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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
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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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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.
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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

IS - Islenska

Skjalagerd Takio eftir

petta skjal er hluti af i ESB MDR kréfur. The Codonics Oruggt Merkimidi Kerfi® Vara er a Flokks |
leekningateeki sem aetlud eru til notkunar af heilbrigdisstarfsfélki. Véruumbuadir og merkingar, p.mt grafiskt
notendaviomoét (GUI) til notkunar eru bodnar & ensku og uppfylla MDR, vidauka I, kafla Ill, 23.4, med
hlidsjon af pjalfun og pekkingu hugsanlegs notanda.

vefur upplysingar, Lykill Upplysingar, Atladur Notadu, Notandi Handbdék Vidaukar, Flj6étur Byrjadu
Leidbeiningar og Uppsetning IFU (Leidbeiningar fyrir nota) eru laus i grunn pyading fyrir Medlimur Riki
Tungumal. Grunnskéli IFU eru laus i Enska.

Codonics Vorur eru Bekkur Eg vorur aetlad fyrir nota eftir Heilbrigdispjonusta Fagfolk.

Vorur umbadir og merkingar, par & medal Myndraent Notandi Tengi (GUI) fyrir adgerd eru

Bodid i Enska og hittast MDR, Vidauki Eg, Kafli I, 23.4, taka reikningi i pjalfun og i pekkingu af i
moguleiki notandi.

*Vefur upplysingar, Lykill Upplysingar, Atladur Notadu, Notandi handbdk Vidauki, Fljétur Byrjadu
Leidbeiningar & Uppsetning IFU eru laus i einfalt pyding Medlimur Riki Tungumal; adal IFU eru laus i
Enska

Yfirlit:

Codonics Oruggt Merkimiai Kerfi SLS 550i Point of Care Station (PCS) er stadall uménnunar & fremstu sjukrahUsum heims.
Pad er margverdlaunad FDA Class Il lcekningatoeki og beetir dryggi og ndkvaeemni lyfijamedferdar og fylgir merkingum
hvar sem lyf eru undirbdin. | OR samlagast SLS med svaefingalyfakerrum til ad greina rafrcent lyfid sem er i hendi. Sjénrcen
og heyranleg stadfesting byggd & NDC hettuglasinu / lykjunni veitir loeknum rauntimadryggisathugun sem virkar sem
annad augnsett og hjdlpar til vid ad Utryma algengustu lyfjavillunum. begar krafist er framleidir SLS tilbuid merki sem midar
ad TJC og inniheldur strikamerki sem tekur NDC Ur hettuglasinu i ced til sampeoettingar vid gjof vid Epic og Cerner. begar
bad er notad i tengslum vidCodonics SLS-WAVE, petta ferli rafroent skjdl i sjuklingur met 'handfridist' til boeta dkcera
Handsama, innheimtu ndkveemni og 340B samroemi, BUa til stdédlun og

gera kleift BCMA i i EDA.

Safe Label System:
Samlagast med nuverandi vinnufloedi, boeta vid TJIC samrcemi og apdtek yfirsjon kl hvert stadsetning hvar eftirspurn lyf
eru undirbuinn, svona sem i EDA, Gjoérgaeslu, PACU, sjuklingur gélf og apdtek

Veitir loeknar med rafroen lyf 8ryggi dvisanir medan vaxandi framleidni



Leyfir sjukranUs sampykkt eiturlyf, pynningarefni, styrkur, og samtals skammtur / heild bindi undirbUningur fil vera sampoett
med um allan heim vidurkennt best venjur og alpjédleg stadla i a uppskrift stiornad eftir apdtek og laus ki i fingurgdmana
af einhver

undirbua lyf

Handtaka i ndkveemlega NDC af i foreldra hettuglas og ber pad til i undirbdinn merkimida til veita 100% ndkvaem skjol
fyrir dkoera Handsama og 340B dbyrgd

Dés vera stjiérnad litillega par & medal hugbunadur uppfaersiur og veitir stédu endurgjof il tilgreint notendur | gegnum i
Stjérnun Tél og Télvupdstur Tilkynnandi (valfridist)

Hvencer notad i samtenging med SLS-WAVE, i heill lausn gerir kleift 'handfridlst' sampcoetting med Episkt og Cerner fil
hdmarka tekjur, beeta sjuklingur Utkoma og lceknir vinnufloedi eftir draga Ur handbdk smellir

Baeta Sjuklingur Oryggi
Villur i undirbdningur og val sem jceja sem skjdl dndkvoemni eiga sér stad fyrir a nUmer af astcedur. Margfeldi truflun, 1éleg
rithdnd og lita Ut eins / hljod-eins eiturlyf mjog leggja sitt af mérkum fil i méguleiki fyrir Iyf villur. SLS fadmar i hringja til boeta
sjUklingur og lyf éryggi eftir:

Dregur Ur i flestir sameiginlegt eiturlyf villur gert & medan i rval, undirbdningur og stjdrnun af stungulyf og i ced Iyf i i EDA,
bar & medal hettuglas / lykja skipti, rangfcersla / dlcesileg merkingar, sprautu skipti og rann Ut sprautur

Mcetir i ISMP og APSF tilldgur bad hvert deyfandi stadsetning cetti hafa a vélbunadur til bera kennsl & lyf ddur teikningu
bd& upp eda gjof pd (strikamerki lesandi)

Sjalfkrafa gjafir loeknar med sjdbnrcent og heyranlegur fermingar af hver eiturlyf og einbeiting, fella rafraen éryggi dvisanir
fil fiarlcegja i frumefni af mannlegt villa

Upplysingar
Kerfi: Sampcett snerta skjd toélva, 2D strikamerki skanni, litur blek pota prentari, hijdéd endurgjéf og netkerfi foer
(Ethernet stadall, bradlaust net valfridlst)

Kraftur: Alhlida Inntak: 100-240 Loftrcesting, 50/60 Hz

MdAI: 10.43 |, (26.5cm) W, 15,67 " (39.8cm) D, 16.50 ,, (41,9 cm) H

byngd: 14.5Ibs. (6.6 kg)

Reglugerd: Fullt ceknisfroedilegt toeki samrcemi par & medal Bekkur 2 FDA og Bekkur Eg MDR 2017/745 / ESB (CE), GMP /
QSR, ISO 13485: )

2016 / NS-EN ISO 13485: 2016, Rafmagns Oryggi I[EC 60601-1 Ed. 3.1 og EMC / EMI: FCC Bekkur A og IEC 60601-1-2: Ed. 4
fyrir

Atvinnumadur Heilbrigdispjonusta Adstada

Leesilegt Strikamerki: K6di 128, GS1-128, Gdgn Matrix, UPC-A, UPC-E, EAN-13, EAN-8,

GS1 DataBar Fidlskylda, Samfléttad 2 af 5, ITF-14, K&di 39, K&oi 32,

ISBT 128, QR K&&i

Ritanlegt Strikamerki: Gogn Matrix, 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 Notandi Handbdk

Formali
Radstefnur Notad i bPetta Handbok

Bulletad Listar
Kalur eru notad til syna a lista af nonprocedural hlutir. Fyrir deemi:
The eftirfarandi atburdi kveikja a samstillingu af SLS gogn til pad geymd a i
SmartDrive:
Sjalfkrafa hvert 15 minutur
Formulur uppfaerslur

Numerud Skref

The” £ taknid synir i byrjun af a malsmedferd. The skref i a malsmedferd eru
numeradar. Fyrir deemi:

Opid i framan pekja.

Yttu & i Blek takki.

Skyringar

Skyringar innihalda til vidbétar upplysingar skyld til a umreeduefni eda malsmedferd. Fyrir
deemi:

ATH: The kerfi mun tryggja pad a prof prenta er flutt kl sist einu sinni a dagur.

Varud og Vidvaranir

Varud vidvorun pu til adgerdir eda adstaedur pad geeti orsok skada til bunadur eda gogn.

Fyrir deemi:

Vidvaranir vidvorun pu til adgerdir eda adstaedur pad geeti nidurstada i persénuleg meidsli. Fyrir

daemi:

Mikilveegt Upplysingar og Skraarnafn
Djarfur tegund er notad fyrir dhersla, notandi tengi métmaela n6fn, og slédir eda skraarheiti.

Fyrir deemi:
The Strikamerki Skanni skannar eiturlyf ilat strikamerki fyrir sjalfsmynd og sannpréfun.
Notadu i styringar til rétt i dagsetningu og timi, ba yttu a i Allt i lagi takki.



Tilgangur og Umfang

Visad til til petta Notandans Handbok fyrir verklagsreglur a hvernig til framkvaema Safe Label
System (SLS)
notandi adgerdir, par 8 medal:

Umgjord upp i vélbuinadur og hugbunadur

Framkvaema grunn adgerdir svona sem skdgarhogg i og ut, og stilla sumar

System stillingar (fyrir daemi, hljéd rammal, birtustig)

Prentun og stadfesting sprautu Merki

Athuga eiturlyf sprautur eftir skonnun peirra strikamerki

Vidhald i kerfi

Voktun kerfi st6du og Bilanagreining sameiginlegt vandamal

Vara Upplysingar

Fyrir teeknilegt adstod med SLS Punktur af Umhirda Stod, hringja Codonics Teeknilegt

Studningur ki i eftirfarandi namer:
Simi: +1 440.243.1198 ,
Tollur Okeypis: 800.444.1198 (BANDARIKIN adeins)

Taeknilegt Studningur er laus 24/7/365. Taeknilegt Studningur er lika laus & netinu | gegnum

tolvupdstur og i Codonics vefur sida:
Netfang: support@codonics.com
vefur Sidur: www.codonics.com

Almennt vara upplysingar dds lika vera dskad eftir eftir senda tolvupdstur til:

Netfang: info@codonics.com

Vinsamlegast fela i sér pinn pdstsendingu pdstsendingar heimilisfang og Simi nimer i i
tolvupdstur skilabod.

Basic vara upplysingar er skilad | gegnum télvupdstur nema annars dskad eftir.

Vidvaranir og Takmarkanir af Notadu
Stadsetning af Oryggi og Fylgni Merki
Codonics er i samrami med ymislegt reglugerd.

The SLS PCS 6ryggi og samraemi merkimidi, Synt fyrir nedan, er stadsett 4 i nedst af i taeki (Synt
a i eftirfarandi sidu).
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Safetyand compliance
label location

SLS PCS safety and compliance label, on bottom of device
Spenna Vidvorun

The upphrdpun lid innan a prihyrningur er &tlad til vidvorun i notandi til i nervera af
mikilveegt starfa og vidhald (pjonusta) leidbeiningar i i bokmenntir
i fylgd med petta teeki.

AN

SJA PJONUSTA TIL HETTID PJONUSTA STARFSF6Ik. FIJARNADUR OF MERKI,
HULL, EBPA HUGNING FESTINGAR MA OGILT PAD ABYRGD.

PETTA BUNADUR VERPUR VERA Rafmagns JARDAD.

TIL FORPAPU ELDUR EPA STOD HATTA, GERA EKKI AFHJUPA PETTA TAKI TIL
REGN EDA

RAKI.

BUNADUR ER EKKI TIL VERA NOTAD AS A HLUTI OF A LIF STUBNINGUR KERFI.



Lifid studningur teki eda kerfi eru taeki eda kerfi pad studningur eda vidhalda lif, og

hvers bilun til framkvaema dos vera seemilega buist vid til nidurstada i a verulegt meidsli eda
daudi til a manneskja. A gagnryninn hluti er Einhver hluti af a lifid studningur teki eda

kerfi hvers bilun til framkveema dos vera semilega baist vid til orsok i bilun af i

lifid studningur teeki eda kerfi, eda til ahrif pess 6ryggi eda skilvirkni.

Leysir Vidvorun

VIDVORUN betta taeki gefur fra sér CDRH / IEC Bekkur 2 leysir og IEC Bekkur 1M Iétt. Gerdu
pad ekki stara inn i geisla.

Rad Fjoldi, Stillingar, Dagsetning K6da, og Breyting
Kodar

The rad niumer merkimida er komid fyrir inn a i 6ryggi og samraemi merkimida.
The rad numer merkimida felur i sér i eftirfarandi upplysingar:
The rad numer (SN), sem einstaklega audkennir i eining.
The stillingar numer (CN), sem smaatridi i byggja stillingar.
The breytingar kéda, sem eru til i rétt af i CN numer og eru a
rod af 20 tolur. Hvenaer Einhver af pessar tolur eru laest ut, pad égtannlaeknar a breyting
bad var gert til i eining.

Seral number

4 I
S
XXO0000XC o
CN | A
XXX XX o w s
/ -
Confguration Modicaton

Serial num ber label

Moguleiki fyrir Utvarp Tidni Truflun & Teeki Adgerd

Badir flytjanlegur og farsima RF samskipti bunadur dos ahrif laeknisfreedilegt rafmagn
bunadur, par 8 medal SLS PCS. SLS PCS er atlad fyrir nota i i rafsegul
umhverfi tilgreint i i [eidsdgn og framleidanda yfirlysing kafla.



Moguleiki fyrir Utvarp og Sjonvarp Truflun

SLS PCS byr til og notar utvarp tidni Orka, og ef ekki uppsett og notad
almennilega, pad er, i strong samraemi med i framleidanda leidbeiningar, ma orsok
truflun til dtvarp og sjonvarp méttoku. pad hefur verid tegund préfad og Fundid til
fara eftir med Bekkur A losun takmork fyrir a tolvunarfraedi teeki i samreemi med i
forskrift i Undirhluti J af Hluti 15 af FCC Reglur, sem eru hannad til veita
sanngjarnt vernd 4 moti svona truflun hvenzer starfa i a auglysing
umhverfi. SLS PCS er ekki atlad fyrir nota i a ibudarhisnaedi Bekkur A umhverfi.
SLS PCS krefst a laeknisfraedilegt mattur / jord. Ef pinn SLS gerir orsok truflun til Gtvarp eda
sjonvarp méttaka, pu eru hvattir til til reyna til rétt i truflun eftir einn eda meira af i eftirfarandi
radstafanir:

Reorient i fa loftnet

Flytja aftur SLS PCS med virding til i viotakandi

Ef naudsynlegt, pu zetti radfeera sig Codonics Teeknilegt Studningur eda an reyndur

Utvarp / sjénvarp taeknimadur fyrir til vidbotar tillégur. b4 ma finna i eftirfarandi baeklingur
undirbuinn eftir i Federal Samskipti Framkvaemdastjérn gagnlegt: Hvernig til Pekkja og Leystu
Utvarp-sjénvarp Truflun Vandamdl. betta baeklingur er laus fra { U.S. Rikisstjornin Prentun
Skrifstofa, Washington, D.C. 20402, Hlutabréf Nei 004-000-00345-4.

Petta vara er i samraemi med i vernd krofur af EB Radh tilskipun

MDR 2017/745 / ESB (CE) um samraemingu laga adildarrikjanna vardandi laekningataeki. bessi
vara uppfyllir flokk A moérk IEC 60601-1-2 fyrir heilbrigdisstofnanir og CISPR 11. Yfirlysing um
samraemi vid krofur tilskipunarinnar hefur verid undirritud afCodonics l6stur forseti.

Leidbeiningar Vardandi Rafsegul Losun og Onaemi

Hentar umhverfi eru sem fylgir:

SLS550i er atlad fyrir nota i sjukrahds og kliniskt umhverfi par 4 medal starfa

herbergi og i perioperative umhverfi.

SLS550i hefur ekki verio metin fyrir nota naleegt HF skurdadgerd bunadur. Ef nota
nalegt HF

skurdadgerd bunadur er dskad, i notandi er dbyrgur fyrir stadfesting almennilegt adgerd

af i SLS550i. Ef SLS550i gerir ekki framkvaema rétt i petta umhverfi, feera i

SLS550i lengra fra i heimild af i rafsegul truflun.

SLS550i hefur ekki verid metin fyrir nota i neydarastand leeknisfreedilegt 6kuteeki eda i
ibGdarhisnadi

aafleidingar.

ATH: Einkenni utvarpsutblasturs pessa bunadar gera hann hentugan til notkunar a
idnadarsvaeedum og sjukrahtsum (CISPR 11 flokkur A). Ef hann er notadur i ibudarumhverfi
(sem venjulega er krafist CISPR 11 bekkjar B fyrir) geeti pessi bunadur ekki veitt neegjanlegri



vernd fyrir fjarskiptasamskiptapjonustu. Notandinn geeti purft ad gripa til métveegisadgerda, svo
sem ad flytja bunadinn aftur eda snia honum ad.

Eins og a studningur teki, SLS550i gerir ekki veita dmissandi frammistada.

VIDVORUN Notadu af petta binadur samliggjandi til eda staflad med annad bunadur atti vera
fordast vegna pess pad geeti nidurstada i Ovideigandi adgerd. Ef svona nota er naudsynlegt, petta
banadur og i annad bunadur etti vera fram til stadfesta pad peir eru starfa venjulega.

VIDVORUN Notadu af Aukahlutir, transducers og sndrur annad en peer tilgreint eda veitt eftir i
framleidanda af petta bunadur geeti nidurstada i aukist rafsegul losun eda laekkadi rafsegul
friohelgi af petta bunadur og nidurstada i évideigandi adgera.

VIDVORUN Fzeranlegur RF samskipti btnadur (p.m.t. jadartaeki svona sem loftnet sndrur og ytri

loftnet) setti vera notad nei naer en 30 cm (12 tommur) til Einhver hluti af i SLS550i, pess kaplar,
eda Aukahlutir. Annars, nidurbrot af i frammistada af petta bunadur geeti nidurstada.

Rafsegul Losun Stadlar og Prof Stig

Test/Stanclard Compliance

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

Rafsegul Onaemi Stadlar og Préf Stig



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
Elsctrical Fast Transient/Burst  AC Port: £ 2 kV, 100 kHz repatition fraquancy

EC 61000-4-4 SIP/S0OP Ports: + 1 kW, 100 kHz repetition frequancy
Surge Line-to-Line: £ 0.5 kW, £1.0 kY

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

[EC E1000-4-6 3V, 0.15 MHz — 80 MHz

&Y, inI5SM 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

Voltage Dips 0% UT, 0.5 cycle at O°, 45°, 90°, 135°, 1807, 2257, 270F and 2157
EC 61000-4-11 0% UT, 1 cycle AND T70% LT, 25/30 cycles, Single phase: at (7
Voltage Interruptions 0% UT, 250/300 cycle

EC 61000-4-11

Oryggi Varudarradstafanir

e Aldrei tengjast i teeki ytri mattur frambod til Einhver Utras eda mattur frambod pad hefur a
Spenna eda tidoni 6druvisi en pad tilgreint (100 - 240 Loftreesting, 50/60 Hz). Notadu adeins i
ytri mattur frambod veitt med i taeki (Codonics hluti Number SLS-PS).

e Hveneer i stadinn i teeki, alltaf mattur pad nidur (visast til til ,,Kraftur Af i Kerfi ) og aftengja
i AC mattur snura adur til pjonusta pad.

e Skemmdir til a mattur snura er a eldur og stud heetta. Hvenaer taka ir sambandi a mattur
snura, halda pad eftir i stinga adeins og fjarleegja i stinga vandlega.

e Ef amattur sndra eda ytri mattur frambod parfir til vera skipt Gt, skipta um pad adeins with
annad Codonics mattur snira eda Codonics ytri mattur frambod. Ad 6drum kosti, skipta
um pad med a mattur snira eda ytri mattur frambod framleitt sérstaklega fyrir pinn mattur
stillingar.

e Efiteeki er reykingar eda gerd 6venjulegt hlj6d, mattur af og taka Ur sambandi i teeki strax.

e Gerdu pad ekki setja inn erlendum hlutir af Einhver gédur inn i i taeki; ad gera svo dos
mynda a 6ryggi haetta og ors6k umfangsmikil skemmdir.



e Gerdu pad ekki stadur Einhver vokvi gama & i teeki. Ef, fyrir sumar astaeda, vokvi seeps inn
i i teeki, méttur af i teeki og taka Gr sambandi i mattur sndra fra i heimild utras. Ef notad an
taka leidrétting radstafanir, i teeki ma vera skemmd.

e Gerdu pad ekki afhjupa i teeki til eldfimt lofttegundir i styrkur har ndg til orsék eldur eda
sprenging.

Stadsetning Varudarradstafanir

o The starfa umhverfi hitastig svid af SLS PCS er 15-30 °C (59-86°F), med a aettingi rakastig
af 20% —80%.

e Ef SLS PCS er flutti fljott fr4 an akaflega kalt stadsetning til a hlyrri einn, condensation er
liklega til form. Gerdou pad ekki nota SLS PCS ef pétting hefur myndast.

e Biddu par til i pétting hefur gufadi upp. PU dés hradi upp i uppgufun tima eftir flytja SLS
PCS til a purrkara stadsetning.

e Gerdu pad ekki stadur SLS PCS i a stadsetning med har rakastig eda har ryk. [ lofti
O6hreinindi eindir dés orsdk prenta geedi vandamal. Fordastu stadsetning SLS PCS i
stadsetningar hvar loftreesting résir, opinn hurdir, eda tidur vegfarendur geeti afhjupa SLS
PCS og Merki til har stigum af rusl.

e Gerdu pad ekki stadsetja SLS PCS i hverir svaedi hvar vetni sulfid og sar jénir eru liklega
til vera myndad.

e Gerdu pad ekki stadsetja SLS PCS hvar par eru feita gufur og gufur.

e Gerdu pad ekki stadsetja SLS PCS i beinlinis sélarljés.

o Gerdu pad ekki stadsetja SLS PCS nalaegt heimildir af har RF Orka.

o Gerdu pad ekki stadsetja SLS PCS hvar pad geeti vera viofangsefni til hrékkva eda
titringur, svona sem a bord eda skrifbord i a mikil umferd sveaedi. Jarring og titringur dés
ahrif i prenta geedi af Merki.

o Ef ad nota a VESA fjall til fjall i teeki & a vegg, standa, eda svaefingu frambod kerra, visa til
til i VESA Uppsetning Tengi Standard (MIS), laus kI www.vesa.org, fyrir almennilegt
stadsetning og uppsetning upplysingar.

brif Varudarradstafanir

Til fordast skemmdir til i taeki, fylgjast med i eftirfarandi almennt varudarradstafanir fyrir prif
i teeki:

e Apply i hreinni til a hreint, lodlaust klut fIRST og P& hreint i taeki.

e Vokvi beitt Beint til i taeki geeti hugsanlega leka inni i teeki og ors6k skemmdir. Notadu
aukalega Varuo hveneer prif i kring i loftreestingar a i aftur af i snertiskjar og reedumadur.

e Leyfaiteeki til alveg purrt adur starfa pad aftur.

e Margir plast ihlutir eru notad i SLS PCS smidi. Frakki flekk og aflégun er liklega til eiga sér
stad ef i teeki er purrkad med efni dusters, bensen, pynnri, skordyraeitur, eda annad
leysiefni. Gimmi og PVC efni vinstri i samband med SLS PCS fyrir framlengdur timabil af
tima mun orsék skemmdir. Aldrei nota jardoliugrunnur lausnir eda svarfefni hreinsiefni.

e Aldrei nota svarfefni efni.

¢ Alltaf pynna prif umbodsmenn samkvaemt til i framleidanda leidbeiningar, eda nota i lsegst
maogulegt einbeiting.



e Gerdu paod ekki leyfa i prif umbodsmadur til vera afram a i teeki yfirbord. burrkadu pad af
strax med a lodlaust klit veett med vatn.

Fyrir prif lei6beiningar, visa til til ,,prif i Vidhengi “.

Pad er meaelt med pad pu sétthreinsa i vara adeins hvenar naudsynlegt sem akvedinn eftir pinn
sjukrahus er stefna, til fordast langtima skemmdir til i vara.

The teeki verdur vera hreinsad fyrst, sem lyst i ,prif i Vidhengi “, 4dur ad nota a almennt
sotthreinsun umbodsmadur.

prif i Vidhengi

VIDVORUN Alltaf mattur af i kerfi adur prif. An rafmagn stud geeti eiga sér stad ef i kerfi er kntinn
a og vokvi er hellt nidur inn i pad.

Til hreint i kerfi’s girding, nota a hreint, lodlaust klit vaett med annad hvort
hlytt vatn og veegt sapu, a pynnt ekki setandi pvottaefni, eda einn af i eftirfarandi
sampykkt prif umbodsmenn:

Ammoniak: bynning af Ammadniak <3%

Afengi: Etandl 70%, [séprépandl 70%.

o Yfir timi, blek ofsprautun geeti safna saman kl i sté0 af i teeki. The taeki notar a ryksuga
kerfi til safna saman flestir af petta blek &4 aréo af mettun padar.

e A0 lokum, pessar pudar geeti porf til vera skipt Gt. Hafdu samband Codonics Teeknilegt
Studningur til akveda ef pldi skipti er naudsynlegt.

o Ef blek hefur fengid inn a i kerfi’s girding, pad dés vera hreinsad med an ammoniak byggd
glugga hreinni og a lodlaust klut.

e Ef skdnnun strikamerki er 6samreemi eda i taeki er hafa erfidleikar skdnnun, hreint i
skanni’s gler glugga.

Sotthreinsun i Vidhengi

Maelt med sotthreinsun umbodsmenn fela i sér:
1 hluti heimilishald klér og 5 hlutar vatn lausn
A-456-N
Virex Il 256
PDI Sani-klute

VIBVORUN Codonics gerir nei kréfur vardandi i virkni af i skrad efni eda adferdir sem a pydir af
rddandi sykingu. Hafdu samréd pinn sjikrahus er sykingu stjérn yfirmadur eda sottvarnalaeknir.

Soétthreinsun Varudarradstafanir



Til fordast skemmdir til i taeki, fylgjast med i eftirfarandi almennt varudarradstafanir fyrir

sotthreinsun i taeki:
e Gerdu pad ekki nota Povodine, Sagrotan, eda Mucocit sétthreinsun umbodsmenn eda
sterkur leysiefni (fyrir deemi, aseton).
e Gerdu pad ekki nota Einhver sé6tthreinsun umbodsmenn pad teerist eda skemmdir
polykarbonat.

Fjolmidlar Varudarradstafanir

o Oaskilegt Merki eetti vera eydilagt eda fargad af til tryggja pad évideigandi labels eru ekki
notad.

e Adeins nota Codonics blek skothylki og Merki til tryggja almennilegt adgerd af i device og
almennilegt merkingar af sprautur. Notkun ésampykkt blek skothylki og labels geeti leida
til 6asaettanlegt nidurstodur, par & medal 1éleg prenta gaedi og Iéleg merkimida vidlodun til
Sprautur.

e Skemmdir fra 6sampykkt blek eda Merki mun égilt i abyrgd.

e Aldrei 4bot blek skothylki, sem petta dés nidurstada i rangt litur notkun.

Forgun Krofur

Forgun af petta vara og rekstrarvorur skal vera i samraemi med allt vid I6gum og reglugerd i
ahrif kl i byggdarlag kl i tima af forgun. Fyrir til vidbotar upplysingar, visa til Haettulegt Efni
Upplysingar.

Evropskt Forgun Krofur

Codonics myndatokur og rafreen aukabunadur taeki eru ekki til vera fargad eda endurunnid;
frekar peir eru til vera skilad til i framleidanda. Hafdu samband Codonics Beint eda eftir i
hlekkur veitt fyrir i nyjasta upplysingar vardandi:

Audkenning af i landssértaekt Innflytjandi / dreifingaradili / framleidandi

Vara snua aftur og medferd af okkar rafraen vorur

Framleidandi: Codonics Inc.

17991 Englewood Keyrdu

Middleburg Heedir, OH 44130 Bandarikin
Simi: +1 440.243.1198

Fax: +1440.243.1334

Tolvupdstur: WEEE@codonics.com
www.codonics.com

Codonics rafraen vorur og Aukahlutir bera i eftirfarandi takn eru vidfangsefni til Evropskt
Tilskipun & Urgangur Rafmagns og Rafraent Bunadur (WEEE) 2002/96 / EB, breytt eftir Tilskipun
2003/108 / EB. The EN 50419 takn synir adskilja sofnun og snua aftur krafist.



EN 50419 symbol

Abendingar fyrir Notadu
Teeki Lysing

Lyf undirbdningur og stjérnun i i perioperative umhverfi eru éadskiljanlegur

baetti af sveefingalaeknir sjuklingur umdnnun skyldur. The Codonics Oruggt Merkimidi Kerfi (SLS)
er einfalt, sampaett kerfi sem notar strikamerkjaskanna til ad lesa og stadfesta lyfjamedferd fra
FDA NDC (National Drug Code) og 68rum lyfjakéda strikamerkjum ur lyfjaildtum og prentar
sjalfkrafa merkimida fyrir tilbdin lyf og adra hluti sem eru notadir 4 sjuklingum medan
skurdadgerdir. Merkimidarnir eru i samraemi vid innlendar reglur sem beinast ad pvi ad baeta
oryggi lyfja i adgerdastarfsemi.

The hugbunadur ihlutir veita adgerdir fyrir skonnun ilat strikamerki; Bua til,

rifja upp, og sampykkir i styrt & sjukrahusi kynningu af a uppskrift gagnagrunnur;

syna a skjanum og stadfesta aheyranlega lyfjategund; og prentun ISO, ASTM og TJC
(Sameiginlega framkvaemdastjornarinnar) innihalds- og litaskilrik merkimida med 1D og / eda
2D strikamerkjum. Kerfid les strikamerki lyfjailata og framleidir vatnsheldar litamerkingar. Haegt
er ad sampaetta kerfid til ad virka med svaefingastjérnunarupplysingakerfi (AIMS) til ad veita
rauntima skjol um lyfjagjof pegar sprauta 1D eda 2D strikamerki er lesid. Haegt er ad nalgast
kerfid og stjorna pvi i gegnum net (Ethernet eda Wi-Fi).

Taeki Einkenni

The nota af eiturlyf bekk sérstakur mynstur og litur 3 ASTM D4774 og I1SO 28625
Upplysingar fyrir Notandi Beitt Lyf Merki i Svaefingalaekningar er stillanlegt eftir sida og
gagnapakki. Formular (gagnasett) eru einstaklega nefndur stillingar pad ma mismunandi i
eiturlyf, litir, pynningar, og athugasemdir til rdma 6druvisi venjur innan a

smaskifa sida eda sjukrahus (fyrir deemi, barna a8 maéti hjarta).

Vidbot notar fela i sér framleida Merki fyrir IV og annad gripir notad 4 medan a skurdadgerd
malsmedferd.

The Codonics SLS er almennt komid fyrir i, pé ekki takmarkad til, i perioperative
umhverfi til bera kennsl 8 sprautur undirbdinn fyrir deyfingar nota 8 medan skurdadgerd.

Damigert notendur af petta kerfi eru pjalfadir fagfélk, par 4 medal en ekki takmarkad til



leeknar, hjukrunarfraedingar, og taeeknimenn.

The meirihattar einkenni og adgerdir af i fjolskylda af teeki fela i sér:

e Skénnun i eiturlyf ilat strikamerki Beint frd a hettuglas eda annad tegund af ilat

e Afk6dun i framleidandi gefid at strikamerki inn i i krafist FDA bjodlegur Lyf Kédi (NDC) eda
Einstdk Lyf Audkenni (UDI) nimer

e Med visan i NDC / UDI numer til a vefsveedi stjornad uppskrift horfou upp gagnagrunni

e AQ veita hlj6d og 1SO-samhaeft sjonraent ,,Endurlestur® af i eiturlyf nafn

e A0 veita an vidovorun ef i eiturlyf ilat er skrad sem ,Innkallad / Grelt“ i i sida er uppskrift

e Prentun an audlesinn, vatn pola ISO 26825 samhaeft litur merkimida fundur The
Sameiginlegt Framkvaemdastjorn lyf stjérnun stadla og i American Samfélag af
Sveaefingalaeknar leidbeiningar fyrir merkingar

e Ad veitaigrunn upplysingar eftir sem i prentad merkimida strikamerki dés vera lesa to
skjal lyf stjérnun i an MARKMID

e Prentun Merki med innsetning og fyrning dagsetningu og tima fyrir IV linur

Taeki Abendingar fyrir Notadu Yfirlysing: Lyfsedilsskyld Notadu Taeki

The Codonics SLS PCS taki og SLS hugbunadur veitir a einfalt tolvumidad strikamerki skonnun
og prentun kerfi til sjdlfkrafa stadfesta eiturlyf sjalfsmynd frd NDC og annad eiturlyf ilat UDI
strikamerki, og til prenta Merki fyrir undirbdinn eiturlyf og annad hlutir i nota a sjuklinga a
medan skurdadgerd verklagsreglur.

The Codonics SLS PCS er almennt komid fyrir i, pé ekki takmarkad til, i perioperative umhverfi til
bera kennsl & sprautur undirbdinn fyrir deyfingar nota 8 medan skurdadgerd. Vidbaot notar fela i
sér framleida Merki fyrir IV og annad gripir notad @ medan a skurdadgerd malsmedferd. SLS PCS
dés lika vera notad til prenta ,,Ekki skurdadgerd umhverfi “ litur og texti Merki sem krafist.
Damigert notendur af petta kerfi eru pjalfadir fagfolk, par 8 medal en ekki takmarkad til
leeknar, hjukrunarfraedingar, og taeeknimenn.

VARUD Federal I6gum takmarkar petta taeki til vera seld fyrir nota eftir eda & i pontun af a leeknir.
Heettulegt Efni Upplysingar

Efni af Framkvaemdir

Codonics hefur setja mjog strangar stadla fyrir meta vorur til tryggja i markadssetning af
reglugerd samhaeft vorur um allan heim.

Vid gera ekki viljandi Baeta vid, né eru vid medvitadur, pad i vorur eda umbudir innihalda i
eftirfarandi efni:

e Kvikasilfur, nema sem notad i lampi umséknir (fyrir deemi, skénnun lampar, baklysingu
LCD skjéir).
e Kadmium, nema sem notad sem pykkt kvikmynd blek a prentad hringras stjornum.



e Hexavalent Krém, nema sem notad sem pykkt kvikmynd blek & prentad hringras stjornum,
sem krdmat umbreyting hidun & malmur yfirbord, og sem a ljdsmyndari a gler spjéldum af
bakskaut geisli ror.

e Polybrémad difenyl eter og fjélbromud bifenyl.

e Adgengilegt arsenik (litill upphaedir af arsenik notad i gler, LED, og hélfleidara eru ekki
talid til vera adgengilegt).

e Adgengilegt kristallad kisil (litill upphaedir af kristallad kisil eru notad i Certain malning,

hadun, og fylliefni efni).

Fjolklérud bifenyl (PCB).

Asbest.

Lifreent tini (ekki notad i tini leida I6dmalmur umsadknir).

Osoneydandi efni svona sem klorfltorkolefni, metyl kl6roform, and kolefni tetraklorid.

Framleidsla

A medan framleidslu adgerdir pad framleida Codonics vorur (pb.m.t. umbudir), nei dson teema
efni (slikt sem kloérfldorkolefni, metyl kléréform, og kolefni tetraklérid) eru notad.

Upplysingar

Kerfi: Sampeett rafrymd snerta skja télva, 2D strikamerki skanni, litur blek pota prentari, hljéd endurgjof, og akvaedi
fyrir a netkerfi tengi

Blek Skothylki: Einn litur skothylki (CMY)

SmartDrive: USB leiftur keyra fyrir geymsla stillingar gégn, uppskrift gagnagrunnur, log skrar

Laesilegt Strikamerki: GS1 DataBar Takmarkad (RSS Takmarkad), GS1 DataBar Staflad (RSS-14 Staflad), GS1-128,
UPC-A, Gogn Matrix, K6di 128, K6di 128 strikamerki med GS1-128, K6di 39, K6di 32,

IFT-14, Samfléttad 2 af 5, EAN-8, EAN-13

Ritanlegt Strikamerki: Gégn Matrix

Net Tengi: Ethernet (RJ-45), innifalinn stadall

pradlaust net (USB-2 millistykki), valfrjalst, laus fra Codonics

Net Hradi: Ethernet, fullur tvihlida 100 Base-T adeins

pradlaust net, 802.11 b /g /n (2.4 GHz) og 802.11a/n/ac (5.0 GHz)

Net Békanir: SSH (Oruggt Skel) og SCP (Oruggt Afrita)

Notad til adgangur SLS PCS fr4 Codonics-heimilt umséknir

Mal: Heed: 16.51. (41,9 cm)

Breidd: 10.43 i. (26.5 cm)

Dypt: 15.67 i. (39.8 cm)

byngd: 14.5 Ibs (6.6 kg)

Kraftur: Alhlida Inntak: 100-240 Loftraesting, 50/60 Hz

Umhverfis: Rekstur:

Hitastig: 15-30 ° C (59-86 ° F)

Raki: 20% —80% péttir ekki

Sendingar og Geymsla:

Haed: Sjor Stig til 5790 m

Hitastig (Vélbanadur): -22,2-51 ° C (-8-123,8 ° F)

Hitastig (Blek Hylki og Merkimidi Midlar): 1-43 ° C (34-110 ° F)

Raki (Vélbunadur): 5% —85% péttir ekki

Raki (Blek Hylki og Merkimidi Midlar): 5% —80% péttir ekki

Leeknisfreedilegt Fylgni FDA hreinsad til markadi a 510 (k) K101439 Bekkur I, MDR CE (Flokkur 1),
og Reglugerd: GMP / QSR 1SO 13485: 2016, Oryggi IEC 60601-1 og EMC IEC 60601-1-2 fyrir Atvinnumadur
Heilbrigdispjonusta adstédu

Flokkun: Bekkur Il bunadur, Vara K6di BSZ, Reglugerd Fjoldi 868.5160



VARUD Federal I6gum takmarkar petta teeki til vera seld fyrir nota eftir eda & i pontun af a laeknir

HIufi
Opakkad Hiuti

1. Safe Label System

2. Merkimidi fjéImidlum midstédvar
3. Framleidsla bin

4. SmartDrive

5. Notandans Handbdk diskur

6. Tilvisun leidarvisir og annad skjol
7. Ytri mattur frambod og snura

8.Ethernet kapall



Framhli® Hluti

CcODOoMNIcSs
SLS 5504

Safe Label System

1. Snertu skja USB héfn 1
2. HIj60 reedumadur

3. Kerfi méttur LED

4. Framleidsla bin (uppsett)
5. Snertu skja

6. Strikamerki skanni

7. Aftan pekja

8. Framhlid pekja



Hluti Inni Framhlid bekja

\ 1St 5550J/

/

1. Blek takki

2. Hlada entonn

3. Losadu takki

4. Blek skothylki vagn

5. Merkimidi cutter

VIDVORUN: Hveneer i framan pekja er opinn, fordast samband med i merkimida
skdtu.



Aftan HIuti
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1. SmartDrive USB h6fn2

2. Ethernet hofn

3. USB hafnir

4. Kraftur inntak hofn
5. Kraftur skipta

Snertu Skjar Hluti



1. Kraftur LED
2. Endurstilla takki
3. USB hofn

bradlaust net Millistykki USB Port

|
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1. USB hoéfn fyrir bradlaust net millistykki (nedst framan rétt horn af i SLS



Vélbunadur Uppsetning

VARUD: Adeins pjalfadir notendur eetti setja upp og stilla i kerfi.

Ethernet Kapall (Valfrjdlst)

1. Tengjast i Ethernet kapall til a midstéd eda Utras pad er tengdur til i netkerfi.

2. Tengjast i annad enda af i Ethernet kapall til i SLS.

ATH: Fyrir upplysingar um stilla SLS Ethernet netkerfi stillingar, visa til til i SLS Notandans
Handbdk v1.3.0.

VARUD: The SLS stydur adeins einn netkerfi Tenging kl a timi, annad hvort Ethernet eda bradlaust
net. Gerdu pad ekki tengjast beedi an Ethernet kapall og i bréddlaust net millistykki kl i sama tima.



bradlaust net Millistykki (Valfrjdlst)

1. Settu inn i Pradlaust net millistykki inn i i USB héfn kl i nedst framan rétt horn af i SLS.

ATH: Fyrir upplysingar um stilla SLS pradlaust net netkerfi stillingar, visa til til i SLS Notandans
Handbodk v1.3.0.

VARUD: The SLS stydur adeins einn netkerfi Tenging kl a timi, annad hvort Ethernet eda bradlaust
net. Gerdu pad ekki tengjast beedi an Ethernet kapall og i bradlaust net millistykki kl i sama tima.

Kraftur, SmartDrive

1. Stadur i SLS a a solid stigi yfirbora.




2. Snudu pér i Kraftur skipta til af.

3. Tengjast i ytri mattur frambod.

VIDVORUN: The mattur snlratengdur til i SLS er i adal aftengja fyrir i kerfi.

& VIDVORUN: Jardtenging areidanleiki d6s vera nad adeins hveneer i SLS er tengdur til a

ilat merkt ,,Sjakrahus Adeins “ (pad er, ,,Sjukrahus Einkunn “).

A VIDVORUN: Gerdu pad ekki snerta a sjaklingur medan lika adgangur SLS innri ihlutir pad
eru undir i adgangur pekur.



4, Settu inn i SmartDrive.

5. Settu inn i framleidsla bin.

Gangsetning
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1. Snadu pér a i Kraftur skipta.

Are the date and time correct?

03/09/2011 12:09

]
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2. Stadfesta eda adlagast i dagsetningu og tima.

3. The skra inn hvetja synir.

Scan User Badge or Enter User ID to Log In

Wiy
| \

Make User Badge

Hledsla Fijoimidlar

ATH: Notadu adeins Codonics-uppgefid fjéImidlum.
Til pontun fjolmidlum, samband Codonics Vidskiptavinur bjénusta kl:

Phone:+1.440.243.1198



Fax:+1.440.243.1334
Tollur Okeypis:800.444.1198 (BANDARIKIN adeins)
vefur Vefsida:www.codonics.com

Uppsetning i Blek Hylki

1. Opid i framan pekja.

2. Yttu & i Blek takki.

3. Biddu fyrir i blek skothylki vagn til klara flytja.

4. Opid i blek skothylki vagn.

5. Fjarleegdu i segulband pad pekur i blek skothylki prenta hofud.



7. Lokadu i blek skothylki vagn.

8. Yttu & i Blek takki.

9. Lokadu i framan pekja.

Hledsla Merkimidi Fidlmidlar

1.0pid i ad aftan pekja.

2.Settu inn i merkimida fjolmidlum midstdédvar.



3. Stadur i merkimida fjolmidlum og midstddvar i i fjdlmidlum leids6gumenn.

4. Adlagadu i fjolmidlum leidségumenn. Merkimidi fjdlmidlum aetti vera 6ruggur en
ennpa feer til snda frjalslega.

5. Stadur i merkimida fijdlmidlum hér ad nedan i fijdlmidlum leidségumenn og inn i i
fodrari rifa.

/ \

6. Feeda i merkimioa fjélmidlum par til i SLS sjaltkrafa fédrar pad i gegnum i
fiolmidlum leid. Pu geeti porf til halda i merkimida fjdlmidlum i stadur fyrir a fair
sekdndur.

ATH: Ef i SLS mistekst til feeda i merkimida fjdlmidlar, opinn i framan pekja, yttu a i Losadu takki,
fjarleegja i fjoImidlum fra i fjolmidlum leid, biddu par til i fjdImidlum leid rallur haetta snuast, og
reyna ferming i fjdImidlum aftur.

7. Lokadu i ad aftan pekja.



Skrd inn
Gerd a Notandi Merki

Scan User Badge or Enter User ID to Log In

Make User Badge —@

1. KI'i Skra inn hvetja, yttu & i Gerdu Notandi Merki takki.

Enter User Badge Information
Full Name: l |

Employee ID: [ | '—@
Initials: | | PIN: | | Confirmpin: [ |

Please enter Full Name.

o e o
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2. Koma inn pinn notandi upplysingar.
ATH: The Starfsmadur Skilriki verdur vera einstok medal i SLS notendur.

ATH: The PIN-namer dés vera upp til tiu tolustafir Langt. Ef i kerfi er ekki stillt
til krefjast a PIN-nGmer, ba pa mun ekki vera hvattur til koma inn a PIN-nGmer.

3. Yttu & i Prentadu takki.

Skégarhégg |



Scan User Badge or Enter User ID to Log In

| ®
Make User Badge

1. KI'i Skra inn hvetja, skanna pinn notandi skjoldur strikamerki eda handvirkt koma
inn pinn notandi Skilriki.



Enter PIN
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2. Ef i kerfi er stillt til krefjast a PIN, koma inn pinn PIN-nGmer.
ATH: The PIN-numer doés vera upp til tiu télustafir Langt.
3. Yttu & i Koma inn takki.

Ef a pr6f merkimida er prentad, pu eru hvattur til stadfesta pad i préf merkimioa
prentad rétt.

Confirm: Did the label print correctly?

Test Print

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

4. Skodadu i préf merkimida.
5. Ef i pr6f merkimida prentad rétt, yttu a i Ja takki. The kerfi er tilbdinn fyrir nota.

Ef i pr6f merkimida gerdi ekki prenta rétt, yttu & i Nei takki. Fylgja i & skja
leidbeiningar.

Snertu Skjar Notandi Tengie



03/09/2041 13:02

. Merkimidi tegund hnappar

. LED st6du visbendingar

. Bindi baggad nidur taknio

. Kerfi stddu skilabod

. Kerfi upplysingar takki

. Veitur takki

. Notandi upphafsstafir

. Ad skra pig ut takki

. Pynntu ut skipta

0. Naverandi dagsetningu og tima

P OoO~NOORAWNERE

Prenfun a Sprauta Merkimidi -
Basic Nofadu

VARUD: Thann uppskrift notad & i SLS eetti vera einn pad var buid til eftir i kerfi stjérnandi og
sampykkt fyrir nota.



03/09/2011 13:02

1. Yttu & i Sprauta merkimida takki.

2. Til fela i sér pynning upplysingar, yttu & i Pynntu Gt skipta til snda pad a.

A
-

3. Skannadu i eiturlyf ilat strikamerki.



Fentanyl
Choose a dilution.
Concentration Diluent

10 meei/ml
>

@ 5 mcg/mL 1 D5W

Other other

O— o

4. Ef i Veldu a bynning hvetja synir, veldu a einbeiting og pynningarefni.

VIDVORUN: SLS notendur eru abyrgur fyrir reikna og ad velja i rétt einbeiting og pynningarefni.
5. Yttu & i Allt i lagi takki.

Ef i kerfi er stillt til krefjast stadfesting adur prentun i merkimidi, a stadfesting hvetja synir.

(jcoponics 1 JO 6

fentaNYL

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

50 mcg/mL

@ Cancel
12/08/2011 16:14

ATH: The merkimida stadfesting hvetja er birtist fyrir 6ryggi astaedur til tryggja pad i rétt eiturlyf
upplysingar er vera prentad.

6. Yitu & i Prentadu takki til stadfesta og prenta i merkimida.
7. Seekja i prentad merkimida fra i framleidsla bin.

Ef i kerfi er stillt til krefjast stadfesting eftir prentun i merkimioi, a stadfesting hvetja
synir.



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

ATH: The merkimida stadfesting hvetja er birtist fyrir 6ryggi &staedur til tryggja pad i merkimida
hefur verid prentad rétt.

8. Eftir riffa upp i merkimida og i skja syna, framkveema einn af i eftirfarandi skref:

e Skannadu i strikamerki & i prentad merkimida. Ef i strikamerki er rétt, i kerfi synir petta og i
malsmedferd er heill.

o Ef pu ddés sjapad i merkimida gerdi ekki prenta rétt, yttu & i Nei takki. Fylgja i & skja
leidbeiningar.

o Ef pu eru ekki feer til skanna i strikamerki, yttu & i Ekki haegt til Skannadu takki. Fylgjai &
skja kennslas.

VIDVORUN: Til fordast villumerking sprautur, gera viss pad pa strax festa i rétt merkimida til i
videigandi sprautu.

VIDVORUN: Rangt sprautu Merki eetti vera eydilagt eda fargad af til tryggja pad peir eru ekki
notad.

Prenfun a Sprauta Merkimidi -
Lengra komnir Adgeroir
Samsvérun Gt Skilriki

Eftir skénnun i eiturlyf ilat strikamerki, ef par eru margfeldi samsvérun eiturlyf med i sama ilat
Skilriki, peir eru birtist.



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

Ondansetron 2 mg/mL

Propofol 10 mg/mL

e Efirétt eiturlyf er birt, veldu pad og ba yttu a i Allt i lagi takki.

o Efirétt eiturlyf er ekki birtist, yttu & i EKki Fundid takki. The méalsmedferd lykur. Hafdu
samband pinn SLS system astjérnandi eda Codonics Teeknilegt Studningur
(+1.440.243.1198).

Til heetta vid i adgerd, yttu a i Haetta vid takki.

Korﬂagf Meistari Skilriki (BANDARIKIN Adeins)

Eftir skénnun i eiturlyf ilat strikamerki, ef i ilat Skilriki pad var skannad dés vera kortlagt til meira
en einn Meistari Skilriki, paer eiturlyf eru birtist.

Choose a drug to LEARN

Ketorolac 30 mg/mL

Propofol 10 mg/mL

I
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o Efirétt eiturlyf er birt, veldu pad og Pa yttu a i Allt i lagi takki.

o Efirétt eiturlyf er ekki Fundid, yttu & i Ekki Fundid takki. The malsmedferd lykur. Hafou
samband pinn SLS kerfi stjéornandi eda Codonics Teeknilegt Studningur (+1.440.243.1198).

e Til heetta vio i adgerd, yttu a i Heetta viod takki.

Lyf Sannprofun

Ef i eiturlyf hefur ekki verid adur stadfest til tryggja pad i eiturlyf ilat upplysingar er i sama sem i
eiturlyf upplysingar i i uppskrift, a sannpréfun hvetja synir.

ATH: The sannpr6fun hvetja adeins & sér stad einu sinni fyrir hver eiturlyf, hvenaer pess ilat
strikamerki er skannad fyrir i fyrst tima.



Is this the correct drug?
Lorazepam 2 mg/mL

e Efieiturlyf upplysingar er rétt, yttu & i Ja takki. bu eru hvattur aftur til stadfesta pad i
eiturlyf upplysingar er rétt.

o Efieiturlyf upplysingar er ekki rétt, yttu a i Nei takki. ba eru hvattur aftur til stadfesta pad i
eiturlyf upplysingar er rangt.
Til haetta vid i adgerd, yttu & i Haetta vid takki.

Voktun Stada

Mcelabord Stada Upplysingar

72929
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1. Venjulegt: The kerfi er tilbdinn til ferli eda er vinnsla a starf (fyrir deemi, prentun).

2.Vidvorun astand: The kerfi dos ennpa ferli storf en krefst notandi athygli (fyrir
deemi, lagt blek).

3. Gagnryninn eda stk astand: The kerfi geeti ekki vera feer til ferli storf. The kerfi
krefst strax notandi attention (fyrir deemi, Gt af merkimida fjéImidlum).

4. baggad nidur tédkn: Synir hveneer i bindi er paggad nidur.

5. Stada skilabod.

Kerfi Upplysingar



1. Yttu & i Kerfi Upplysingar taknid.

System Information

J Status ][ Printer ]f User ][ Network ” System -}——@

The formulary has not been verified and .
© released. Install a released formulary. 12/02/2011 12:10

2. Yttu & i flipa til Gtsyni til vidbotar upplysingar.

Vidhald

Synir i Veitur Skjar




1. Yittu & Veitur takki.

The Veitur skja synir. The hnappar eru lyst i i bord hér ad nedan.

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. Tilloka i Veitur skjar, yttu & i Veitur takki aftur.
Clean Nozzles

Hreinsar i blek skothylki stitar
Adjust Label

Leyfir pu til adlagast i merkimida fjélmidlum leid til tryggja pad merkimida innihald er
almennilega midju & i merkimida.

Dark Print: Off / On
Leikmynd Myrkur prentun af svartur texti til af eda a.
Print My Badge
Prent a notandi skjoldur fyrir i notandi WHO er eins og stendur skradur i.
Calibrate Screen
Kvordun i snerta skjé.
Network
Leyfir pa til stilla i netkerfi stillingar.
Copy Logs
Afrit kerfi logs til a USB leiftur keyra pad er sett inn i i snerta skja USB hofn 1.

Clear Errors



Hreinsar kerfi villur. betta stilling aetti adeins vera notad eftir kerfi stjérnendur eftir i villur
eru vandlega endurskodad.

Manage Features

Leyfir pu til Baeta vid SLS Iégun.

Stillir i snerta skja birtustig.

Stillir i hljéd bindi.
Hreinsa a Merkimidi Sulta

1. Fjarleegdu pinn hanska.
2. Opid i framan og ad aftan pekjas.

3. bekkja i stadsetning af i fastur fjlmidlum og nota i videigandi malsmedferd hér ad
nedan.

Hreinsa a Merkimidi Sulta i i Framhlid Fjolmidlar Leidbeiningar

1. Varlega fjarleegja i merkimida fjoImidlum fra undir i framan leidarvisir eftir toga upp |
merkimida fjdlmidlum néaleegt i blek vagn.

VARUD: Aogilt flognun upp a merkimida i i fjglmidlum leid. PG geeti hafa til draga i fjoImidlum
afram i gegnum i skatu til fordast flognun a merkimida. Ef a merkimida er skreeldar upp i i
fiolmidlum leid, gera ekki yttu & i lim hlid af i merkimida & méti i blad malmur leidségumenn.

2. Notadu skeeri til skera i linubatur milli tvdé Merki eftir i blek vagn til leyfa pu til fiarleegja i
fastur merkimida fjolmidlum.

Ef krafist, yttu a i Hlada takki til fara fram i merkimida fjéImidlum.



ATH: Skeeri eru meelt med fyrir klippa i linubatur svo pad i merkimida fjdlmidlum mun hafa a Beint
bran. The Beint bran mun gera ferming i merkimida fjéImidlum audveldara.

3. Varlega fjarleegja i fastur skammtur af i merkimida fjoImidlum.

4. Yfirferd i reema af Merki. Gerdu viss pad pu dés reikningi fyrir allt af i Merki og pad nei Merki
eru fastur i i framan fj6lmidlum leidarvisir. Fargadu i skemmd merkimida fjolmidlum.

5. Ef skammtar af i merkimida fjélmidlum eru ennpa fastur i i fijdlmidlum leid, mattur af i kerfi
(visast til til ,Lokun og Kraftur Af‘). Notadu ekki malmi tvisténg og vandlega fjarlaegja Einhver
til viobdtar merkimida fidlmidlum fra i fjiolmidlum leid.

6. Yitu & i Losadu takki til 6fugt Einhver skammtur af i merkimida fjolmidlum pad er ennpa i i
fiolmidlum leid.

7. Skodadu i merkimida fijdImidlum. Notadu skeeri til skera af Einhver skemmd Merki.
8. Lokadu i framan pekja, hlada i merkimida fjdlmidlar, og loka i ad aftan pekja.

Hreinsa a Merkimidi Sulta i i Aftan Fjolmidlar Leidbeiningar

1. bekkja i stadsetning af i fastur fjdlmidlum undir i ad aftan fijdlmidlum leidarvisir.

The ad aftan fjolmidlum leid dés vera Utsett eftir ad nota i pumalfingur skrafur til fjarlaegja | ad
aftan fjdlmidlum leidarvisir pekja.

2. Notadu skeeri til skera i linubatur milli tvé Merki eftir i blek vagn. betta mun draga ar i nGmer
af Merki vera dr6 aftur i gegnum i fjiolmidlum leid.

3. Varlega fjarlaegja i skera skammtur af i merkimida fjdlmidlum fra i framan fjolmidlum
leidarvisir og farga pad.

4. Notadu skeeri til skera i linubatur milli i fastur skammtur af i merkimida fjélmidlum og i
merkimida fjélmidlum ralla.

ATH: Skeeri eru meelt med fyrir klippa i linub&tur svo pad i merkimida fjoImidlum mun
hafa a Beint brin. The Beint brdn mun gera ferming i merkimida fjolmidlum
audveldara.

5. Varlega fjarlaegja i fastur skammtur af i merkimida fjélmiolum.



VARUD: A6gilt flognun upp a merkimida i i fjolmidlum leid. Ef a merkimida er skraeldar
upp i i fjolmidlum leid, gera ekki yttu & i lim hlid af i merkimida a méti i blad malmur
leidsdbgumenn.

6. Yfirferd i reema af Merki. Gerdu viss pad pu dos reikningi fyrir allt af i Merki og pad nei Merki
eru fastur i i ad aftan figlmidlum leidarvisir. Fargadu i skemmd merkimida fjolmidlum.

7. Ef skammtar af i merkimida fjéImidlum eru ennpa fastur i i fjolmidlum leid, mattur af i kerfi
(visast til til ,Lokun og Kraftur Af‘). Notadu ekki malmi tvisténg og vandlega fjarlaegja Einhver
til viobétar merkimida fidlmidlum fra i fiolmidlum leid.

8. Yttu & i Losadu takki til 6fugt Einhver skammtur af i merkimida fjlmidlum pad er ennpa i i
fiolmidlum leid.

9. Skodadu i merkimida fijdImidlum. Notadu skeeri til skera af Einhver skemmd Merki.

10. Lokadu i framan pekja, hlada i merkimida fjélmidlar, og loka i ad aftan pekja.

Uppsetning Uppfaerslia Pakkar

Notadu petta malsmedferd til handvirkt setja upp uppskrift uppfeera pakkar og stillingar
uppfeerslaat pakkar.

ATH: Formulur og stillingar uppfeera pakkar dos lika vera uppsett litillega ad nota i Stjérnun
Verkfaeri. Fyrir meira upplysingar, visa til til i SLS Stjérnun Tél Notandans Handbo6k v1.3.0.

VARUD: Uppsetning kerfi hugbanadur zetti adeins vera flutt sem leikstyrt eftir Codonics Taeknilegt
Studningur. Gerdu pad ekki tilraun til setja upp kerfi hugbtinadur an i adstod af Codonics
Teeknilegt Studningur.

1. Log .

2. Gerdu viss pad i SLS er ekki vinnsla Einhver prenta storf eda veitur.
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3. Settu inn i USB leiftur keyra & sem i uppfeera pakki eda hugbunadur er uppsett.
PU eru hvattur til stadfesta i uppsetning.

4. Yttu & i Ja takki til halda afram.
5. Hveneer i uppsetning skrar hafa verid afritad, fiarleegja i USB leiftur keyra.
Hveneaer i uppsetning er heill, i kerfi endurreesir sjalfkrafa.

VARUD: The SLS vidskiptavinur er abyrgur fyrir tryggja pad i rétt formlegty og stillingar pakkar
eru vera uppsett 4i SLS.

VARUD: Afa stadall upplysingar taekni (PAD) vartdarradstafanir til vernda gégn tengd med i
uppskrift (fyrir deemi, ad tryggja i innihald af i USB leiftur keyra & sem i formpvagblddru uppfeera
pakki er geymd).

VARUD: The SLS vidskiptavinur er abyrgur fyrir i nakveemni af i gogn i i uppskrift, par & medal
eiturlyf gogn pad hefur verid afritad fra bridji adili eiturlyf gagnagrunna.



Lokun og Kraftur Af

1. Gerdu viss allt prenta storf hafa lokid.

( (
SYRINGE BLANK LINES v PATIENT

2. Yitu & i Log Ut takki.

Log Out or Shut Down System

3. Yttu & i Lokadu Nidur takki.
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4. Hvenaer lokun er heill, snda af i Kraftur skipta.

Bilanagreining



Vandamal: Gangsetning mistekst.
e Athugadu i ytri mattur frambod og snurur.
e Athugadu i méttur skipta a i ad aftan spjaldid.
e Staofestu pad i SmartDrive er tengdur.
Vandamal: Kerfi mun ekki mattur &.
e Skiptu um i ytri mattur frambod.
Vandamal: Skr4 inn mistekst.
e Stadfestu i notandi nafn.
e Stadfestu i PIN-nGmer.
e Stadfestu pad i notandi skjoldur er rétt og pad pess strikamerki gaedi er fullnsegjandi.
Vandamal: The snerta skja gerir ekki svara almennilega hvenaer snert.
e HlaupaiKvarda Skjar gagnsemi.
Vandamal: The uppskrift mistekst til hlada eda er égilt.
e A nytt uppskrift uppfeera pakki geeti hafa til vera buid til og hladinn. Sja pinn SLS kerfi
stjérnandi.
Vandamal: A eiturlyf ilat mistékst sannpréfun.
e The eiturlyf gaeti hafa til vera beett vid til eda leidrétt i i uppskrift.
e Gerdu viss pad i strikamerki a i eiturlyf er af géour gaedi.
e VARUD: betta er a serios mal. Lattu vita pinn SLS kerfi stjornandi.
Vandamal: A préf merkimida eda sprautu merkimida gerdi ekki prenta rétt.
e Fargadu i merkimida og reyna aftur.
e Ef imerkimida prenta gaedi er sleemt: Hlaupa i Hreint Statar gagnsemi, Skiptu um i blek
skothylki, og Skiptu um i merkimida fjdImidlum.
e Efiprentaer ekki samstillt almennilega a i merkimidi, hlaupa i Adlagadu Merkimidi
gagnsemi.
e Efirangt eiturlyf upplysingar er prentad ai merkimidi, i eiturlyf geeti hafa til vera leidréttii
uppskrift. Sja pinn SLS kerfi stjérnandi.
e VARUD: betta er a alvarlegt mal. Lattu vita pinn SLS kerfi stjornandi.
Vandamal: The strikamerki skanni er ekki skénnun.
e Gerdu viss i strikamerki er rétt stadsettur. The rautt pverhar aetti lina upp med i strikamerki
og i ilat eda sprautu eetti vera sem loka til i framan pekja sem mogulegt.
o Lokun ikerfi fraisnerta skja og bPa hringras mattur til i kerfi.
e Gerdu viss i geedi af i strikamerki er gédur.
e Hreint i skanni’s gler glugga.
e The strikamerki sambyli geeti ekki vera studd. Haféu samband Codonics Teeknilegt
Studningur (+1 440.243.1198)
Vandamal: The merkimida fjéImidlum er fastur.
e Hreinsa i merkimida sulta. Visad til til ,Hreinsun a Merkimidi Sulta”.
Vandamal: The SLS mun ekki tengjast til i netkerfi.
e Staofestu pad i Ethernet kapall eda bradlaust net millistykki er tengdur.
e Staofestu pad i SLS netkerfi stillingar eru stillt almennilega.

ATH: Fyrir til vidbotar Bilanagreining vandamal, visa til til i Safe Label System Notandans
Handbok.





