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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 |,
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 Ill, 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 capture, 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 fo 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 Nofifier (optional)

When used in conjunction with SLS-WAVE, the complete solution enables ‘hands-free’ integration with Epic and Cerner
fo 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 conftribute fo the potential for medication errors.
SLS embraces the call fo improve patient and medication safety by:

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

Meefts 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 concenfration, 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 Ibs. (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 IEC 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

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

Concentrafion  Drug MName Ciluent Message/Alert

B =

D Barcode Expirafion Dote  Preparer




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

» 35 . - - .
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.

Seral number

~ A

SN

XX0000XC e

8 T & B 1
@N / 11 42 13 14 iE
HAO0CKX P TR
4 TrE
Configuration Modification
number codas

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

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

Electrostatic Discharge +-8 KV contact

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

|[EC 61000-4-3 80 MHz — 2.7 GHz

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).

o 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.

o |f apower 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.

e |[f 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.

e 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%.



e 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 alocation 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.

e 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 atable 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.

o 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.

o 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.

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

e |f 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-Cloth®

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:
¢ Do not use Povodine, Sagrotan, or Mucocit disinfecting agents or strong solvents (for
example, acetone).



e 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.

¢ 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 1ISO, ASTM, and TJC (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 1SO 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 Unique Drug Identifier (UDI) number

o Referring the NDC/UDI number to a site-managed formulary lookup database

e Providing audio and 1ISO-compliant visual “readback” of the drug name

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

¢ 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

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

¢ 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 (PCBs).

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

COoODOoMNIcSs
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

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

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 Setfup

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

Ethernet Cable (Optional)

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

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

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

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



Wi-Fi Adapter (Optional)

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

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

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

Power, SmartDrive

1. Place the SLS on a solid level surface.

=] .




2. Turn the Power switch to off.

3. Connect the external power supply.

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

& 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



3

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
| \

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.
—— ——
— — —— —— ——
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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 mceai/ml
g

@ 5 mcg/mL l D5W

Other Other

O— o

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.

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.

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

e |f 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

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

Propofol 10 mg/mL

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

o If the 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

e |f the drug information is correct, press the Yes button. You are prompted again to confirm
that the drug information is correct.

e |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.

Monlforlng Status

Dashboard Status Information

72929
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SYRINGE BLANK ‘

1. Normal: The system is ready to process or is processing ajob (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. ldentify 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 a label in the media path. You might have to pull the media forward
through the cutter to avoid peeling a label. If alabel 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 alabel 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. Log in.

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.

o

2. Press the Log Out button.

Log Out or Shut Down System

3. Press the Shut Down button.

4. When shutdown is complete, turn off the Power switch.



Troubleshoofing

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.
e 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.
e 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 The drug 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 |f the label print quality is bad: Run the Clean Nozzles utility, Replace the ink cartridge, and
Replace the label media.
e |f the printis not aligned properly on the label, run the Adjust Label utility.
e |f 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.
e 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 mediais jammed.
o 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
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Dokumentace Oznameni

Tento dokument je ¢ast z the EU MDR pozadavky. The Kodonika Bezpe¢ny Oznaceni Systém® Produkt
je A Zdravotnické prostfedky tfidy | ur€ené pro pouziti zdravotniky. Baleni a oznaceni produktu, véetné
grafického uzivatelského rozhrani (GUI) pro provoz, jsou nabizeny v anglictiné a splfiuji MDR, pfiloha I,
kapitola Ill, 23.4, s pfihlédnutim k proskoleni a znalostem potenciélniho uzivatele.

Web informace, Kli¢ Specifikace, Zamysleny Pouziti, Uzivatel Manual Pfilohy, Rychly Start Pravodce a
Zalozit POKUD TY (Instrukce pro pouziti) jsou k dispozici v zakladni pfeklad pro Clen Stat Jazyky. Hlavni
POKUD TY jsou k dispozici v Anglictina.

Codonics produkty jsou T¥ida Ja produkty zamysleny pro pouziti podle Zdravotni pé€e Profesionalové.
produkty obal a Znaceni, pocitaje v to Graficky Uzivatel Rozhrani (GUI) pro ukon jsou

Nabizeno v Angli¢tina a setkat MDR, Pfiloha Ja, Kapitola llIl, 23,4, brat icet the vycvik a the znalost z the
potencial uzivatel.

* Web informace, Kli¢ Specifikace, Zamysleny PouZiti, UzZivatel manual Slepé strevo, Rychly Start
Privodce & Zalozit POKUD TY jsou k dispozici v jednoduchy preklad Clen Stat Jazyky; hlavni POKUD
TY jsou k dispozici v Angli¢tina

Piehled:

Kodonika Bezpecny Oznaceni Systém Stanice SLS 550i Point of Care Station (PCS) je standardem péce v prednich
svétovych nemocnicich. Ocenény Iékarsky pristroj FDA tfidy II, systém zvysuje bezpe&nost a presnost spravy I1€Civ a
dodrZovdni predpisd v oblasti oznacovani, kdekoli jsou Iéky pfipravovdny. V OR se SLS integruje s avoziky na léCeni
nesthesia k elektronické identifikaci IéCiva v ruce. Vizudini a zvukové potvrzeni na zakladé NDC lahvicky / ampule
poskytuje Iékaflm kontrolu bezpecnosti v rediném Case, kterd funguje jako druhd sada odi, coz pomdhd eliminovat
nejcastéjsi chyby v medikaci. Na vyzaddni SLS vyrdbi stitek kompatibilni's TIC, ktery obsahuje cdrovy kdd, ktery
zachycuje NDC z parenterdini lahvicky pro integraci pfi administraci s Epic a Cerner. Pfi pouziti ve spojeni sCodonics SLS-
WAVE, tento proces elektronicky dokumenty the trpélivi zdznam 'bez rukou' na zlepsit nabit zajmout, fakturace presnost a
340B dodrzovdni, vytvareni standardizace a

umoznujici BCMA v the NEBO.

Safe Label System:
Integruje s existujici pracovni toky, priddvdani TJIC dodrzovdni a Iékdrna prehlédnuti v kazdy umisténi kde na pozdddani léky
jsou pripraveny, takovy tak jako the NEBO, JIP, PACU, trpélivi podlahy a Iékdrna



Poskytuje Iékafi s elektronicky léky bezpecnost kontroly zatimco vzristajici produktivita

UmoZnuje schvdleno v nemocnici drogy. fedidla, koncentrace, a celkovy dévka / celkem hlasitost pfipravky na byt
integrovany s celosvétové uzndno nejlepsi praktiky a mezindrodni standardy v A formule podaifilo se podle Iékdrma a k
dispozici v the konecky prstl z kdokoliv

pfipravuje se 1éky

Zachytavd the presny NDC z the parenterdini lahvicka a nese to na the pripraveny oznaceni na poskytnout 100% presny
dokumentace pro nabit zajmout a 340B odpovédnost

Umeét byt podaiilo se na ddlku pocitaje v to software aktualizace a poskytuje postaveni zpétnd vazba na specifikovdno
vZivateld pres the Sprdva Ndstroj a E-mailem Oznamovatel (volitelny)

Kdyz pouzity v spojeni s SLS-WAVE, the kompletnifeSeni umoZzriuje 'bez rukou' integrace s Epické a Cerner na
maximalizovat prijmy, zlepsit trpélivi vysledky a klinik Pracovni postup podle snizovdani manudl kliknuti

Zlepsit Trpélivi Bezpecnost

Chyby v pfiprava a vybér tak jako studna tak jako dokumentace nepresnosti nastat pro A Eislo z dvodd. Ndsobek
rozptyleni, chudy rukopis a vypadat jako / podobné Iéky velmi prispét na the potencidl pro I1é€ky chyby. SLS objimd the
voldni na zlepsit trpélivi a léky bezpecnost podle:

Snizuje the vétsina bézny Iék chyby vyrobeno v pribéhu the vybér, pfiprava a sprdva z injekéni a intravendzni léky v the
NEBO, pocitaje v fo lahvicka / ampulka swapy, chybné oznaceni / necitelné Znaceni, sttikacka swapy a vypriela
stiikacky

Setkd se the ISMP a APSF doporuceni ze kazdy anestetizovat umisténi by mél mit A mechanismus na identifikovat Iéky
pred vykres jim nahoru nebo poddvdnijim (Carovy kdd ctendr)

Automaticky predstavuje Iékafi s vizudini a slysitelny potvrzeni z kazdy Iék a koncentrace, zaclenéni elekironicky
bezpelnost kontroly na odstranit the Zivel z Clovék chyba

Specifikace

Systém: Integrovany dotek obrazovka pocitac, 2D Edrovy kdd skener, barva inkoust proud fiskarna, Zvuk zpétnd vazba a
sif schopny

(Ethernet Standard, Wi-Fi volitelny)

Napdjeni: Univerzdlni Vstup: 100-240 VAC, 50/60 Hz
Rozmeéry: 10.43" (26.5cm) W, 15,67 “ (39,8 cm) D, 16,50 " (41,9 cm) H
Hmotnost: 14.5 Ibs. (6,6 kg)

Regulacni: PIny lékafisky pfistroj dodrzovdni pocitaje v fo Trida 2 FDA a Trida J& MDR 2017/745 / EU (CE), GMP / QSR, ISO
13485:

2016 / NS-EN ISO 13485: 2016, Elekiricky Bezpecnost IEC 60601-1 Vyd. 3.1 a EMC / EMI: FCC Trida A a IEC 60601-1-2: Vyd. 4
pro

Profesiondini Zdravotni péce Zarizeni

Citelny Cdrové kédy: Kéd 128, GS1-128, Data Matice, UPC-A, UPC-E, EAN-13, EAN-8,
GS1 DataBar Roding, Proklddané 2 z 5, ITF-14, Kod 39, Kod 32,
ISBT 128, QR Kod

Zapisovatelny Cdrové kédy: Data Matice, 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 NPSG.03.04.01% and meet the intent
of 150 26825, ASTM 4774 Standards & ASA Guidelines

*Prints diwent and dilution if required

Shoravn with patfient informafion
when integroted with EMRB/ADC

Barcode for EHRSAIMS infegration



SLS Uzivatel Manual

Predmluva

Konvence PouZzity v Tento Manual

Odrazky Seznamy
Kulky jsou pouZzity na Zobrazit A seznam z neproceduralni polozky. Pro pfiklad:
The Nasledujici Udalosti spoust A synchronizace z SLS data na Ze uloZeny na the
SmartDrive:

Automaticky kazdy 15 minut

Formule aktualizace

v
Ve

slovany Kroky

) T'_F 3
The~ == ikona oznacuje the zacatek z A postup. The kroky v A postup jsou

ocislované. Pro priklad:
Otevreno the predni Pokryt.
lis the Inkoust knoflik.

Poznamky

Poznamky obsahovat dalsi informace pfibuzny na A téma nebo postup. Pro priklad:
POZNAMKA: The Systém viile zajistit Ze A test tisk je provedeno v nejméné jednou A den.
Upozornéni a Varovani

Upozornéni vystraha vy na akce nebo situacich Ze mohl zplsobit poSkodit na zafizeni nebo data.
Pro ptiklad:

Varovani vystraha vy na akce nebo situacich Zze mohl vysledek v osobni zranéni. Pro

priklad:

Dulezité Informace a Nazvy souboru
tucné typ je pouzity pro dliraz, uzivatel rozhrani objekt jména, a cesty nebo nazvy soubora.

Pro priklad:
The ¢arovy kéd Skener skenuje 1ék kontejner ¢arové kddy pro identita a ovéreni.
Pouziti the fizeni na opravit the datum a ¢as, pak lis the OK knoflik.



Ucel a Rozsah

Viz na tento UzZivatel Manual pro postupy na jak na provést Safe Label System (SLS)
uzivatel operace, pocitaje v to:

Nastaveni nahoru the Hardware a software

Predvadéni zakladni funkce takovy tak jako protokolovani v a ven, a konfigurovani
néjaky

System nastaveni (pro priklad, zvuk hlasitost, jas)

Tisk a potvrzujici sttikacka Stitky

Probiha kontrola lék stfikacky podle snimani jejich ¢arové kddy

UdrZovani the Systém

Monitorovani Systém postaveni a reseni problému bézny problémy

Produkt Informace

Pro technicky pomoc s SLS Smérovat z Péce Stanice, volani Codonics Technicky
Podpéra, podpora v the Nasledujici Cislo:

Telefon: +1 440.243.1198

Toll Volny, uvolnit: 800,444.1198 (USA pouze)

Technicky Podpéra, podpora je k dispozici 24/7/365. Technicky Podpéra, podpora je taky k
dispozici online pres
e-mailem a the Codonics web stranky:

E-mailem: support@codonics.com
Web Stranky: www.codonics.com

VSeobecné produkt informace umét taky byt poZzadovano podle odesilani e-mailem na:
E-mailem: info@codonics.com

Prosim zahrnout vase postovni mailing adresa a telefon ¢islo v the e-mailem zpréva.
Zakladni produkt informace je vratil pres e-mailem pokud v opacném pripadé pozadovano.

Varovani a Omezeni z PouZiti
Umisténi z Bezpe&nost a Dodrzovani Stitky
Codonics je v dodrZovani s rozliény predpisy.

The SLS PCS bezpecnost a dodrZovani oznaéeni, zobrazeno nizZe, je nachazi se na the dno z the
pristroj (zobrazeno na the Nasledujici strana).
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Safety and compliance
— label location

SLS PCS safety and compliance label, on bottom of device
Napéti Varovani

The vykiik smé&fovat v ramci A trojihelnik je zamysleny na vystraha the uzivatel na the
pritomnost z

Diilezité provozni a udrzba (servis) instrukce v the literatura

doprovazejici tento pitistroj.

AN

DOPORUCTE SERVIS NA KVALIFIKOVANY SERVIS PERSONAL. ODSTRANENT{ Z
STITKY,

KRYTY, NEBO ZAPLACENI FASTENERY SMET NEPLATNY THE ZARUKA.
TENTO ZARIZENI MUSI BYT ELEKTRICKY UZEMNEN.

NA ZABRANIT OHEN NEBO SOKOVAT NEBEZPECI, DELAT NE ODHALIT TENTO
PRISTROJ NA DEST NEBO



VLHKOST.

ZARIZENI JE NE NA BYT POUZITY TAK JAKO A KOMPONENT Z A ZIVOT PODPERA,
PODPORA SYSTEM.

Zivot Podpéra, podpora zaiizeni nebo systémy jsou zafizeni nebo systémy ze Podpéra, podpora
nebo udrzet zivot, a

jehoz selhani na provést umét byt rozumné ocekavany na vysledek v A vyznamny zranéni nebo
smrt na A osoba. A kriticky komponent je Zadny komponent z A Zivot Podpéra, podpora pfistroj
nebo

Systém jehoz selhdni na provést umet byt rozumné ocekdvany na zplsobit the selhani z the
zivot Podpéra, podpora pfistroj nebo Systém, nebo na postihnout své bezpecnost nebo ucinnost.

Laser Varovani

VAROVANI Tento piistroj vydava CDRH / IEC Ttida 2 laser a IEC T¥ida 1M svétlo. Délat ne
upteny pohled do paprsek.

Serial Cislo, Konfigurace, datum Kéd, a Upravy
Kody

The serial ¢islo oznaceni je umistén na the bezpec¢nost a dodrZovani oznaceni.
The serial ¢islo oznaceni zahrnuje the Nasledujici informace:
The serial ¢islo (SN), ktery jedine¢né identifikuje the jednotka.
The konfigurace Cislo (CN), ktery podrobnosti the stavét konfigurace.
The modifikace kédy, ktery jsou na the Ze jo z the CN Cislo a jsou A
série z 20 Cisla. KdyZ Zadny z tyto Cisla jsou blokovano ven, Ze identifikuje A modifikace
Ze byl vyrobeno na the jednotka.

Sarial number

e R
SN
YOO0000ME o
CN | How s o
OO0 vy m )
/ -
Cortiguration Modiication

Serial num ber label



Potenciél pro Radio Frekvence Ruseni na pfistroj Ukon

Oba prenosny a mobilni, pohyblivi RF komunikace zatizeni umét postihnout lékarsky elektricky
zatizeni, pocitaje v to SLS PCS. SLS PCS je zamysleny pro pouziti v the elektromagnetické
Zivotni prostredi specifikovano v the vedeni a vyrobce prohlaseni sekce.

Potencial pro Radio a Televize RuSeni

SLS PCS generuje a pouziva radio frekvence energie, a -li ne nainstalovan a pouzity
spravné, Ze je, v prisny v souladu s the vyrobce instrukce, smét zpUsobit
ruSeni na radio a televize recepce. To ma byl typ testovano a nalezeno na
vyhovét s Trida A emise limity pro A vypocetni pfistroj v v souladu s the
Specifikace v Hlava J z Cast 15 z FCC Pravidla, ktery jsou navrien na poskytnout
rozumné ochrana proti takovy ruseni kdyz provozni v A komeréni
Zivotni prostredi. SLS PCS je ne zamysleny pro pouZiti v A obytny Trida A Zivotni prostredi.
SLS PCS vyZzaduje A |ékafsky napajeni / zem. Li vase SLS déla zpUsobit ruseni na radio nebo
televize recepce, vy jsou povzbuzovan na Snaz se na opravit the ruseni podle jeden nebo vice z
the Nasledujici opatreni:

Pfeorientovat the pfijem anténa

Premistit SLS PCS s respekt na the pfijimac

Li nutné, vy by mél konzultovat Codonics Technicky Podpéra, podpora nebo an zkuseny

radio / televize technik pro dalsi navrhy. Vy smét nalézt the Nasledujici broZur pfipraveny podle
the Federdlni komunikace Komise ochotny: Jak na Identifikovat a Odhodldni Radio-TV Ruseni
Problémy. Tento brozur je k dispozici z the NAS. VIadda Tisk KancelaF, Washington, DC. 20402,
Skladem Ne. 004-000-00345-4.

Tento produkt je v shoda s the ochrana poZadavky z ES Rada smérnice

MDR 2017/745 / EU (CE) o sblizovani pravnich predpisl ¢lenskych statl tykajicich se
zdravotnickych prostfedkl. Tento vyrobek spliiuje limity tfidy A normy IEC 60601-1-2 pro
profesionalni zdravotnicka zafizeni a CISPR 11. Prohldseni o shodé s poZzadavky smérnice bylo
podepsanoCodonics svérdk prezident.

Vedeni Ohledne Elektromagnetické Emise a Imunita

Vhodny prosttedi jsou tak jako nésleduje:
SLS5501 je zamysleny pro pouZiti v nemocnice a klinicky prostfedi poc¢itaje v to provozni
pokoje a the peroperacni zivotni prostiedi.
SLS550i ma ne byl hodnoceno pro pouziti u HF chirurgicky zafizeni. Li pouziti u HF
chirurgicky zatizeni je Zadouci, the uzivatel je odpovédny pro ovérovani spravné tkon



z the SLS550i. Li SLS550i déla ne provést spravné v tento zivotni prostiedi, prestéhovat
se the

SLS550i dal z the zdroj z the elektromagnetické ruseni.

SLS5501 ma ne byl hodnoceno pro pouziti v nouzovy lékaisky vozidla nebo v obytny

Aaplikace.

POZNAMKA: Diky vlastnostem vysokofrekven¢nich emisi tohoto zatizeni je toto zatizeni
vhodné pro pouziti v primyslovych oblastech a nemocnicich (CISPR 11 tfida A). Pokud se
pouziva v reziden¢nim prostiedi (pro které je obvykle vyzadovana CISPR 11 tfida B), nemusi
toto zafizeni poskytovat dostateCnou ochranu pro vysokofrekvencni komunikacni sluzby.
Uzivatel moZna bude muset pfijmout zmirfujici opatteni, jako je pfemisténi nebo preorientovani
zatizeni.

Tak jako A Podpéra, podpora piistroj, SLS5501 déla ne poskytnout nezbytny vykon.

VAROVANI Pouziti z tento zatizeni ptilehly na nebo skladany s jiny zaiizeni by mél byt
vyhnout se protoZe to mohl vysledek v nevhodny ukon. Li takovy pouziti je nutné, tento zafizeni
a the jiny zatizeni by mél byt pozorovano na ovéfit Ze ony jsou provozni normalné.

VAROVANI Pouziti z PfisluSenstvi, méniée a kabely jiny nez ty specifikovano nebo pokud podle
the vyrobce z tento zarizeni mohl vysledek v zvysil elektromagnetické emise nebo snizil
elektromagnetické imunita z tento zafizeni a vysledek v nevhodny ukon.

VAROVANI Prenosny RF komunikace zafizeni (poéitaje v to periferni zafizeni takovy tak jako
anténa kabely a externi antény) by mél byt pouzity Ne blize nez 30 cm (12 palce) na zadny €ast z
the SLS550i, své kabely, nebo PrisluSenstvi. V opaéném piipadé, degradace z the vykon z tento
zarizeni mohl vysledek.

Elektromagnetické Emise Standardy a Test Uroveri



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

Elektromagnetické Imunita Standardy a Test Urovné

Electrostatic Discharge +-8 kV contact

[EC E1000-4-2 +-2 KV, -4 KV, +-8 KV, +-15 KV air
Radiated RF Immunity 3Vim

[EC 61000-4-3 80 MHz - 27 GHz

80% AM at 1 kHz

Proximity fields from RF Complies
wirelogs 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

Bezpecnost Opatfeni

o Nikdy pfipojit the zafizeni externi Napajeni zasobovani na zadny zasuvka nebo Napajeni
zasobovani ze ma A Napéti nebo frekvence odliSny nez Ze specifikovano (100 - 240 VAC,
50/60 Hz). Pouziti pouze the externi Napajeni zasobovani pokud s the pristroj (CodoniCs
¢ast Number SLS-PS).

¢ Kdyz vyména the pristroj, vzdy Napajeni to dolti (viz na "Napajeni."” Vypnuto the Systém")
a odpojit the AC Napajeni kabel predchozi na servis to.

o Poskozeni na A Napdajeni kabel je A ohen a Sokovat nebezpedi. Kdyz odpojeni A Napajeni
Sndra, drzet to podle the zastréka pouze a odstranit the zastréka opatrné.

¢ Li A Napajeni kabel nebo externi Napajeni zasobovani potieby na byt vyménit, nahradit to
pouze wi dalSi Codonics Napajeni kabel nebo Codonics externi Napajeni zasobovani.
Alternativné, nahradit to s A Napajeni kabel nebo externi Napajeni zasobovani vyroben
konkrétné pro vase Napajeni konfigurace.

o Li the pfristroj je kouieni nebo tvorba neobvykly zvuky, Nap4jeni vypnuto a odpojit the
pristroj ihned.

o Délat ne vlozit zahranicni, cizi predméty z zadny druh do the pristroj; déla tak umét
predstavovat A bezpeénost nebezpeci a zplsobit rozsahly poskozeni.

o Délat ne misto zadny tekuty kontejnery na the pristroj. Li, pro néjaky diivod, tekuty seep
do the pristroj, Napajeni vypnuto the pristroj a odpojit the Napajeni kabel z the zdroj
zasuvka. Li pouzity bez brat opravny opatreni, the pfistroj smét byt poskozeny.

o Délat ne odhalit the pfistroj na hoflavy plyny v koncentrace vysoky dost na zpusobit ohen
nebo vybuch.

Umisténi Opatreni



e The provozni okolni teplotarozsah z SLS PCS je 15-30 ° C (59-86 ° F), s A relativni vihkost
vzduchu z 20% - 80%.

o LiSLS PCS je prestéhovala rychle z an velmi Studeny umisténi na A ohfivac jeden,
Chustota je pravdépodobné na formular. Délat ne pouziti SLS PCS -li kondenzace ma
vytvoren.

o Pockejte dokud the kondenzace ma odpafri se. Vy umét Rychlost nahoru the vyparovani
€as podle stéhovani SLS PCS na A susi¢ka umisténi.

o Délat ne misto SLS PCS v A umisténi s vysoky vihkost vzduchu nebo vysoky prach. Ve
vzduchu Spina ¢astice umét zpusobit tisk kvalitni problémy. Vyhybat se umisténi SLS PCS
v umisténi kde vétrani kanaly, otevieno dvere, nebo ¢asté kolemjdouci mohl odhalit SLS
PCS a stitky na vysoky urovné z trosky.

o Délat ne lokalizovat SLS PCS v horké prameny oblastech kde vodik sulfid a kyselé ionty
jsou pravdépodobné na byt generovano.

o Délat ne lokalizovat SLS PCS kde tam jsou mastny vypary a pary.

o Délat ne lokalizovat SLS PCS v Piimo slunecni svétlo.

o Délat ne lokalizovat SLS PCS u Zdroje z vysoky RF energie.

o Délat ne lokalizovat SLS PCS kde to mohl byt predmét na nepfrijemné nebo vibrace, takovy
tak jako A still nebo lavice v A vysoky provoz plocha. Jarring a vibrace umét postihnout
the tisk kvalitni z Stitky.

o Lipouzitim A VESA pripojit na pripojit the pfistroj na A zed’, vydrzet, nebo anestézie
zasobovani vozik, viz na the VESA Montaz Rozhrani Standard (MIS), k dispozici v
www.vesa.org, pro spravné umisténi a instalace informace.

Cisténi Opatreni

Na vyhybat se poSkozeni na the pfistroj, pozorovat the Nasledujici VSeobecné opatreni pro
cCisténi
the pfistroj:
« Apply the Cistié na A &isty, netfepici, nezmolkujici tkanina Fprvni a pak &isty the pfistroj.
e Tekuty aplikovany pfimo na the pfistroj mohl mozna unikat uvnitf the pristroj a zptsobit
poskozeni. Pouziti dalSi Pozor kdyz ciSténi kolem the vétraci otvory na the zadni z the
Dotykova obrazovka a mluvgi.
¢ Dovolit the pristroj na zcela suchy pied provozni to znovu.
¢ Mnoho plasticky komponenty jsou pouzity v SLS PCS konstrukce. Kabat skvrnity a
deformace je pravdépodobné na nastat -li the pfistroj je otiel s chemikalie prachovky,
benzen, fedidla, insekticidy, nebo jiny rozpoustédla. Guma a PVC materialy vlevo, odjet v
Kontakt s SLS PCS pro prodlouzena obdobi z ¢as vile zpusobit poskozeni. Nikdy pouziti
na bazi ropy reseni nebo brusny ¢istici prostredky.
¢ Nikdy pouziti brusny material.
koncentrace.

o Délat ne dovolit the ¢isténi ¢inidlo na zlstat na the pfistroj povrchy. Otrete to vypnuto
ihned s A netrepici, nezmolkujici tkanina navihéeny s voda.

Pro ¢isténi instrukce, viz na "Cisténi the Ohrada".



To je doporuceno Ze vy dezinfikovat the produkt pouze kdyZz nutné tak jako odhodlany podle
vase nemocnice politika, na vyhybat se dlouhodoby poskozeni na the produkt.

The piistroj musi byt vy¢istit Prvni, tak jako popsano v "Cisténi the Ohrada", pfed pouzitim A
Vseobecné dezinfekce Cinidlo.

Cisténi the Ohrada

VAROVANI Vzdy Napajeni vypnuto the Systém pied éisténi. An elektricky Sokovat mohl nastat -li
the Systém je napajeno na a tekuty je rozlil do to.

Na Cisty the systému Ohrada, poutziti A Cisty, nettepici, nezmolkujici tkanina navlhéeny s bud’
teply voda a mirny mydlo, A zfedény ne Ziravy Cistici prostiedek, nebo jeden z the Nasleduijici
schvdleny cisténi agenti:

Amoniak: Redéni z Amoniak <3%

Alkohol: Ethanol 70%, Isopropanol 70%.

o Pres cas, inkoust prestiikat mohl shromazdit v the zakladna z the pfistroj. The pristroj
pouziva A vakuum Systém na shromazdit vétSina z tento inkoust na A série z nasyceni
Podlozky.

¢ Nakonec, tyto Podlozky mohl potieba na byt vyménit. Kontakt Codonics Technicky
Podpéra, podpora na uréit -li podlozka vyména, nahrazeni je nutné.

¢ Li inkoust ma dostal na the systému Ohrada, to umét byt vycistit s an amoniak na zakladé
okno Cisti¢ a A netiepici, nezmolkujici tkanina.

¢ Li snimani ¢arové kody je nekonzistentni nebo the pfristroj je mit obtiznost snimani, Cisty
the skeneru sklenka okno.

Dezinfekce the Ohrada

Doporuceno dezinfekce agenti zahrnout:
1 ¢ast Domacnost bélidlo a 5 ¢asti voda feseni
A-456-N
Virex Il 256
PDI Sani-Clothe

VAROVANI Codonics déla Ne tvrdi ohledné the tuéinnost z the uvedené Chemikalie nebo metody
tak jako A prostiedek z ovladani infekce. Konzultovat vase nemocnice infekce fizeni distojnik
nebo epidemiolog.

Dezinfekce Opatreni



Na vyhybat se poSkozeni na the pfistroj, pozorovat the Nasledujici VSeobecné opatfeni pro
dezinfekce the pfistro;j:
o Délat ne pouziti Povodin, Sagrotan, nebo Mucocit dezinfekce agenti nebo silny
rozpoustédla (pro priklad, aceton).

o Délat ne pouziti zadny dezinfekce agenti Zze korodovat nebo poskozeni polykarbonat.

Meédia Opatieni

¢ Nezadouci stitky by mél byt zniéeno nebo zlikvidovan z na zajistit ze nevhodny labels jsou
ne pouzity.

¢ Pouze pouziti Codonics inkoust kazety a Stitky na zajistit spravné ukon z the dzafizeni a
spravné Znaéeni z stiikacky. Pouzitim neschvaleno inkoust kazety a labels mohl Vést na
neprijatelny Vysledek, poéitaje v to chudy tisk kvalitni a chudy oznaéeni pfilnavost na
strikacky.

¢ Poskozeni z neschvaleno inkoust nebo stitky vile prazdnota the zaruka.

¢ Nikdy doplinit inkoust kazety, tak jako tento umét vysledek v nespravny barva pouzivani.

Likvidace Pozadavky

Likvidace z tento produkt a spotiebni material musi byt v v souladu s VSechno pouzitelny
zakony a predpisy v ucinek v the lokalita v the Cas z likvidace. Pro dalsi informace, viz
Nebezpecny Material Informace.

evropsky Likvidace Pozadavky

Codonics zobrazovace a elektronicky doplnék zafizeni jsou ne na byt zlikvidovan nebo
recyklovany;
spiSe ony jsou na byt vratil na the vyrobce. Kontakt Codonics pfimo nebo podle the
odkaz pokud pro the nejnové;si informace Pokud jde o:
Identifikace z the specifické pro zemi Dovozce / Distributor / Producent
Produkt vratit se a Ié¢ba z nas elektronicky produkty

Vyrobce: Kodonika Inc.

17991 Englewood Ridit
Middleburg Vysky, ACH 44130 USA
Telefon: +1 440.243.1198

Fax: +1 440,243,1334

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

Codonics elektronicky produkty a PfisluSenstvi loZisko the Nasledujici symbol jsou pfedmét na
evropsky Smérnice na Odpad Elektricky a Elektronicky Zatizeni (WEEE) 2002/96 / ES,



pozménéno podle Smérnice 2003/108 / ES. The EN 50419 symbol oznaduje samostatny sbirka a
vratit se PoZzadované.

EN 50419 symbol

Indikace pro PouZziti
pristroj Popis

Lék pfiprava a sprava v the peroperacni Zivotni prostredi jsou integralni

aspekty z anesteziolog trpélivi péce odpovédnosti. The Kodonika Bezpecny Oznaceni Systém
(SLS) je jednoduchy, integrovany systém vyuzZivajici ¢tecku ¢arovych kédu ke ¢teni a potvrzovani
identity léku z FDA NDC (National Drug Code) a dalsich ¢arovych kodu ID 1€k z nddob na léky a
automaticky tiskne Stitky pro pripravené léky a dalsi polozky pouzivané na pacientech béhem
chirurgické zakroky. Stitky jsou v souladu s ndrodnimi predpisy zaméfenymi na zlepseni
bezpecnosti |éCiv v perioperacnim prostiedi.

The software komponenty poskytnout funkce pro snimani kontejner ¢arové kody; vytvareni,
revize, a schvalovani the v nemocnici povyseni z A formule databaze;

zobrazeni na obrazovce a zvukové potvrzeni typu léku; a tisk Stitki kompatibilnich s obsahem a
barvam ISO, ASTM a TJC (The Joint Commission) s ¢arovymi kédy 1D a / nebo 2D. Systém cte
¢arové kédy kontejner( na léky a vyrabi vodéodolné barevné stitky. Systém lze integrovat tak,
aby fungoval s pracovnim tokem systému Anesthesia Information Management System (AIMS),
ktery poskytuje dokumentaci poddvani Iéku v realném case pfi ¢teni 1D nebo 2D ¢arového kédu
strikacky. K systému lze ptistupovat a spravovat jej prostrednictvim sité (Ethernet nebo Wi-Fi).

pristroj Vlastnosti

The poutziti z 1ék tfida charakteristicky vzor a barva za ASTM D4774 a ISO 28625

Specifikace pro Uzivatel Aplikovany Lék Stitky v Anesteziologie je konfigurovatelny podle
stranky a datova sada. Receptury (datové sady) jsou jedine¢né pojmenovany konfigurace zZe
smét lisit v drogy, barvy, fedéni, a komentare na ubytovat odlisny praktiky v rdamci A

singl stranky nebo nemocnice (pro ptiklad, pediatrické proti srdecni).

Dalsi pouziva zahrnout produkujici Stitky pro IV a jiny artefakty pouzity v priibéhu A chirurgicky
postup.



The Codonics SLS je obvykle umistén v, nicméné ne omezeny na, the peroperacni
Zivotni prostredi na identifikovat stfikacky pripraveny pro anesteziologie pouziti v priibéhu
chirurgicka operace.

Typicky uZivatel( z tento Systém jsou vyskoleni profesionalové, pocitaje v to ale ne omezeny na
|ékafi, zdravotni sestry, a technici.

The hlavni, dllezity charakteristiky a funkce z the rodina z zafizeni zahrnout:

e Snimani the Iék kontejner ¢arovy kéd pifimo z A lahvi¢ka nebo jiny typ z kontejner

e Dekédovani the vydano vyrobcem ¢arovy kéd do the Pozadované FDA Narodni Lék Kéd
(NDC) nebo Unikatni Lék Identifikator (UDI) €islo

e S odkazem the NDC / UDI ¢gislo na A spravovano webem formule vzhlédnout databaze

e Poskytovani Zvuk a V souladu s ISO vizualni "¢ist pozpatku" z the 1ék nazev

e Poskytovani an vystraha -li the Iék kontejner je uvedené tak jako ,,Odvolan / zastaraly“ v
the stranky formule

¢ Tisk an snadno ¢itelny, voda odolny ISO 26825 v souladu barva oznaéeni Setkani The
Kloub Komise Iéky fizeni standardy a the American Spoleénost z Anesteziologové pokyny
pro Znaceni

o Poskytovani the zakladni informace podle ktery the tiStény oznaceni ¢arovy kéd umét byt
gist tO dokument léky sprava v an CILE

o Tisk Stitky s vlozeni a vyprSeni datum a ¢as pro IV radky

pristroj Indikace pro PouZiti Tvrzeni: Pfedpis PouZiti pristroj

The Codonics SLS PCS pfistroj a SLS software poskytuje A jednoduchy na pocitaci ¢arovy kéd
snimdni a tisk Systém na automaticky ovéfrit |ék identita z NDC a jiny Iék kontejner UDI ¢arové
kody, a na tisk Stitky pro pripraveny léky a jiny polozky v pouZiti na pacient( v pribéhu
chirurgicky postupy.

The Codonics SLS PCS je obvykle umistén v, nicméné ne omezeny na, the peroperacni Zivotni
prostiedi na identifikovat sttikacky pfipraveny pro anesteziologie pouziti v pribéhu chirurgicka
operace. Dalsi pouZiva zahrnout produkujici Stitky pro IV a jiny artefakty pouZity v priabéhu A
chirurgicky postup. SLS PCS umét taky byt pouZzity na tisk "Nechirurgicky." Zivotni prostredi"
barva a text Stitky tak jako PoZadované. Typicky uzivatel(l z tento Systém jsou vyskoleni
profesionalové, pocitaje v to ale ne omezeny na lékafi, zdravotni sestry, a technici.

POZOR Federalni zakon omezuje tento pfistroj na byt prodano pro pouziti podle nebo na the objednat z
A lékar.

Nebezpecny Material Informace

Materialy z Konstrukce



Codonics ma soubor velmi pfisny standardy pro hodnotici produkty na zajistit the marketing z
regulacni v souladu produkty celosvétové.

My délat ne zamérné pridat, ani jsou my védom, Ze the produkty nebo obal obsahovat the
Nasledujici materialy:

¢ Rtut, az na tak jako pouzity v svitilna aplikace (pro pfiklad, snimani lampy, podsviceny
LCD).

o Kadmium, az na tak jako pouzity tak jako tlusty film inkousty na tistény obvod desky.

« Sestimocny Chrom, az na tak jako pouzity tak jako tlusty film inkousty na ti$tény obvod
desky, tak jako chromat konverze natéry na kov povrchy, a tak jako A fotorezist na sklenka
panely z katoda paprsek trubky.

¢ Polybromované difenyl ethery a polybromované bifenyly.

¢ Biologicky dostupné arsen (maly mnozstvi z arsen pouzity v sklenka, LED, a polovodice
jsou ne povazovano na byt biologicky dostupné).

e Biologicky dostupné krystalicky oxid kiemicity (maly mnozstvi z krystalicky oxid kiemicity
jsou pouzity v Cjisté barvy, natéry, a plnivo materialy).

e Polychlorované bifenyly (PCB).

e Azbest.

¢ Organické cin (ne pouzity v cin Vést pajka aplikace).

o Poskozovani ozoénu latky takovy tak jako chlorfluoruhlovodiky, methyl chloroform, And
uhlik tetrachlorid.

Vyrobni

V prubéhu vyrobni operace Ze vyrobit Codonics produkty (pocitaje v to obal), Ne ozén vycerpani
latky (takovy tak jako chlorfluoruhlovodiky, methyl chloroform, a uhlik tetrachlorid) jsou
pouZity.

Specifikace

Systém: Integrovany kapacitni dotek obrazovka pocitac, 2D ¢arovy kéd skener, barva inkoust proud tiskarna, Zvuk
zpétna vazba, a ustanoveni pro A sit rozhrani

Inkoust Kazety: Jeden barva kazeta (CMY)

SmartDrive: USB blikat Fidit pro skladovani konfigurace data, formule databaze, log soubory

Citelny Céarové kody: GS1 DataBar Omezeny (RSS Omezeny), GS1 DataBar Skladany (RSS-14 Skladany), GS1-
128,

UPC-A, Data Matice, Kod 128, Kéd 128 ¢arové kody s GS1-128, Kod 39, Kaod 32,

IFT-14, Prokladané 2 z 5, EAN-8, EAN-13

Zapisovatelny Carové kody: Data Matice

Sit Rozhrani: Ethernet (RJ-45), zahrnuta Standard

Wi-Fi (USB-2 adaptér), volitelny, k dispozici z Codonics

Sit Rychlosti: Ethernet, plny duplex 100 Base-T pouze

Wi-Fi, 802.11b/g/n (2.4 GHz) a802.11a/n/ac (5.0 GHz)

Sit Protokoly: SSH (Zajistit Shell) a SCP (Zajistit Kopirovat)

Pouzity na pfistup SLS PCS z Codonics-autorizovany aplikace

Rozméry: Vyska: 16.5 v. (41,9 cm)

Sitka: 10.43 v. (26.5 cm)



Hloubka: 15,67 v. (39,8 cm)
Hmotnost: 14.5 Ibs (6.6 kg)

Napajeni: Univerzalni Vstup: 100-240 VAC, 50/60 Hz

Zivotni prostFedi: Provozni:

Teplota: 15-30 ° C (59-86 ° F)

Vlhkost vzduchu: 20% —80% nekondenzujici

Lodni doprava a Ulozny prostor:

Nadmorska vyska: Mofe Urover na 5790 m

Teplota (Hardware): -22,2-51 ° C (-8-123,8 ° F)

Teplota (Inkoust Kazeta a Oznacéeni Média): 1-43 ° C (34-110 ° F)

Vlhkost vzduchu (Hardware): 5% - 85% nekondenzujici

Vlhkost vzduchu (Inkoust Kazeta a Oznaceni Média): 5% - 80% nekondenzujici

Lékarsky Dodrzovani FDA vymazano na trh za 510 (k) K101439 Tfida I, MDR CE (Ttida Ja),
a Regulaéni: GMP / QSR ISO 13485: 2016, Bezpecnost IEC 60601-1 a EMC IEC 60601-1-2 pro Profesionalni
Zdravotni péce zafizeni

Klasifikace: Trida Il zafizeni, Produkt Kéd BSZ, Natizeni Cislo 868,5160

POZOR Federalni zakon omezuje tento pfistroj na byt prodano pro pouziti podle nebo na the objednat z
A lékar

Soucasti

Rozbaleno Soucdsti



1. Safe Label System

2. Oznaceni média naboje

3. Vystup zasobnik

4. SmartDrive

5. Uzivatel Manual disk

6. Odkaz pravodce a jiny dokumentace
7. Externi Napgjeni zdsobovani a kabel

8.Ethernet kabel

Predni Soucdsti




cobonucs
SLS 5501

Safe Label System

1. Dotek obrazovka USB pristav 1
2. Zvuk mluvgi

3. Systém Napajeni VEDENY

4. Vystup zasobnik (nainstalovano)
5. Dotek obrazovka

6. ¢arovy kod skener

7. Zadni Pokryt

8. Predni Pokryt

Soucasti Uvnitr Predni Pokryt
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1. Inkoust knoflik
2. Zatizeni aletén
3. Vylozit knoflik
4. Inkoust kazeta vozik

5. Oznaceni cutter

VAROVANI: Kdyz the piedni Pokryt je otevieno, vyhybat se Kontakt s the oznaéeni
fezacka.

Zadni Soucdsti



1. SmartDrive USB pfistav2

2. Ethernet pristav
3. USB porty
4. Napajeni vstup pristav

5. Napajeni prepinac¢

Dotek Obrazovka Soucdsti




1. Napéjeni LED
2. Resetovat knoflik
3. USB pristav

Wi-Fi Adaptéer USB Port

|
E— TJ

—_—

1. USB pristav pro Wi-Fi adaptér (dno piredni ze jo roh z the SLS



Hardware Zalozit

POZOR: Pouze vyskoleni uzivateld by mél Nainstalujte a konfigurovat the Systém.

Ethernet Kabel (Volitelny)

1. Pfipojit the Ethernet kabel na A rozbo€ovac nebo zasuvka Ze je pfipojeno na the sit.

2. Pripajit the jiny konec z the Ethernet kabel na the SLS.

POZNAMKA: Pro informace o konfigurovani SLS Ethernet sit’ nastaveni, viz na the SLS Uzivatel
Manual v1.3.0.

POZOR: The SLS podporuje pouze jeden sit’ spojeni v A ¢as, bud’ Ethernet nebo Wi-Fi. Délat ne
pripojit oba an Ethernet kabel a the Wi-Fi adaptér v the stejny ¢as.



Wi-Fi Adaptér (Volitelny)

1. Vlozit the Wi-Fi adaptér do the USB pfistav v the dno pfedni zZe jo roh z the SLS.

POZNAMKA: Pro informace o konfigurovani SLS Wi-Fi sit’ nastaveni, viz na the SLS Uzivatel
Manual v1.3.0.

POZOR: The SLS podporuje pouze jeden sit’ spojeni v A ¢as, bud’ Ethernet nebo Wi-Fi. Délat ne
pripojit oba an Ethesit’ kabel a the Wi-Fi adaptér v the stejny ¢as.

Napdjeni, SmartDrive

1. Misto the SLS na A pevny uroven povrch.




2. Otacet se the Napajeni pfepina¢ na vypnuto.

3. Pripojit the externi Napajeni zdsobovani.

A VAROVANI: The Napajeni kabel pfipojeno na the SLS je the hlavni odpojit pro the
Systém.

& VAROVANI: Zaklady spolehlivost umét byt dosazeno pouze kdyz the SLS je pfipojeno na
A nadoba vyrazny "Nemocnice Pouze" (ze je, "Nemocnice Skolni znamka").

& VAROVANI: Délat ne dotek A trpélivi zatimco taky pfFistup SLS vnitfni komponenty ze
jsou pod the pristup kryty.



4. Vlozit the SmartDrive.

5. VloZit the vystup zasobnik.

Spusténi



1. OtacCet se na the Napajeni pfepinac.

Are the date and time correct?

03/09/2011 12:09

2. Potvrdit nebo upravit the datum a ¢€as.

3. The prihlasit se vyzva displeje.

Scan User Badge or Enter User ID to Log In

J

Make User Badge

~ /7 7 Ve Ve °
nacitani Media
POZNAMKA: Pouziti pouze Codonics- dodano média.
Na objednat média, Kontakt Codonics Z&kaznik Servis v:

Phone:+1.440.243.1198




Fax:+1.440,243,1334
Toll Volny, uvolnit:800,444.1198 (USA pouze)
Web Stranky:www.codonics.com

Instalace the Inkoust Kazeta

1. Otevieno the pfedni Pokryt.

2. lis the Inkoust knoflik.

3. PocCkejte pro the inkoust kazeta vozik na Dokongit st&éhovani.

4. Otevreno the inkoust kazeta vozik.

5. Odstranit the paska ze kryty the inkoust kazeta tisk hlava.



7. Zaviit the inkoust kazeta vozik.

8. lis the Inkoust knoflik.

9. Zaviit the pfedni Pokryt.
nacitani Oznaceni Média

1.0tevieno the zadni Pokryt.

2.Vlozit the oznaceni média naboje.



3. Misto the oznaceni média a naboje v the média pravodci.

4. Upravit the média pravodci. Oznaceni média by mél byt zajistit ale jesté porad
schopny na otacet se svobodné.

5. Misto the oznaceni média nize the média privodci a do the podavac slot.

o @

6. Krmit the oznaceni média dokud the SLS automaticky krmeni to pfes the média
cesta. Vy mohl potfeba na drzet the oznaceni média v misto pro A malo sekundy.

POZNAMKA: Li the SLS selze na krmit the oznaéeni média, otevieno the predni Pokryt, lis the
Vylozit knoflik, odstranit the média z the média cesta, PoCkejte dokud the média cesta valecky

stop predeni, a Snaz se nacitani the média znovu.

7. Zavfit the zadni Pokryt.

Prinlasit se



Tvorba A Uzivatel Odznak

Scan User Badge or Enter User ID to Log In

(12254

Make User Badge —@

1. V the Prihlasit se vyzva, lis the Udélat Uzivatel Odznak knoflik.

Enter User Badge Information
Full Name: l |

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

Please enter Full Name.

e ) G
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2. Enter va$e uzivatel informace.
POZNAMKA: The Zaméstnanec ID musi byt unikatni mezi the SLS uzivateli.

POZNAMKA: The KOLIK umét byt nahoru na deset &islice dlouho. Li the
Systém je ne nakonfigurovan na vyzadovat A KOLIK, pak vy vile ne byt vyzva
na vstoupit A KOLIK.

3. lis the Tisk knoflik.

ProtokolovAdni v



Scan User Badge or Enter User ID to Log In

Make User Badge

1. V the Prihlasit se vyzva, skenovat vase uzivatel odznak ¢arovy kod nebo ruéné
vstoupit vase uzivatel ID.



Enter PIN

e—
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2. Li the Systém je nakonfigurovan na vyZzadovat A KOLIK, vstoupit vase KOLIK.
POZNAMKA: The KOLIK umét byt nahoru na deset éislice dlouho.

3. lis the Enter knoflik.

Li A test oznaceni je tiStény, vy jsou vyzva na potvrdit Ze the test oznaceni tistény
spravne.

Confirm: Did the label print correctly?

Test Print

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

4. Kontrolovat the test oznaceni.

5. Li the test oznaceni tiStény spravng, lis the Ano knoflik. The Systém je pfipraven
pro pouziti.

Li the test oznaceni délal ne tisk spravné, lis the Ne knoflik. Nasledovat the na
obrazovce instrukce.



Dotek Obrazovka Uzivatel
RozhraniE

299 <?<? ??_

1. Oznaceni typ tlacitka

2. VEDENY postaveni ukazatele
3. Hlasitost Ignorovano ikona
4. Systém postaveni zprava

5. Systém informace knoflik

6. Utility knoflik

7. Uzivatel inicialy

8. Odhlésit se knoflik

9. Redit prepinaé¢

10. Aktualni datum a ¢as

Tisk A Strikacka Oznaceni -
/akladni Pouziti



POZOR: Ton formule pouzity na the SLS by mél byt jeden ze byl vytvoreno podle the Systém
spravce a schvaleny pro pouziti.

03/09/2011 13:02

1. lis the Stfikacka oznaceni knoflik.

2. Na zahrnout Fedéni informace, lis the Redit pfepinaé na otadet se to na.

3. Skenovat the Iék kontejner Carovy kod.



Fentanyl
Choose a dilution.
Concentration Diluent

10 meei/ml Naormal Saling
>

@ 5 mcg/mL ‘ D5W

Other Other

O— .

4. Li the Vybrat A Redéni vyzva displeje, vybrat A koncentrace a fedici.
VAROVANI: SLS uzivateld jsou odpovédny pro vypoéet a vybér the opravit koncentrace a fedici.
5. lis the OK knoflik.

Li the Systém je nakonfigurovan na vyzadovat potvrzeni pfed tisk the oznaceni, A
potvrzeni vyzva displeje.

fentaNYL ﬁg

Prepared: 12/08/2011 16:14 By: ADN| %

Explres 12/09/2011 16:14 E&
50 mcg/mL

@ Cancel
12/08/2011 16:14

POZNAMKA: The oznaéeni potvrzeni vyzva je zobrazi se pro bezpeénost divodu na zajistit ze the
opravit Iék informace je bytost tistény.

6. lis the Tisk knoflik na potvrdit a tisk the oznaceni.
7. Nacist the tistény oznaceni z the vystup zasobnik.

Li the Systém je nakonfigurovan na vyzadovat potvrzeni po tisk the oznaceni, A
potvrzeni vyzva displeje.



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

POZNAMKA: The oznaéeni potvrzeni vyzva je zobrazi se pro bezpeénost diivodil na zajistit ze the
oznacéeni ma byl tistény spravné.

8. Po revize the oznaceni a the obrazovka Zobrazit, provést jeden z the Nasleduijici

kroky:

o Skenovat the ¢arovy kéd na the tiStény oznaceni. Li the ¢arovy kéd je opravit, the Systém
oznacuje tento a the postup je kompletni.

e Livyumeét vidét ze the oznaceni délal ne tisk spravné, lis the Ne knoflik. Nasledovat the na
obrazovce instrukce.

e Livyjsou ne schopny na skenovat the ¢arovy kéd, lis the Nelze na Skenovat knoflik.
Nasledovat the na obrazovce névods.

VAROVANI: Na vyhybat se chybné oznaéeni stiikacky, udélat Tak uréité ze vy ihned pfipevnit the
opravit oznaceni na the odpovidajici strikacka.

VAROVANI: Nespravny stiikacka stitky by mél byt zni¢eno nebo zlikvidovan z na zajistit ze ony
jsou ne pouzity.

Tisk A Strikacka Oznaceni -
PokrocCily Operace

Vhodny Kontejner ID

Po snimani the |ék kontejner ¢arovy kaéd, -li tam jsou ndsobek vhodny Iéky s the stejny Kontejner
ID, ony jsou zobrazi se.



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

Ondansetron 2 mg/mL

Propofol 10 mg/mL

e Litheopravit Iék je zobrazeno, vybrat to a pak lis the OK knoflik.

e Litheopravitlék je ne zobrazi se, lis the Ne Nalezeno knoflik. The postup kon€i. Kontakt
vase SLS system Aspravce nebo Codonics Technicky Podpéra, podpora
(+1.440.243.1198).

Na zruseni the ukon, lis the zruseni knoflik.

Mopovono Mistr ID (USA Pouze)

Po snimani the Iék kontejner €arovy kod, -li the Kontejner ID ze byl naskenovany umét byt
zmapovano na vice nez jeden Mistr ID, ty Iéky jsou zobrazi se.

@ Choose a drug to LEARN

Ketorolac 30 mg/mL

Propofol 10 mg/mL

I
| e | it

e Lithe opravit Iék je zobrazeno, vybrat to a pak lis the OK knoflik.

o Lithe opravit Iék je ne nalezeno, lis the Ne Nalezeno knoflik. The postup konci. Kontakt
vasSe SLS Systém spravce nebo Codonics Technicky Podpéra, podpora (+1.440.243.1198).

e Na zruseni the ukon, lis the zruseni knoflik.

Lék Ovéreni

Li the Iék ma ne byl dfive ovéfeno na zajistit ze the 1€k kontejner informace je the stejny tak jako
the Iék informace v the formule, A ovéreni vyzva displeje.

POZNAMKA: The ovéeni vyzva pouze dojde jednou pro kazdy Iék, kdyz své kontejner éarovy kod
je naskenovany pro the Prvni ¢as.



Is this the correct drug?
Lorazepam 2 mg/mL

s | o | |

o Lithe Iék informace je opravit, lis the Ano knoflik. Vy jsou vyzva znovu na potvrdit ze the
Iék informace je opravit.

e Lithe Iék informace je ne opravit, lis the Ne knoflik. Vy jsou vyzva znovu na potvrdit ze the
Iék informace je nespravny.
Na zruseni the ukon, lis the zruseni knoflik.

Monlforovonl Postaveni

Pristrojova deska Postaveni Informace

1. Norméalni: The Systém je pfripraven na proces nebo je zpracovava se A prace
(pro priklad, tisk).

2. Vystraha stav: The Systém umét jeSté porad proces pracovni mista ale vyzaduje
uzivatel Pozornost (pro priklad, nizky inkoust).

3. Kriticky nebo chyba stav: The Systém mohl ne byt schopny na proces pracovni
mista. The Systém vyzaduje bezprostiedni uzivatel v desetni (pro priklad, ven z
oznaceni média).

4. Ignorovano ikona: Displeje kdyz the hlasitost je ztlumeny.

5. Postaveni zpravy.

Systém Informace
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1. lis the Systém Informace ikona.

System Information

,I’ Status ] [ Printer ][ User ][ Network ” System -}——@

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

2. lis the zalozky na Pohled dalsSi informace.

Udrzba

Zobrazuji the Utility Obrazovka

6m L8 \ @ VVVVV @

¢ ||




1. lis the Utility knoflik.

The Utility obrazovka displeje. The tlaCitka jsou popsano v the stll nize.

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. Na zavfit the Utility obrazovka, lis the Utility knoflik znovu.
Clean Nozzles
Cisti the inkoust kazeta trysky

Adjust Label

Umozriuje vy na upravit the oznaceni média cesta na zajistit Zze oznaceni obsah je
spravné na stfed na the oznaceni.

Dark Print: Off / On
Sady temny tisk z Cerna text na vypnuto nebo na.
Print My Badge
Tiskne A uzivatel odznak pro the uzivatel SZO je v soucasné dobé pfihlasen v.
Calibrate Screen
Kalibruje the dotek obrazovka.
Network
Umoznuje vy na konfigurovat the sit nastaveni.
Copy Logs

Kopie Systém protokoly na A USB blikat Fidit ze je vloZzeno v the dotek obrazovka USB
pfistav 1.

Clear Errors



Vymaze se Systém chyby. Tento nastaveni by mél pouze byt pouzity podle Systém
spravci po the chyby jsou opatrné pfezkoumano.

Manage Features

UmoZhuje vy na pfidat SLS funkce.

Upravuje the dotek obrazovka jas.

Upravuje the Zvuk hlasitost.
Zuctovani A Oznaceni Dzem
1. Odstranit vaSe rukavice.
2. Otevieno the pfedni a zadni Pokryts.
3. ldentifikovat the umisténi z the zaseknuty média a pouziti the odpovidajici postup nize.

Zuctovani A Oznaceni Dzem v the Predni Média Privodce

1. Jemné odstranit the oznaceni média z pod the pfedni privodce podle tahani nahoru
the oznaceni média u the inkoust vozik.

POZOR: Aprazdnota odlupovani nahoru A oznaéeni v the média cesta. Vy mohl mit na tdhnout the
média vpred pres the fezacka na vyhybat se odlupovani A oznac€eni. Li A oznaceni je oloupany
nahoru v the média cesta, délat ne lis the lepidlo strana z the oznaceni proti the prostéradio kov
pravodci.

2. Pouziti nuzky na stfih the vlozka mezi dva Stitky podle the inkoust vozik na dovolit vy
na odstranit the zaseknuty oznaceni média.

Li Pozadované, lis the Zatizeni knoflik na zaloha the oznac¢eni média.



POZNAMKA: Niizky jsou doporuéeno pro fezani the viozka tak ze the oznaéeni média vile mit A
rovny okraj. The rovny okraj ville udélat nacitani the oznaceni média jednodussi.

3. Jemné odstranit the zaseknuty ¢ast z the oznadeni média.

4. Posouzeni the pas z stitky. Udélat Tak urcité Ze vy umét ucet pro VSechno z the Stitky a Ze Ne
Stitky jsou uvizl v the pfedni média priivodce. Vyradit the poSkozeny oznaceni média.

5. Li porce z the oznadeni média jsou jesté pofad zaseknuty v the média cesta, Napajeni vypnuto
the Systém (viz na "Vypnout a Napajeni Vypnuto®). Pouziti nekovovy pinzeta a opatrné
odstranit Zadny dal3i oznaceni média z the média cesta.

6. lis the Vylozit knoflik na zvratit zadny Cast z the oznaeni média Ze je jesté porad v the média
cesta.

7. Kontrolovat the oznaceni média. Pouziti nizky na stfih vypnuto Zadny poskozeny stitky.
8. Zavfit the pfedni Pokryt, zatizeni the oznaCeni média, a zavfit the zadni Pokryt.

Zuctovani A Oznaceni Dzem v the Zadni Média Privodce

1. ldentifikovat the umisténi z the zaseknuty média pod the zadni média privodce.

The zadni média cesta umét byt vystavena podle pouzitim the palec Srouby na odstranit the
zadni média pravodce Pokryt.

2. Pouziti nlzky na stfih the vliozka mezi dva stitky podle the inkoust vozik. Tento vile snizit the
Cislo z Stitky bytost vytahl zadni pfes the média cesta.

3. Jemné odstranit the stfih ¢ast z the oznaceni média z the pfedni média privodce a vyradit
to.

4. Pouziti ndzky na stfih the vlozka mezi the zaseknuty ¢ast z the oznaceni média a the
oznacCeni média valec.

POZNAMKA: Niizky jsou doporuéeno pro fezani the vliozka tak ze the oznaéeni média
ville mit A rovny okraj. The rovny okraj vile udélat nacitani the oznaceni média
jednodussi.

5. Jemné odstranit the zaseknuty ¢ast z the oznaceni média.



POZOR: Aprazdnota odlupovani nahoru A oznaceni v the média cesta. Li A oznaceni je
oloupany nahoru v the média cesta, délat ne lis the lepidlo strana z the oznaceni proti
the prostéradlo kov pravodci.

6. Posouzeni the pas z Stitky. Udélat Tak urcité Ze vy umét ucet pro VSechno z the Stitky a Ze
Ne Stitky jsou uvizl v the zadni média priivodce. Vyradit the poskozeny oznaceni média.

7. Li porce z the oznadeni média jsou jesté pofad zaseknuty v the média cesta, Napajeni
vypnuto the Systém (viz na "Vypnout a Napajeni Vypnuto®). Pouziti nekovovy pinzeta a
opatrné odstranit Zadny dalSi ozna¢eni média z the média cesta.

8. lis the Vylozit knoflik na zvratit zadny Cast z the oznaeni média Ze je jesté porad v the
média cesta.

9. Kontrolovat the oznaceni média. Pouziti nizky na stfih vypnuto Zadny poskozeny stitky.

10. Zavfit the pfedni Pokryt, zatizeni the oznaceni média, a zavfit the zadni Pokryt.

Instalace Aktualizace Balicky

Pouziti tento postup na ruéné Nainstalujte formule Aktualizace bali¢ky a konfigurace aktualizjedli
balicky.

POZNAMKA: Formule a konfigurace Aktualizace baliéky umét taky byt nainstalovan na dalku
pouzitim the Sprava Nastroj. Pro vice informace, viz na the SLS Sprava Nastroj Uzivatel Manual
v1.3.0.

POZOR: Instalace Systém software by mél pouze byt provedeno tak jako rezie podle Codonics
Technicky Podpéra, podpora. Délat ne pokus na Nainstalujte Systém software bez the pomoc z
Codonics Technicky Podpéra, podpora.

1. Logv.

2. Udélat Tak urcité ze the SLS je ne zpracovava se zadny tisk pracovni mista nebo
utility.
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3. Vlozit the USB blikat fidit na ktery the Aktualizace balik nebo software je nainstalovan.

Vy jsou vyzva ha potvrdit the instalace.

4. lis the Ano knoflik na pokracovat.

5. Kdyz the instalace soubory mit byl zkopirovano, odstranit the USB blikat Fidit.
Kdyz the instalace je kompletni, the Systém restartuje se automaticky.

POZOR: The SLS zakaznik je odpovédny pro zajiSténi ze the opravit formalniy a konfigurace
baliCky jsou bytost nainstalovan na the SLS.

POZOR: Praxe Standard informace technologie (TO) opatieni na chranit data spojené s the

formule (pro pfiklad, zajiSténi the obsah z the USB blikat fidit na ktery the formularulary
Aktualizace balik je ulozeno).

POZOR: The SLS zakaznik je odpovédny pro the presnost z the data v the formule, pocitaje v to
Iék data ze ma byl zkopirovan z treti strana lék databaze.



Vypnout a Napadjeni Vypnuto

1. Udélat Tak ur¢ité VSechno tisk pracovni mista mit dokoncéeno.

-SYRINGE BLANK il LINES “ v il PATIENT il |

2. lis the Log Ven knoflik.

Log Out or Shut Down System

3. lis the Drz hubu Dol knoflik.

B - Q-2

4. Kdyz vypnout je kompletni, ota€et se vypnuto the Napajeni pfepinac.



Odstranovani problému

Problém: Spusténi selze.

o Sek the externi Napajeni zasobovani a kabely.

o Sek the Napajeni prepinaé na the zadni panel.

o Ovérit ze the SmartDrive je pfipojeno.

Problém: Systém viile ne Napajeni na.
e Nahradit the externi Napdjeni zasobovani.
Problém: Prihlasit se selze.

o Ovérit the uzivatel nazev.

e Ovéfit the KOLIK.

o Ovérit ze the uzivatel odznak je opravit a ze své ¢arovy kéd kvalitni je uspokojivy.

Problém: The dotek obrazovka déla ne reagovat spravné kdyz dotkl se.

o Béh the Kalibrovat Obrazovka nastroj.

Problém: The formule selze na zatizeni nebo je neplatny.

e A Novy formule Aktualizace balik mohl mit na byt vytvoireno a naéten. Vidét vase SLS
Systém spravce.

Problém: A lék kontejner selhalo ovéreni.

¢ The Iék mohl mit na byt pfidano na nebo opraveno v the formule.

o Udélat Tak urcité ze the ¢arovy kod na the Iék je z dobry kvalitni.

e POZOR: Tento je A serialy problém. Oznamit vase SLS Systém spravce.

Problém: A test oznac¢eni nebo stfikacka oznaceni délal ne tisk spravné.

e Vyradit the ozna¢eni a Snaz se znovu.

e Lithe oznaéeni tisk kvalitni je $patny: Béh the Cisty Trysky nastroj, Nahradit the inkoust
kazeta, a Nahradit the oznaceni média.

e Lithe tisk je ne zarovnany spravné na the oznaceni, béh the Upravit Oznaceni nastroj.

e Lithe Spatné lIék informace je tiStény na the oznaceni, the Iék mohl mit na byt opraveno v
the formule. Vidét vase SLS Systém spravce.

e POZOR: Tento je A vazné problém. Oznamit vase SLS Systém spravce.

Problém: The ¢arovy kéd skener je ne snimani.

e Udaélat Tak uréité the éarovy kéd je spravné umistén. The Cervené nitkovy kiiz by mél éara
nahoru s the ¢arovy kod a the kontejner nebo stiikacka by mél byt tak jako zavfrit na the
predni Pokryt tak jako mozny.

e Vypnout the Systém z the dotek obrazovka a pak cyklus Napajeni na the Systém.

o Udélat Tak urcité the kvalitni z the ¢arovy kéd je dobry.

e Cisty the skeneru sklenka okno.

o The ¢arovy kod symbolika mohl ne byt podporovano. Kontakt Codonics Technicky
Podpéra, podpora (+1 440.243.1198)

Problém: The oznaceni média je zaseknuty.
e Prahledna the oznaéeni dzem. Viz na "Cistim." A Oznaéeni Dzem".
Problém: The SLS vile ne pfipojit na the sit’.

o Oveérit ze the Ethernet kabel nebo Wi-Fi adaptér je pripojeno.

o Oveérit ze the SLS sit’ nastaveni jsou nakonfigurovan spravné.

POZNAMKA: Pro dalsi feseni problému problémy, viz na the Safe Label System Uzivatel Manual.





