T4 an sraitheach uimhir (SN), ata uathuil aithnionn an aonad.
T4 an cumraiocht uimhir (CN), ata sonrai an thégail cumraiocht.
T4 an modhnuithe céid, ata ata chun an ceart de an CN uimhir agus atd a
sraith de 20 uimhreacha. Cathain ar bith de iad seo uimhreacha ata blocailte amach, go
identifies a modhnu go bhi déanta chun an aonad.

Seral number

4 N
SN
YOO0000XE o
CN |/ W m oo
YOO XX wor e m )
/ -
Conliguration Moification

Serial num ber label

Acmbhainn le haghaidh Raidié Miniciocht Cur isteach ar Gléas Oibriocht

An da rud iniompartha agus soghluaiste RF cumarsaid trealamh féidir tionchar leighis leictreach



trealamh, san direamh SLS PCS. SLS PCS is beartaithe le haghaidh Usaid in an
leictreamaighnéadach
timpeallacht sonraithe in an treoir agus monardir dearbhu alt.

Acmbhainn le haghaidh Raidi6é agus Teilifis Cur isteach

SLS PCS gineann agus Usaidi raidié miniciocht fuinneamh, agus da ni suitedilte agus Usaidtear
i gceart, go is, in dian de réir le an monaréir treoracha, féadfaidh cuis
cur isteach chun raidié agus Teilifis failtit. E has curtha cineal thastail agus fuarthas chun
chomhlionadh le Rang A. astaiochtai teorainneacha le haghaidh a riomhaireacht gléas in de réir
le an
sonraiochtai in Fo-roinn J. de Cuid 15 de FCC Rialacha, ata ata deartha chun sholathar
réasunta cosaint i gcoinne den sért sin cur isteach Cathain ag feidhmiu in a trachtala
timpeallacht. SLS PCS is ni beartaithe le haghaidh Usaid in a conaithe Rang A. timpeallacht.
SLS PCS Eilionn a leighis cumhacht / talamh. Da do SLS dhéanann ctis cur isteach chun raidié né
Teilifis failtiu, tu atd spreagtha chun bain triail as chun ceart an cur isteach le ceann né nios moé
de an leanas bearta:

Reorient an ag fail antenna

Athlonnu SLS PCS le meas chun an glacaddir

Da riachtanach, tu choir téigh i gcomhairle Codonics Teicniuil Tacaiocht né an taithi acu
raidié / teilifis teicneoir le haghaidh breise moltai. Tu féadfaidh aimsigh an leanas leabhran
ullmhaithe le an Chénaidhme Cumarsdid Coimisiun Cabhrach: Conas chun Sainaithin agus
Réitigh Raidié-Teilifis Cur isteach Fadhbanna. Seo leabhran is ar fail 6 an U.S. Rialtas Priontail
Oifig, Washington, D.C. 20402, Stoc Nil. 004-000-00345-4.

Seo tdirge is in comhréireacht le an cosaint riachtanais de CE Comhairle treoir

MDR 2017/745 / EU (CE) maidir le comhfhogasu dhlithe na mBallstat a bhaineann le gairis
leighis. Sasaionn an tdirge seo teorainneacha Aicme A de IEC 60601-1-2 maidir le Saoraidi
Curaim Sldinte Gairmiula agus CISPR 11. Ta dearbhu comhréireachta le ceanglais na Treorach
sinithe ag aCodonics leas uachtaran.

Treoir Maidir le Leictreamaighnéadach Astaiochtai agus Dioluine

Oiriunach timpeallachtai ata mar seo a leanas:

SLS550i is beartaithe le haghaidh Gsaid in ospideal agus clinicitil timpeallachtai san
aireamh ag feidhmiu

seomrai agus an perioperative timpeallacht.

SLS550i has ni curtha luachail le haghaidh Gsaid in aice HF mainliachta trealamh. D&
Usaid in aice HF

mainliachta trealamh is inmhianaithe, an Usaideoir is freagrach le haghaidh ag fior( ceart
oibrid



de an SLS550i. Da SLS550i dhéanann ni taibhiu i gceart in seo timpeallacht, bogadh an

SLS550i nios faide ¢ an foinse de an leictreamaighnéadach suaitheadh.

SLS550i has ni curtha luachail le haghaidh Gsaid in éigeandala leighis feithicli no in
conaithe

applications.

NOTA: De bharr tréithe astaiochtai miniciochta raidi6 an trealaimh seo ta sé oiritinach le hdsaid i
gceantair thionsclaiocha agus in ospidéil (CISPR 11 aicme A). M4 Gsaidtear € i dtimpeallacht
chonaithe (a mbionn CISPR 11 aicme B de ghnath ag teastail ina leith) b’théidir nach
dtabharfadh an trealamh seo cosaint leordhdthanach do sheirbhisi cumarsaide miniciochta raidio.
B’fhéidir go mbeadh ar an Gsaideoir bearta maolaithe a dhéanamh, mar shampla an trealamh a
athlonnd nd a atreord.

Mar a tacaiocht gléas, SLS550i dhéanann ni sholathar riachtanach feidhmiocht.

RABHADH Usaid de seo trealamh in aice chun n6 cruachta le eile trealamh chéir bheith
seachain mar é fhéadfadh toradh in michui oibrit. D& den sort sin Uséid is riachtanach, seo
trealamh agus an eile trealamh chéir bheith breathnaiodh chun fhiord go siad ata ag feidhmiu de
ghnath.

RABHADH Usaid de gabhalais, trasducers agus céblaj eile na sitid sonraithe n6 curtha ar fail le an
monardir de seo trealamh fhéadfadh toradh in méaduithe leictreamaighnéadach astaiochtai né
laghdaithe leictreamaighnéadach diolline de seo trealamh agus toradh in michui oibria.

RABHADH Inaistrithe RF cumarsaid trealamh (san aireamh forimeallach den sért sin mar antenna
cablai agus seachtrach antennas) chéir bheith Usaidtear nil nios gaire nd 30 cm (12 orlach) chun
ar bith chuid de an SLS550i, a céblai, n6 gabhalais. Seachas sin, dighrddd de an feidhmiocht de
seo trealamh fhéadfadh toradh.

Leictreamaighnéadach Astaiochtai Caighdeain agus Scradu Leibhéal



RF Emissions Group 1. Class A
CISPR 11

RF Emissions Class A

FCC Part 15

Conducted Emissions Group 1. Class A
CISPR 11

Harmonic Distortion Class A

[EC &61000-3-2

Voltage Fluctuations and Flicker Complies

[EC &4000-2-2

Leictreamaighnéadach Dioltine Caighdeain agus Scrudu Leibhéil

Test/Standard Compliance

Electrostatic Discharge +-8 KV contact

IEC 61000-4-2 +-2 KV, -4 KV, -8 BV, +-15 kY air
Radiated RF Immunity 3Vim

[EC 61000-4-3 80 MHz — 2.7 GHz

280% AM at 1 kHz

Proximity fields from RF Complies
wireless aquipment

[EC 61000-4-3

Test/Standard Compliance
Electrical Fast Transient/Burst  AC Port: + 2 kV, 100 kHz repatition frequancy

EC 61000-4-4 SIP/S0P Ports: + 1 kW, 100 kHz repetition frequancy
Surge Line-to-Line: + 0.5 kW, £1.0 kV

EC 61000-4-5 Line-to-Ground: £ 0.5 KV, £ 1.0kV, £ 2.0 kY
Cenducted Immunity AC Port and SIP/S0OPs:

EC 61000-4-6 3V, 0.45 MHz — 80 MHz

&%, inISM bands between 0.15 MHz and 80 MHz
80% AM at1 kHz

Magnetic Fiald Immunity 30 Admn, 50 Hz or 60 Hz

[EC 61000-4-8

Voltage Dips 0% UT, 0.5 cycle at 07, 45°, 907, 135°, 180°, 2257, 2707 and 3157
EC 61000-4-11 0% UT, 1 cycle AND T70% LT, 25/30 cycles, Single phase: at 07
Voltage Interruptions 0% UT, 2507300 cycle

IEC 61000-4-11




Sabhailteacht Réamhchudraimi

¢ Riamh ceangal an feiste seachtrach cumhacht solathar chun ar bith asraon né cumhacht
solathar go has a voltas né miniciocht difridil nd go sonraithe (100 - 240 VAC, 50/60 Hz).
Usaid amhain an seachtrach cumhacht solathar curtha ar fail le an gléas (Codonics chuid
N.umber SLS-PS).

o Cathain athsholathair an gléas, i gcénai cumhacht é sios (féach chun “Cumhachtach Off
an Céras ”) agus dicheangail an AC cumhacht corda roimh ré chun seirbhisiu é.

e« Damaéiste chun a cumhacht corda is a tine agus turraing guaise. Cathain unplugging a
cumhacht corda, shealbh é le an breisedn amhain agus bain an breisean go caramach.

e Daacumhacht corda n6 seachtrach cumhacht solathar riachtanais chun bheith
athsholathair, ionad é amhain with eile Codonics cumhacht corda n6 Codonics seachtrach
cumhacht solathar. De rogha air sin, ionad é le a cumhacht corda n6 seachtrach cumhacht
solathar monaraithe go sonrach le haghaidh do cumhacht cumraiocht.

e Daan gléas is caitheamh tobac né ag déanamh neamhghnach fuaimeanna, cumhacht as
agus unplug an gléas laithreach.

e Déan ni cuir isteach eachtrach rudai de ar bith cinealta isteach an feiste; ag déanamh mar
sin féidir comhdhéanta a sabhailteacht guaise agus cuis fairsing damaiste.

e Déan ni it ar bith leacht coimeadain ar an gléas. D4, le haghaidh roinnt chuis, leacht
seeps isteach an gléas, cumhacht as an gléas agus unplug an cumhacht corda 6 an foinse
asraon. D& Usaidtear sin ag glacadh ceartaitheach bearta, an gléas féadfaidh bheith
daméiste.

e Déan ninochtadh an gléas chun inadhainte gais in titchan ard Go Leor chun cuis tine n6
pléascadh.

Suiomh Réamhchuraimi

e Taan ag feidhmil comhthimpeallach teocht raon de SLS PCS is 15-30°C (59-86°F), le a
gaol taise de 20% —80%.

e DA SLS PCSis ar athraiodh aionad go tapa ¢ an thar a bheith fuar suiomh chun a nios teo
ceann, cachensation is décha chun fhoirm. Déan ni Gsaid SLS PCS d4 comhdhlathi has
déanta.

e Fan go dti an comhdhlathid has galaithe. Ta féidir luas suas an gald am le ag bogadh SLS
PCS chun a triomaddir suiomh.

e Déan ni &it SLS PCS in a suiomh le ard taise n6 ard deannach. Aerbheirthe salachar
caithnini féidir cuis cl6 cailiocht fadhbanna. Seachain ag cur SLS PCS in suiomhanna ait
aerdil duchtanna, oscailte doirse, né go minic daoine ag dul thar bréaid d'fhéadfadh
nochtadh SLS PCS agus lipéid chun ard leibhéil de smionagar.

e Deéan nilonnt SLS PCS in spriongai te ceantair ait hidrigin sulfide agus aigéadach iain ata
décha chun bheith ginte.

e Déan nilonnt SLS PCS ait ann at4 olach muach agus gaile.

e Déan nilonnu SLS PCS in dhireach solas na gréine.

e Déan nilonnd SLS PCSin aice foinsi de ard RF fuinneamh.

e Déan nilonnu SLS PCS ait é d'fhéadfadh bheith abhar chun jarring n6 creathanna, den
sort sin mar atablano deasc in a ard-thracht limistéar. Jarring agus tonnchrith féidir
tionchar an clo cailiocht de lipéid.



e D& ag baint Gsaide as a VESA mount chun mount an gléas ar a balla, seasamh, n6
ainéistéise solathar cart, féach chun an VESA Gléasta Comhéadan Caighdean (MIS), ar fail
ag www.vesa.org, le haghaidh ceart suiomh agus Suiteail faisnéis.

Glanadh Réamhchuraimi

Chun seachain damadiste chun an gléas, breathnaigh an leanas gineardlta réamhchuraimi le
haghaidh glanadh
an gléas:

e A.pply an nios glaine chun a glan, saor 6 lint éadach first agus ansin glan an gléas.

e Leachtach curtha i bhfeidhm go direach chun an gléas fhéadfadh b’fhéidir sceitheadh
istigh an gléas agus cuis damaiste. Usaid breise rabhadh Cathain glanadh timpeall an
gaothairi ar an ar ais de an scailean tadhaill agus cainteoir.

e Ceadaigh an gléas chun go hiomlan tirim roimh ag feidhmiu é aris.

e Go leor plaisteach comhphairteanna ata Usaidtear in SLS PCS toégala. Céta flecking agus
difhoirmit is décha chun tarlt da an gléas is wiped le ceimiceach dusters, beinséin,
caoldiri, feithidicidi, n6 eile tuaslagéiri. Rubair agus PVC abhair ar chlé in déan teagmhail
le SLS PCS le haghaidh sinte tréimhsi de am uacht clis damaiste. Riamh Usaid peitriliam-
bhunaithe réitigh né scriobach glantairi.

e Riamh Usaid scriobach abhar.

e | gconai caol glanadh gniomhairi de réir chun an monardir treoracha, né Gsaid an is isle
féidir tichan.

e Déan ni cead a thabhairt an glanadh gniomhaire chun fanacht ar an gléas dromchlai. Wipe
€ as laithreach le a saor 6 lint éadach moistened le uisce.

Le haghaidh glanadh treoracha, féach chun "Glanadh an Imfhala ”.

E is molta go tu dighalraigh an tairge amhdin Cathain riachtanach mar cinnte le do ospidéal
beartas, chun seachain fadtéarmach damaiste chun an tairge.

T4 an gléas Ni mér bheith glanta ar dtus, mar cur sios air in "Glanadh an Imfhalu ”, roimh ag
baint Usaide as a ginearalta dighalrd gniomhaire.

Glanadh an Imfhalu

RABHADH | gconai cumhacht as an céras roimh glanadh. An leictreach turraing fhéadfadh tarla
da an céras is faoi thiomaint ar agus leacht is doirte isteach é.

Chun glan an céras imfhalu, Usaid a glan, saor 6 lint éadach moistened le ach an oiread
te uisce agus éadrom gallinach, a caolaithe neamh-loiscneach glantach, né ceann de an leanas
ceadaithe glanadh gniombhairi:

Amadinia: Caolu de Amdinia <3%

Alcdl: Eatanol 70%, Isopropanol 70%.



e Os achionn am, duch ré-spraeail d'fhéadfadh bailigh ag an bonn de an gléas. Ta an gléas
Uséidi a folus cdras chun bailigh is m6 de seo duch ar a sraith de saturation pads.

¢ Faoi dheireadh, iad seo pads d'fhéadfadh riachtanas chun bheith curthainaionad. Déan
teagmhail Codonics Teicniuil Tacaiocht chun chinneadh dé& ceap athsholéathair is
riachtanach.

e Da dich has fuair isteach an coras imfhald, é féidir bheith glanta le an amdinia bunaithe
fuinneog nios glaine agus a saor 6 lint éadach.

e Da scanadh barrachdéd is neamhfhreagrach né an gléas is ag deacracht scanadh, glan an
scandir gloine fuinneog.

Dighalrd an Imfhalu

Molta dighalrd gniomhairi diritear:
1 chuid lion ti bleach agus 5 pairteanna uisce réiteach
A-456-N
Virex Il 256
PDI Eadach Sani®

RABHADH Codonics Déanann nil éilimh maidir le an éifeachtilacht de an liostaithe ceimicedin né
modhanna mar a acmhainn de ag rialt ionfhabhta. Téigh i gcomhairle do ospidéal ionfhabhtu
smacht oifigeach né eipidéimeolai.

Dighalrd Réamhchuraimi

Chun seachain damaiste chun an gléas, breathnaigh an leanas gineardalta réamhchuraimi le
haghaidh dighalrd an gléas:
e Déan ni Gséid Povodine, Sagrotan, n6 Mucocit dighalra gniomhairi né laidir tuaslagoiri (le
haghaidh sampla, aicéatén).
e Déan ni Gséid ar bith dighalri gniomhairi go corrode né damaiste polacarbonit.

Meain Réamhchudraimi

e Gan iarraidh lipéid choéir bheith scriosta n6 didscartha de chun chinntid go michui labels
ata ni Usaidtear.

e Amhain Uséid Codonics duch cartuis agus lipéid chun chinntit ceart oibrid de an device
agus ceart lipéadu de steallairi. Ag baint Gsaide as neamhcheadaithe dluch cartuis agus
labels fhéadfadh luaidhe chun do-ghlactha torthai, san direamh bocht cl6 céiliocht agus
bocht lipéad greamaitheacht chun steallairi.

e Daméiste 6 neamhcheadaithe dlich n¢ lipéid uacht neamhni an bharantas.

e Riamh athlionadh duch cartuis, mar seo féidir toradh in micheart dath tséaid.

Diliscairt Riachtanais



Diuscairt de seo tairge agus earrai inchaite déanfaidh bheith in de réir le ar fad infheidhmithe
dlithe agus rialachdin in éifeacht ag an duiche ag an am de diuscairt. Le haghaidh breise faisnéis,
féach Guaiseach Abhar Eolas.

Eorpach Dilscairt Riachtanais

Codonics samhlaithe agus leictreonach culphairti gairis atd ni chun bheith a scriosadh né
athchursailte;
in dit siad atd chun bheith ar ais chun an monardir. Déan teagmhail Codonics go direach né le
an
nasc curtha ar fdil le haghaidh an is déanai faisnéis maidir le:

Aitheantas de an tir-shonrach Allmhaireoir / Daileachain / Léiritheoir

Tairge filleadh agus coiredil de ar leictreonach tairgi

Monarair: Codonics Inc.

17991 Englewood Tiomaint
Middleburg Airde, OH 44130 SAM
Fon: +1 440.243.1198

Facs: +1 440.243.1334

R-phost: WEEE@codonics.com
www.codonics.com

Codonics leictreonach tairgi agus gabhdlais ar a bhfuil an leanas siombail ata dbhar chun
Eorpach Treoir ar Dramhail Leictreach agus Leictreonach Trealamh (WEEE) 2002/96 / CE,
leasaithe le Treoir 2003/108 / CE. Ta an EN 50419 siombail Iéirionn ar leithligh bailiichan agus
filleadh riachtanach.

EN 50419 symbol

Tasca le haghaidh Uséaid
Gléas Cur sios

Drugai ullmhichdn agus riarachan in an perioperative timpeallacht atd [drnach

gnéithe de anesthesiologist’s othar ciram freagrachtai. Td an Codonics Sabhdilte Lipéad Céras

Is céras simpli, comhthaite é (SLS) a Usdideann scanéir barrachdd chun aitheantas drugai 6 FDA
NDC (Céd Naisiunta Drugai) agus Barrachdd Aitheantais Drugai eile a Iéamh agus a dhearbhu 6



choimeadain drugai agus lipéid a phriontail go huathoibrioch le haghaidh drugai ullmhaithe
agus earrai eile ata in Usaid ar othair le linn nédsanna imeachta mainliachta. Comhlionann na
lipéid na rialachain ndisitinta ata dirithe ar shabhailteacht cdgais a fheabhsu sa timpeallacht
perioperative.

T4 an bogearrai comhphdirteanna sholdthar feidhmeanna le haghaidh scanadh coimeddan
barrachdd; ag cruthd,

ag athbhreithniu, agus ag ceadu an bainistithe san ospidéal ardu céime de a form form form
bunachar sonrai;

cinedl drugai a thaispeaint ar an scdilean agus a dhearbhu go hinchloiste; agus lipéid abhar-
chomhliontacha dbhar agus dathanna ISO, ASTM, agus TJC (An Comh-Choimisiun) a phriontail le
barrachdd 1D agus / n6 2D. Léann an cdras barrachdd coimeadan drugai agus tairgeann sé
lipéid dathanna ata frithsheasmhach in uisce. Is féidir an céras a chomhthathu chun feidhmiu le
sreabhadh oibre an Chérais Bainistiochta Faisnéise Ainéistéise (AIMS) chun doiciméaduchan
fior-ama ar riarachan drugai a sholdthar nuair a léitear an barrachod steallaire 1D né 2D. Is
féidir an coras a rochtain agus a bhainistiu tri lionra (Ethernet né Wi-Fi).

Gléas Saintréithe

T4 an Usaid de druga rang sonrach patrdn agus dath in aghaidh an ASTM D4774 agus ISO 28625
Sonraiochtai le haghaidh Usdideoir Feidhmeach Drugai Lipéid in Ainéistéiseolaiocht is
inchumraithe le suiomh agus tacar sonrai. Foirmli (tacar sonrai) atd uathuil ainmnithe
cumraiochtai go féadfaidh difriuil in drugai, dathanna, caolu, agus trachtanna chun freastal
difriuil cleachtais laistigh a

singil suiomh né ospidéal (le haghaidh sampla, péidiatraice in aghaidh cairdiach).

Breise Usaidi cuir san direamh ag tairgeadh lipéid le haghaidh IVanna agus eile déantdin
usdidtear le linn a mainliachta nés imeachta.

T4 an Codonics SLS is go ginearalta curtha in, ach ni teoranta chun, an perioperative
timpeallacht chun aithint steallairi ullmhaithe le haghaidh ainéistéiseolaiocht usdid le linn
mainliacht.

Tipiciula usaideoiri de seo céras ata oilte gairmithe, san direamh ach ni teoranta chun
lianna, altrai, agus teicneoiri.

T4 an moéra tréithe agus feidhmeanna de an teaghlach de gairis airitear:

e Scanadh an druga coimeadéan barrachéd go direach 6 a vial n6 eile cineal de coimeadan

e Dich6du an eisithe ag an monardéir barrachod isteach an riachtanach FDA Naisitnta Drugai
Cdéd (NDC) n6 Uathuil Drugai Aitheant6ir (UDI) uimhir

e Ag tagairt an NDC / UDI uimhir chun a bainistithe ar an laithrean form form form Féach
suas bunachar sonrai

e Ag solathar fuaime agus Comhliontach le ISO amhairc “Athléamh” de an druga ainm

e Ag solathar an airdeall da an druga coimeadan is liostaithe mar “Meabhraithe / imithe i
lIéig” in an laithrean form form form



¢ Priontail an éasca le Iéamh, uisce resistant ISO 26825 comhliontach dath lipéad cruinnit
Té& an Comhphairteach Coimisitn cégais bainistiocht caighdeain agus an A.merican
Cumann de Ainéistéiseolaithe treoirlinte le haghaidh lipéadu

e Ag solathar an bunusach faisnéis le ata an cléite lipéad barrachod féidir bheith Iéigh to
doiciméad cdgais riarachan in an AIDHMEANNA

e Priontail lipéid le a chur isteach agus dul in éag data agus am le haghaidh IV linte

Gléas Tasca le haghaidh Uséaid Raiteas: Oideas Usaid Gléas

T4 an Codonics SLS PCS gléas agus SLS bogearrai solathraionn a simpli riomhaire-bhunaithe
barrachdd scanadh agus priontail céras chun go huathoibrioch fhiord druga féinidlacht 6 NDC
agus eile druga coimeaddn UDI barrachdd, agus chun clé6 lipéid le haghaidh ullmhaithe drugai
agus eile mireanna in Usaid ar othair le linn mainliachta nésanna imeachta.

T4 an Codonics SLS PCS is go ginearalta curtha in, ach ni teoranta chun, an perioperative
timpeallacht chun aithint steallairi ullmhaithe le haghaidh ainéistéiseolaiocht usdid le linn
mainliacht. Breise Usdidi cuir san aireamh ag tairgeadh lipéid le haghaidh IVanna agus eile
déantain Usaidtear le linn a mdinliachta nés imeachta. SLS PCS féidir freisin bheith Usdidtear
chun clé “Neamh-mhainliachta timpeallacht ” dath agus téacs lipéid mar riachtanach. Tipiciula
Usdideoiri de seo cdéras atd oilte gairmithe, san aireamh ach ni teoranta chun lianna, altrai, agus
teicneoiri.

ATHRU Chonaidhme DIi srianta seo gléas chun bheith diolta le haghaidh Gsaid le n6 ar an ordd de a lia.

Guaiseach Abhar Eolas
Abhair de Togail

Codonics has leagtha an- déine caighdeain le haghaidh luachail tairgi chun chinntid an
margaiocht de rialdla comhliontach tairgi ar fud an domhain.

Tdimid dhéanamh ni d’aon ghno cuir, na ata muid feasach, go an tairgi nd pacaistit bhfuil an
leanas abhair:

e Mearcair, seachas mar Gsaidtear in lampa iarratais (le haghaidh sampla, scanadh lampali,
backlit LCDanna).

e Caidmiam, seachas mar Gsaidtear mar tiubh scannan duaigh ar cloite ciorcad boird.

e Hexavalent Créimiam, seachas mar Usaidtear mar tiubh scannan duigh ar cléite ciorcad
boird, mar cromait tiontd bratuithe ar miotal dromchlai, agus mar a photoresist ar gloine
painéil de catéide gha feadain.

e Polaimrominated défheinil éitir agus polybrominated défheinili.

¢ Bith-infhaighte arsanaic (bheag méideanna de arsanaic Usdidtear in gloine, Soilse, agus
leathsheoltéiri ata ni mheas chun bheith bith-infhaighteacht).

¢ Bith-infhaighte criostalach shilice (beag méideanna de criostalach shilice at Uséidtear in
C.ertain péinteanna, bratuithe, agus filler &bhair).



¢ Polacloirinithe défheinili (PCBanna).

e Aispeist.

e Organach stain (ni Uséidtear in stain luaidhe sadrdir iarratais).

e idit 6z06in substainti den sort sin mar clérafluaracarbéin, meitile cléraform, and carbdin
teitreacloirid.

Déantusaiocht

Le linn déantusaiocht oibriochtai go toradh Codonics tairgi (san aireamh pacaistia), nil 6zén
idithe substainti (den sdrt sin mar clérafluaracarbodin, meitile cléraform, agus carbdin
teitreacldirid) ata Usaidtear.

Sonraiochtai

Céras: Comhthaite capacitive teagmhail scéilean riomhaire, 2D barrachdd scanoir, dath dich scaird printéir, fuaime
aiseolas, agus forail le haghaidh a lionra comhéadan

Duch Cartuis: Ceann amhain dath Cartas (CMY)

SmartDrive: USB splanc tiomaint le haghaidh ag storail cumraiocht sonrai, form form form bunachar sonrai, logail
isteach comhaid

Inléite Barrachdid: GS1 Barra Sonrai Teoranta (RSS Teoranta), GS1 Barra Sonrai Cruachta (RSS-14 Cruachta),
GS1-128,

UPC-A, Sonrai Maitris, Céd 128, C6d 128 barrachod le GS1-128, Céd 39, Céd 32,

IFT-14, Idirdhuilleogach 2 de 5, EAN-8, EAN-13

Scriofa Barrachoid: Sonrai Maitris

Lionra Comhéadain: Ethernet (RJ-45), san direamh caighdeanach

Wifi (USB-2 cuibheoir), roghnach, ar fail 6 Codonics

Lionra Luasanna: Ethernet, lan déphléacsach 100 Bonn-T amhain

Wifi, 802.11 b/ g/n (2.4 GHz) agus 802.11 a/n/ ac (5.0 GHz)

Lionra Protacail: SSH (Slan Shell) agus SCP (Slan Céip)

Usaidtear chun rochtain SLS PCS 6 Codonics-Udaraithe iarratais

Toisi: Airde: 16.5in. (41.9 cm)

Leithead: 10.43 in. (26.5 cm)

Doimhneacht: 15.67 in. (39.8 cm)

Meéachan: 14.5 Ibs (6.6 KG)

Cumhacht: Uilioch lonchur: 100-240 VAC, 50/60 Hz

Comhshaol: Oibritchéin:

Teocht: 15-30 ° C. (59-86 ° F)

Bogthaise: 20% —80% neamh-chomhdhldtha

A sheoladh agus Storail:

Airde: Farraige Leibhéal chun 5790 m

Teocht (Crua-earrai): -22.2-51 ° C. (-8-123.8 ° F)

Teocht (Duch Cartus agus Lipéad Meain): 1-43 ° C. (34-110 ° F)

Bogthaise (Crua-earrai): 5% —85% neamh-chomhdhlutha

Bogthaise (Duch Cartus agus Lipéad Meain): 5% —80% neamh-chomhdhlathd

Leighis Comhlionadh FDA glanta chun mhargadh in aghaidh an 510 (k) K101439 Rang Il, MDR CE (Aicme 1),
agus Rialdla: GMP / QSR ISO 13485: 2016, Sabhailteacht IEC 60601-1 agus EMC IEC 60601-1-2 le haghaidh
Gairmilil

Curam slainte aiseanna

Aicmiu: Rang Il trealamh, Tairge C6d BSZ, Rialachan Uimhir 868.5160

ATHRU Chénaidhme DIi srianta seo gléas chun bheith diolta le haghaidh Gséid le né ar an ordu de a lia

Comhphairteanna



Diphacdil Comhphdirteanna

1. Safe Label System

2. Lipéad medain moil

3. Aschur bosca bruscair

4. SmartDrive

5. Uséaideoir Lamhleabhar diosca

6. Tagairt treoir agus eile doiciméadu

7. Seachtrach cumhacht solathar agus corda

8.Ethernet cabla

Tosaigh Comhphdirteanna
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Safe Label System

1. Dteagmhaéil scailean USB port 1
2. Fuaim cainteoir

3. Coras cumhacht Faoi stiair

4. Aschur bosca bruscair (suitedilte)
5. Dteagmbhail scailean

6. Barrachod scangir

7. Cuil cladach

8. Tosaigh cludach

Comhphdirteanna Taobh istigh Tosaigh Cludach
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1. Duch cnaipe

2. Luchtaigh achtonna
3. Diluchtaigh cnaipe
4. Dach Cartus iompar

5. Lipéad cutter

RABHADH: Cathain an tosaigh clidach is oscailte, seachain déan teagmhail le an
lipéad gearrthair.

Cuil Comhphdairteanna



1. SmartDrive USB port2

2. Ethernet port
3. USB calafoirt
4. Cumhacht ionchur port

5. Cumhacht lasc

Dteagmhdail Scdilean Comhphdairteanna



1. Cumhacht LED.
2. Athshocraigh cnaipe
3. USB port

Wifi Cuibheoir USB Port

|
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1. USB port le haghaidh Wifi cuibheoir (bun tosaigh ceart ciinne de an SLS



)

Crua-earrai Socru

ATHRU: Amhain oilte isaideoiri choir shuiteail agus cumraigh an céras.

Ethernet Cabla (Roghnach)

1. Ceangal an Ethernet cdbla chun a mol n6 asraon go is ceangailte chun an lionra.

2. Ceangal an eile deireadh de an Ethernet cabla chun an SLS.

NOTA: Le haghaidh faisnéis faoi ag cumrd SLS Ethernet lionra socruithe, féach chun an SLS
Usaideoir Lamhleabhar v1.3.0.

ATHRU: Ta an SLS tacaiochtai amhain ceann lionra nasc ag a am, ach an oiread Ethernet n6 Wifi.
Déan ni ceangal araon an Ethernet cabla agus an Wifi cuibheoir ag an céanna am.



Wifi Cuibheoir (Roghnach)

1. lonsaigh an Wifi cuibheoir isteach an USB port ag an bun tosaigh ceart cliinne de an
SLS.

NOTA: Le haghaidh faisnéis faoi ag cumrt SLS Wifi lionra socruithe, féach chun an SLS Uséideoir
Lamhleabhar v1.3.0.

ATHRU: Ta an SLS tacaiochtai amhain ceann lionra nasc ag a am, ach an oiread Ethernet n6 Wifi.
Déan ni ceangal araon an Ethernet cabla agus an Wifi cuibheoir ag an céanna am.

Cumhacht, SmartDrive

1. Ait an SLS ar a soladach leibhéal dromchla.

2 -om .4




2. Cas an Cumhacht lasc chun as.

3. Ceangal an seachtrach cumhacht solathar.

A RABHADH: T4 an cumhacht corda ceangailte chun an SLS is an priomh dicheangail le
haghaidh an céras.

& RABHADH: Talamh iontaofacht féidir bheith bainte amach amhain Cathain an SLS is
ceangailte chun a gabhdéan marcailte "Ospidéal Amhain ” (sin is, "Ospidéal Grad ”).

& RABHADH: Déan ni teagmhail a othar cé freisin rochtain SLS inmheanach
comhphairteanna go ata faoi an rochtain cladaigh.



4. lonsaigh an SmartDrive.

5. lonsaigh an aschur bosca bruscair.

Tosaithe
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1. Cas ar an Cumhacht lasc.

Are the date and time correct?

03/09/2011 12:09

]
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2. Deimhnigh né choigeartd an data agus am.

3. Ta an Logail isteach pras taispeantais.

Scan User Badge or Enter User ID to Log In

Wiy
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Make User Badge

Ag luchtu Meadin

NOTA: Usaid amhain Codonics-solathar meain.
Chun ordd meain, déan teagmhail Codonics Custaiméir Seirbhis ag:

Phone:+1.440.243.1198



Facs:+1.440.243.1334
Dola Saor:800.444.1198 (SAM amhéin)
Gréasain Suiomh:www.codonics.com

Suitedil an Duch Cartus

1. Oscail an tosaigh cladach.

2. Bruigh an Duch cnaipe.

3. Fan le haghaidh an dach Cartas iompar chun criochnaigh ag bogadh.

4. Oscail an duch Cartus iompar.

5. Bain an téip go clidaigh an dach Cartis clé ceann.



7. DUn an dich Cartds iompar.

8. Bruigh an Duch cnaipe.

9. DUn an tosaigh cludach.

Ag luchtu Lipéad Meadin

1.0scail an chul cladach.

2.lonsaigh an lipéad meain moil.



3. Ait an lipéad meain agus moil in an meain treoracha.

4. Coigeartaigh an meain treoracha. Lipéad medain choir bheith slan ach fés abalta
chun cas faoi shaoirse.

5. Ait an lipéad meain thios an meain treoracha agus isteach an friothalacha sliotan.

o @

6. Feed an lipéad medin go dti an SLS go huathoibrioch fothai € trid an medin coséan.
Ta d'fhéadfadh riachtanas chun shealbh( an lipéad meain in ait le haghaidh a cupla
soicind.

NOTA: D& an SLS theipeann chun beatha an lipéad meain, oscailte an tosaigh clidach, braigh an
Diluchtaigh cnaipe, bain an meéain 6 an meain cosan, fan go dti an meéin cosan rolléiri stad ag
sniomh, agus bain triail as luchtd an meain aris.

7. DUn an chdl cludach.

Logadil isteach



Déanamh a Usdideoir Suaitheantas

Scan User Badge or Enter User ID to Log In

(12254
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1. Ag an Logail isteach pras, braigh an Déan Usaideoir Suaitheantas cnaipe.

Enter User Badge Information
Full Name: l |

Employee ID: [ | -—@
Initials: PIN: ConfirmPIN: [ |

Please enter Full Name.
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2. lontrdil do Usaideoir faisnéis.
NOTA: T4 an Fostai ID Ni mér bheith uathdil i measc an SLS Gsaideoiri.

NOTA: Ta an PIN féidir bheith suas chun deich digiti fada. D& an céras is ni
cumraithe chun cheangal a PIN, ansin ta uacht ni bheith spreagtha chun
isteach a PIN.

3. Bruigh an Priontail cnaipe.

Logadil |



Scan User Badge or Enter User ID to Log In

Make User Badge

1. Ag an Logdaéil isteach pras, scanadh do Uséideoir suaitheantas barrachod né de
l4imh isteach do Usaideoir ID.



Enter PIN
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2. D& an céras is cumraithe chun cheangal a PIN, isteach do PIN.
NOTA: Ta an PIN féidir bheith suas chun deich digiti fada.
3. Bruigh an lontrail cnaipe.

Da a scrudu lipéad is cldite, ta ata spreagtha chun dheimhnigh go an scrudu lipéad
cloite i gceart.

Confirm: Did the label print correctly?

Test Print

Cyan Magenta Yellow
Prepared On: 03/09/2011 12:47 By: ADN

4. Scrudaigh an scrudu lipéad.

5. Da an scridu lipéad cloéite i gceart, brdigh an Sea cnaipe. T4 an coras is réidh le
haghaidh Usaid.

D4 an scrudu lipéad rinne ni clé i gceart, bruigh an Nil cnaipe. Lean an ar an scéilean
treoracha.



Dteagmhdil Scdileén Usdideoir
Interface

1. Lipéad cinedl cnaipi

2. Faoi stitir stadas tascairi

3. Imleabhar Béite deilbhin

4. Coras stadas teachtaireacht
5. Coras faisnéis cnaipe

6. Fontais cnaipe

7. Uséaideoir ceannlitreacha

8. Logéil Amach cnaipe

9. Caolaigh lasc

10. Reatha data agus am

Priontail a Steallaire Lipéad -
BunuUsach Usdid



ATHRU: T.sé form form form Gsaidtear ar an SLS choir bheith ceann go bhi cruthaiodh le an céras
riarthdir agus ceadaithe le haghaidh usaid.

03/09/2011 13:02

1. Bruigh an Steallaire lipéad cnaipe.

2. Chun cuir san aireamh caolu faisnéis, brtigh an Caolaigh lasc chun cas € ar.

3. Scan an druga coimeadan barrachod.



Fentanyl
Choose a dilution.
Concentration Diluent

10 mceai/ml
g

@ 5 mcg/mL l D5W

Other Other

O— o

4. D4 an Roghnaigh a Caolu pras taispeantais, roghnaigh a tilchan agus diluent.

RABHADH: SLS usaideoiri ata freagrach le haghaidh riomh agus ag roghna an ceart tilichan agus
diluent.

5. Bruigh an Ceart go leor cnaipe.

Da an céras is cumraithe chun cheangal deimhnit roimh priontéil an lipéad, a deimhnid
pras taispeéntais.

fentaNYL

Prepared: 12/08/2011 16:14 By: ADN(
Expires: 12/09/2011 16:14
50 mcg/mL

@ Cancel
12/08/2011 16:14

NOTA: Ta an lipéad deimhnil pras is ar taispeéint le haghaidh sabhailteacht ciiseanna chun
chinntid go an ceart druga faisnéis is bheith cloéite.

6. Bruigh an Priontail cnaipe chun dheimhnigh agus clé an lipéad.
7. Aisghabhail an cléite lipéad 6 an aschur bosca bruscair.

Da an céras is cumraithe chun cheangal deimhni tar éis priontail an lipéad, a
deimhniu pras taispeantais.



Confirm: Did the label print correctly?
Scan printed label to confirm.

fentaNYL

Prepared: 12/08/2011 16:14 By: ADN
Expires: 12/09/2011 16:14

50 mcg/mL

(fF
Unable to Scan

NOTA: Ta an lipéad deimhnil pras is ar taispedint le haghaidh sabhailteacht ciiseanna chun
chinntit go an lipéad has curtha cloite i gceart.

8. Tar éis ag athbhreithnil an lipéad agus an scaileédn taispedint, taibhit ceann de an
leanas céimeanna:

e Scan an barrachdd ar an cldite lipéad. Da an barrachdéd is ceart, an coras léirionn seo agus
an nés imeachtais iomlan.

o Datu féidir féach go an lipéad rinne ni cl6 i gceart, bruigh an Nil cnaipe. Lean an ar an
scéilean treoracha.

¢ Datu atd ni dbalta chun scanadh an barrachéd, braigh an Ni féidir chun Scan cnaipe. Lean
an ar an scéilean treoirs.

RABHADH: Chun seachain mi-lipéadu steallairi, Déan cinnte go tu laithreach greamaithe an ceart
lipéad chun an oiriinach steallaire.

RABHADH: Micheart steallaire lipéid chéir bheith scriosta n6 didscartha de chun chinntit go siad
ata ni Usaidtear.

Priontail a Steallaire Lipéad -
Ardleibheal Oibriochtai

Meaitsedil Coimedddn IDanna

Tar éis scanadh an druga coimeadan barrach6d, da ann ata iolrach meaitseala drugai le an céanna
Coimeédéan ID, siad ata ar taispedint.



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

|

Ondansetron 2 mg/mL

Propofol 10 mg/mL

|

e Daan ceartdrugais ar taispeaint, roghnaigh € agus ansin brdigh an Ceart go leor cnaipe.
e Daan ceart drugais ni ar taispeaint, braigh an Ni Aimsiodh cnaipe. Ta an n6s imeachta
foircinn. Déan teagmhail do SLS system administrator né Codonics Teicniuil Tacaiocht
(+1.440.243.1198).
Chun cealul an oibriu, braigh an Cealaigh cnaipe.

Mopolh‘e Maistir IDanna (SAM Amhain)

Tar éis scanadh an druga coimeadan barrachéd, da an Coimeadan ID go bhi scanadh féidir bheith
mapailte chun nios m6 n& ceann Maistir ID, sitd drugai ata ar taispedint.

Choose a drug to LEARN

Ketorolac 30 mg/mL

i

Propofol 10 mg/mL

|

e Daan ceartdrugais ar taispedint, roghnaigh € agus ansin bruigh an Ceart go leor cnaipe.

e Daan ceart drugais ni fuarthas, brdigh an Ni Aimsiodh cnaipe. Ta an nds imeachta
foircinn. Déan teagmhéil do SLS céras riarthoir né Codonics Teicniuil Tacaiocht
(+1.440.243.1198).

e Chun ceall an oibriu, bruigh an Cealaigh cnaipe.

Drugai Fioru

Da an druga has ni curtha roimhe seo fioraithe chun chinntit go an druga coimeadan faisnéis is
an céanna mar an druga faisnéis in an form form, a fiora pras taispeéantais.



NOTA: Ta an fiort pras amhain tharlaionn uair amhain le haghaidh an ceann druga, Cathain a
coimeadan barrachéd is scanadh le haghaidh an ar dtds am.

Is this the correct drug?
Lorazepam 2 mg/mL

—— ——

e Déaan drugafaisnéis is ceart, briigh an Sea cnaipe. Tu at4 spreagtha aris chun
dheimhnigh go an druga faisnéis is ceart.

e Daan druga faisnéis is ni ceart, bruigh an Nil cnaipe. T ata spreagtha aris chun
dheimhnigh go an druga faisnéis is micheart.
Chun ceald an oibriu, briigh an Cealaigh cnaipe.

Monafo:recchf Stadas

Painéal na nlonstraimi Stddas Eolas

600

GCODONICS JQQ Reawy ‘@ @ ADN @

SYRINGE | LINES '

1. Gnath: Ta an céras is réidh chun phréiseas né is préisedil a post (le haghaidh
sampla, priontail).

2. Folaireamh riocht: Ta an coras féidir fs phréiseas poist ach Eilionn Gsaideoir
aird (le haghaidh sampla, iseal duch).

3. Criticitil n6 locht riocht: Ta an céras d'fhéadfadh ni bheith abalta chun
phréiseas poist. Ta an céras Eilionn laithreach Gsaideoir attention (le haghaidh
sampla, amach de lipéad meain).

4. Béite deilbhin: Taispeantais Cathain an toirt is fuaim.

5. Stadas teachtaireachtai.



Coras Eolas

1. Bruigh an Céras Eolas deilbhin.

System Information

J Status ] [ Printer ][ User “ Network ” System Jl——@

The formulary has not been verified and

" released. Install a released formulary. 12/02/2011 12:10

2. Bruigh an cluaisini chun amharc breise faisnéis.

Cothabhail

Ag taispedint an Fontais Scailean



(coponics [ 1 um Q€ D

SYRINGE

1. Bruigh an Féntais cnaipe.

Té& an Fontais scéilean taispeéntais. T4 an cnaipi ata cur sios air in an tabla thios.

Clean Nozzles Print My Badge Copy Logs el

-
Adjust Label Calibrate Screen Clear Errors

Utilities

Dark Print: On Network Manage Features

SYRINGE BLANK LINES v PATIENT

08/31/2011 15:56

2. Chun dhanadh an Féntais scailean, brdigh an Fontais chaipe aris.
Clean Nozzles

Glanann an ddch Cartis soic
Adjust Label

Ceadaionn ta chun choigeartd an lipéad medin cosan chun chinntia go lipéad &bhar is i
gceart laraithe ar an lipéad.

Dark Print: Off / On
Tacair dorcha priontéil de dubh téacs chun as né ar.
Print My Badge

Priontai a Gsaideoir suaitheantas le haghaidh an Usaideoir EDS is faoi lathair logailte
isteach in.

Calibrate Screen

Calabrachain an teagmhail scailean.



Network
Ceadaionn tu chun cumraigh an lionra socruithe.
Copy Logs

Coéipeanna céras logai chun a USB splanc tiomaint go is curtha isteach in an teagmbhail
scailean USB port 1.

Clear Errors

Glanann céras earraidi. Seo suiomh chéir amhain bheith Usaidtear le céras riarthoiri tar
€is an earraidi atd go ciramach athbhreithnithe.

Manage Features

Ceadaionn ta chun cuir SLS gnéithe.

Coigeartuithe an teagmhail scéilean gile.

Coigeartuithe an fuaime toirt.

Imréitigh a Lipéad Jam
1. Bain do lamhainni.
2. Oscail an tosaigh agus chdl cludachs.

3. Sainaithin an suiomh de an jammed meain agus Usaid an oiriinach nés imeachta
thios.

Imréitigh a Lipéad Jam in an Tosaigh Meain Treoir

1. Go réidh bain an lipéad meain 6 faoi an tosaigh treoir le ag tarraingt suas an lipéad
meain in aice an ddch iompar.

ATHRU: A.neamhni feannadh suas a lipéad in an medin cosan. Ta d'fhéadfadh agat chun tarraingt
an meain ar aghaidh trid an gearrthoir chun seachain feannadh a lipéad. D4 a lipéad is scafa suas
in an medain cosan, dhéanamh ni briigh an greamachan taobh de an lipéad i gcoinne an bileog
miotal treoracha.

2. Usaid siosur chun gearrtha an linéar idir a do lipéid le an dich iompar chun cead a
thabhairt td chun bain an jammed lipéad medéin.



Dariachtanach, bradigh an Luchtaigh cnaipe chun roimh ré an lipéad meain.

NOTA: Siosur ata molta le haghaidh gearradh an linéar mar sin go an lipéad meéin uacht agat a
direach imeall. Ta an direach imeall uacht Déan luchtd an lipéad meain nios éasca.

3. Go réidh bain an jammed chuid de an lipéad meain.

4. Athbhreithnia an stiall de lipéid. Déan cinnte go ta féidir cuntas le haghaidh ar fad de an lipéid
agus go nil lipéid ata i bhfostl in an tosaigh meain treoir. Caith amach an damaiste lipéad
meain.

5. Da codanna de an lipéad meain ata fés jammed in an meain cosan, cumhacht as an coras
(féach chun “Michadh agus Cumhacht Off”). Usaid neamh-mhiotalacha tweezers agus go
curamach bain ar bith breise lipéad meain 6 an medin cosan.

6. Bruigh an Diluchtaigh cnaipe chun droim ar ais ar bith chuid de an lipéad meain go is fés in an
meain cosan.

7. Scrdaigh an lipéad meain. Usaid siosUr chun gearrtha as ar bith damaiste lipéid.
8. DuUn an tosaigh clidach, ualach an lipéad meain, agus dhinadh an chul cludach.
Imréitigh a Lipéad Jam in an Cuil Meain Treoir
1. Sainaithin an suiomh de an jammed meain faoi an chidl meain treoir.

Ta an chdl meain cosan féidir bheith nochtaithe le ag baint Usaide as an ordog scritinna chun
bain an chal medin treoir cludach.

2. Usaid siosur chun gearrtha an linéar idir a do lipéid le an dach iompar. Seo uacht laghdd an
uimhir de lipéid bheith ceirteacha tarraingthe ar ais trid an medin cosan.

3. Go réidh bain an gearrtha chuid de an lipéad meain 6 an tosaigh medin treoir agus scriosadh
é.



4. Usaid siosur chun gearrtha an linéar idir an jammed chuid de an lipéad meéin agus an lipéad
meain rolla.

NOTA: Siosdr ata molta le haghaidh gearradh an linéar mar sin go an lipéad meain uacht
agat a direach imeall. Ta an direach imeall uacht Déan luchtl an lipéad meain nios
éasca.

5. Go réidh bain an jammed chuid de an lipéad meain.

ATHRU: A.neamhni feannadh suas a lipéad in an meain cosan. D& a lipéad is scafa suas
in an meain cosan, dhéanamh ni braigh an greamachan taobh de an lipéad i gcoinne
an bileog miotal treoracha.

6. Athbhreithnit an stiall de lipéid. Déan cinnte go tu féidir cuntas le haghaidh ar fad de an
lipéid agus go nil lipéid ata i bhfostd in an chdl meain treoir. Caith amach an damaiste lipéad
meain.

7. Da codanna de an lipéad medin ata fés jammed in an meain cosan, cumhacht as an coras
(féach chun “Michadh agus Cumhacht Off”). Usaid neamh-mhiotalacha tweezers agus go
cdramach bain ar bith breise lipéad meain é an meain cosan.

8. Bruigh an Diluchtaigh cnaipe chun droim ar ais ar bith chuid de an lipéad meain go is fés in
an meain cosan.

9. Scrudaigh an lipéad meain. Usaid siosUr chun gearrtha as ar bith damaiste lipéid.

10. DUn an tosaigh clddach, ualach an lipéad meain, agus dhanadh an chul clidach.

Suitedil NuashonrU Pacaisti

Uséid seo nds imeachta chun de laimh shuiteail form form form nuashonri pacaisti agus
cumraiocht nuashonrulth pacaisti.

NOTA: Foirmle agus cumraiocht nuashonra pacaisti féidir freisin bheith suiteailte go cianda ag
baint Uséide as an Riarachan Uirlis. Le haghaidh nios mé faisnéis, féach chun an SLS Riarachan
Uirlis Uséaideoir Lamhleabhar v1.3.0.

ATHRU: Suiteéil coras bogearrai choir amhain bheith |éirithe mar ordaithe le Codonics Teicnilil
Tacaiocht. Déan ni iarracht chun shuitedil céras bogearrai sin an cainamh de Codonics Teicnilil
Tacaiocht.



1. Logalil in.

2. Déan cinnte go an SLS is ni préiseail ar bith cl6 poist né fontais.

ASRET
3. lonsaigh an USB splanc tiomaint ar ata an nuashonra pacaiste n6 bogearrai is
suiteailte.
TG até spreagtha chun dheimhnigh an Suiteail.

4. Bruigh an Sea cnaipe chun leanuint ar aghaidh.
5. Cathain an Suiteail comhaid agat curtha céipeéladh, bain an USB splanc tiomaint.
Cathain an Suitedil is iomlan, an céras atosu go huathoibrioch.

ATHRU: Ta an SLS custaiméir is freagrach le haghaidh ag cinntiti go an ceart foirmidily agus
cumraiocht pacaisti ata bheith suitedilte ar an SLS.

ATHRU: Cleachtadh caighdeanach faisnéis teicneolaiocht (TF) réamhchuraimi chun chosaint
sonrai gaolmhar le an form form form (le haghaidh sampla, slant an 4bhar de an USB splanc
tiomaint ar atd an fhoirmulary nuashonri pacaiste is stoérailte).

ATHRU: Ta an SLS custaiméir is freagrach le haghaidh an cruinneas de an sonrai in an form form,
san aireamh druga sonrai go has curtha céipealadh 6 trit péirti druga bunachair sonrai.



Muchadh agus Cumhacht Off

1. Déan cinnte ar fad cl6 poist agat criochnaithe.

2. Bruigh an Logail Amach cnaipe.

Log Out or Shut Down System

3. Bruigh an Shut Sios cnaipe.

~H B Q-2

4. Cathain muchadh is iomlan, cas as an Cumhacht lasc.



Fabhtcheartu

Fadhb:

Fadhb:

Fadhb:

Fadhb:

Fadhb:

Fadhb:

Fadhb:

Fadhb:

Tosaithe theipeann.

Seicedil an seachtrach cumhacht solathar agus cablai.

Seicedil an cumhacht lasc ar an chul painéal.

Fioraigh go an SmartDrive is ceangailte.

Céras uacht ni cumhacht ar.

lonadaigh an seachtrach cumhacht soléathar.

Logail isteach theipeann.

Fioraigh an Usaideoir ainm.

Fioraigh an PIN.

Fioraigh go an Usaideoir suaitheantas is ceart agus go a barrachod cailiocht is sasuil.

Té& an teagmhail scéilean dhéanann ni freagra a thabhairt i gceart Cathain i dteagmhail 1éi.
Rith an Calabraigh Scailean fontais.

T& an form form form theipeann chun ualach né is neamhbhaili.

A. nuaform form form nuashonri pacaiste d'fhéadfadh agat chun bheith cruthaiodh agus
luchtaithe. Féach do SLS céras riarthoir.

A. druga coimeéadan theip fiorua.

T4 an druga d'fhéadfadh agat chun bheith curtha leis chun né ceartaithe in an form form
form.

Déan cinnte go an barrachéd ar an druga is de maith céiliocht.

ATHRU: Seo is a serios eisitint. Fégra a thabhairt do SLS coéras riarthéir.

: A.scrudu lipéad no steallaire lipéad rinne ni clé i gceart.

Caith amach an lipéad agus bain triail as aris.

Dé an lipéad cl6 céiliocht is olc: Rith an Glan Nozzles fontais, lonadaigh an duch Cartus,
agus lonadaigh an lipéad meain.

Déa an clé is ni ailinithe i gceart ar an lipéad, rith an Coigeartaigh Lipéad fontais.

Déa an micheart druga faisnéis is cléite ar an lipéad, an druga d'fhéadfadh agat chun bheith
ceartaithe in an form form form. Féach do SLS céras riarthdir.

ATHRU: Seo is atromchuiseach eisitint. Fégra a thabhairt do SLS coéras riarthdir.

T& an barrachéd scanoir is ni scanadh.

Déan cinnte an barrachdéd is i gceart suite. Ta an dearg tras-ghruaig chéir line suas le an
barrachdd agus an coimeadan né steallaire choir bheith mar dhinadh chun an tosaigh
cladach mar féidir.

Muachadh an céras 6 an teagmhail scailean agus ansin timthriall cumhacht chun an céras.
Déan cinnte an céiliocht de an barrachdd is maith.

Glan an scanéir gloine fuinneog.

Ta& an barrach6d symbology d'fhéadfadh ni bheith tacaithe. Déan teagmhéil Codonics
Teicniuil Tacaiocht (+1 440.243.1198)

Té& an lipéad meain is jammed.

Glan an lipéad subh. Déan tagairt chun “Imréitigh a Lipéad Jam ”.

Té& an SLS uacht ni ceangal chun an lionra.

Fioraigh go an Ethernet cabla né Wifi cuibheoir is ceangailte.

Fioraigh go an SLS lionra socruithe atd cumraithe i gceart.



NOTA: Le haghaidh breise fabhtcheartaithe saincheisteanna, féach chun an Safe Label System
Uséideoir Lamhleabhar.





