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Safe Label System®
Drug Labeling Solution

EN - English

Documentation Notice

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

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

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

Products packaging and labeling, including Graphic User Interface (GUI) for operation are
Offered in English and meet MDR, Annex |, Chapter 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 infegration 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 infernational standards in a formulary managed by pharmacy and
available at the fingertips of anyone

preparing medications

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

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

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

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

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

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

Specifications

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

(Ethernet standard, Wi-Fi optional)

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

— Concentration  Drug Mame Ciluent Message/Alert

-3

i -5

e,

i (T

il bl

o D Barcode Expirafion Dote  Preparer

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

when integroted with EMRB/ADC

Barcode for EHRSAIMS infegration



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

. ?'_F 3
The~ == 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.

Serial number

4 I
S
XXXOOOXXE o
cN | A
XXOO0(XX oy a)
/ -
cenfguraton Modiicatin

Serial num ber label

Potential for Radio Frequency Interference on Device Operation

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



Potential for Radio and Television Interference

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

Reorient the receiving antenna

Relocate SLS PCS with respect to the receiver

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

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

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

Guidance Regarding Electromagnetic Emissions and Immunity

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



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

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

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

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

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

Electromagnetic Emissions Standards and Test Level

Test/Standard Compliance

RF Emissions Group 1. Class A
CISPR 14

RF Emissicns Class A

FCC Part 15

Conductad Emissions Group 1. Clags A
CISPR 11

Harmaonic Distertion Class A

[EC 61000-3-2

Voltage Fluctuations and Flicker Complies

[EC 61000-3-3



Electromagnetic Immunity Standards and Test Levels

Electrestatic Discharge +-8 KV contact

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

|[EC 61000-4-3 80 MHz — 2.7 GHz

80% AM at 1 kHz

Proximity fields from RF Complies
wirelags aquipment

[EC 61000-4-3

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

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

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

[EC E1000-4-6 3V, 0.15 MHz — 80 MHz

&Y, inI5SM bands between 0.15 MHz and 20 MHz
80% AM at1 kHz

Magnetic Fiald Immunity 30 Adm, 50 Hz or 60 Hz

EC 61000-4-8

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

EC 61000-4-11

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).

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

o 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 If 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.



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

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

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

¢ 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 a table or
desk in a high-traffic area. Jarring and vibrations can affect the print quality of labels.

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

Cleaning Precautions

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

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

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

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

e Many plastic components are used in SLS PCS construction. Coat flecking and
deformation is likely to occur if the device is wiped with chemical dusters, benzene,
thinners, insecticides, or other solvents. Rubber and PVC materials left in contact with



SLS PCS for extended periods of time will cause damage. Never use petroleum-based
solutions or abrasive cleansers.

e Never use abrasive material.

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

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

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

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

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

Cleaning the Enclosure

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

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

Ammonia: Dilution of Ammonia <3%

Alcohol: Ethanol 70%, Isopropanol 70%.

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

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

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

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

Disinfecting the Enclosure

Recommended disinfecting agents include:
1 part household bleach and 5 parts water solution
A-456-N



Virex Il 256
PDI Sani-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:
e 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.

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

Disposal Requirements

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

European Disposal Requirements

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

Identification of the country-specific Importer/Distributor/Producer

Product return and treatment of our electronic products

Manufacturer: Codonics Inc.

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

Fax: +1 440.243.1334

E-mail: WEEE@codonics.com



www.codonics.com

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

EN 50419 symbol

Indications for Use

Device Description

Drug preparation and administration in the perioperative environment are integral

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

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

displaying on-screen and audibly confirming drug type; and printing ISO, ASTM, and 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

e Referring the NDC/UDI humber to a site-managed formulary lookup database

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

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

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

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

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

Device Indications for Use Statement: Prescription Use Device

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

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

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

Hazardous Material Information



Materials of Construction

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

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

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

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

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

e Polybrominated diphenyl ethers and polybrominated biphenyls.

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

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

e Polychlorinated biphenyls (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 1),
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



cobonmcs
SLS 5501

Safe Label System

1. Touch screen USB port 1
2. Audio speaker

3. System power LED

4. Output bin (installed)

5. Touch screen

6. Barcode scanner

7. Rear cover

8. Front cover

Components Inside Front Cover
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1. Ink button

2. Load button

3. Unload button

4. Ink cartridge carriage

5. Label cutter

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

Rear Components
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1. SmartDrive USB port 2

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

5. Power switch

Touch Screen Components



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

Wi-Fi Adapter USB Port

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

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

Ethernet Cable (Optional)

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

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

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

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



Wi-Fi Adapter (Optional)

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

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

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

Power, SmartDrive

1. Place the SLS on a solid level surface.

=] .




2. Turn the Power switch to off.

3. Connect the external power supply.

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

> B>

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

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



4. Insert the SmartDrive.

5. Insert the output bin.

Startup
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1. Turn on the Power switch.

Are the date and time correct?

03/09/2011 12:09

]
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2. Confirm or adjust the date and time.

3. The login prompt displays.

Scan User Badge or Enter User ID to Log In

Wiy
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Make User Badge

Loading Media

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

Phone: +1.440.243.1198



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

Installing the Ink Cartridge

1. Open the front cover.

2. Press the Ink button.

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

4. Open the ink cartridge carriage.

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



7. Close the ink cartridge carriage.

8. Press the Ink button.

9. Close the front cover.

Loading Label Media

1. Open the rear cover.

2. Insert the label media hubs.



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

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

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

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

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

loading the media again.

7. Close the rear cover.

Login



Making a User Badge

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

Enter User Badge Information
Full Name: | |

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

Please enter Full Name.

e e

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

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

3. Press the Print button.

Logging In



Scan User Badge or Enter User ID to Log In

Make User Badge

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



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

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

Confirm: Did the label print correctly?

Test Print

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

4. Inspect the test label.

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

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

Touch Screen User Interface



03/09/2041 13:02

. Label type buttons

. LED status indicators

. Volume Muted icon

. System status message

. System information button
. Utilities button

. User initials

. Logout button

. Dilute switch

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

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



03/09/2011 13:02

1. Press the Syringe label button.

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

A
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3. Scan the drug container barcode.



Fentanyl
Choose a dilution.
Concentration Diluent

10 meei/ml
>

@ 5 mcg/mL 1 D5W

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

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

5. Press the OK button.

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

(coponics T JOQ

fentaNYL

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

50 mcg/mL

@ Cancel
12/08/2011 16:14

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

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

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



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

fentaNYL

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

50 mcg/mL

(fF
Unable to Scan

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

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

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

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

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

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

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

Printing a Syringe Label —
Advanced Operations

Matching Container IDs

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



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

|

Ondansetron 2 mg/mL

Propofol 10 mg/mL

1

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

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

Il

Propofol 10 mg/mL

|

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

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

e To cancel the operation, press the Cancel button.

Drug Verification

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

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



Is this the correct drug?
Lorazepam 2 mg/mL

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

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

Monn‘orlng Status

Dashboard Status Information

72929

(Jcoponics [ 10 mew Q) D

SYRINGE BLANK ‘

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

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

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

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

5. Status messages.

System Information



1. Press the System Information icon.

System Information

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

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

© released. Install a released formulary.

2. Press the tabs to view additional information.

Maintenance

Displaying the Utilities Screen
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1. Press the Utilities button.

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

o

Clean Nozzles Print My Badge Copy Logs

Adjust Label Calibrate Screen Clear Errors

Utilities

Dark Print: On Network Manage Features

SYRINGE BLANK LINES v PATIENT

08/31/2011 15:56

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

Cleans the ink cartridge nozzles
Adjust Label

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

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

Clear Errors



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

Manage Features

Allows you to add SLS features.

Adjusts the touch screen brightness.

Adjusts the audio volume.

Clearing a Label Jam

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

Clearing a Label Jam in the Front Media Guide

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

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

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

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

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



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

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

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

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

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

Clearing a Label Jam in the Rear Media Guide

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

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

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

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

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

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

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

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

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



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

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

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

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

Installing Update Packages

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

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

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

1. Login.

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

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

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

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

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



Shutdown and Power Off

1. Make sure all print jobs have completed.
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2. Press the Log Out button.

Log Out or Shut Down System

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



Troubleshooting

Problem: Startup fails.
e Check the external power supply and cables.
e Check the power switch on the rear panel.
e Verify that the SmartDrive is connected.
Problem: System will not power on.
e Replace the external power supply.
Problem: Login fails.
e Verify the user name.
o Verify the PIN.
o Verify that the user badge is correct and that its barcode quality is satisfactory.
Problem: The touch screen does not respond properly when touched.
¢ Run the Calibrate Screen utility.
Problem: The formulary fails to load or is invalid.
o 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 If the label print quality is bad: Run the Clean Nozzles utility, Replace the ink cartridge, and
Replace the label media.
e If the printis not aligned properly on the label, run the Adjust Label utility.
e If the wrong drug information is printed on the label, the drug might have to be corrected
in the formulary. See your SLS system administrator.
e CAUTION: This is a serious issue. Notify your SLS system administrator.
Problem: The barcode scanner is not scanning.
e Make sure the barcode is correctly positioned. The red cross-hair should line up with the
barcode and the container or syringe should be as close to the front cover as possible.
e Shutdown the system from the touch screen and then cycle power to the system.
e Make sure the quality of the barcode is good.
¢ Clean the scanner’s glass window.
e The barcode symbology might not be supported. Contact Codonics Technical Support (+1
440.243.1198)
Problem: The label media is jammed.
¢ 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

SK - Slovencina

Dokumentéacia VSimnite si

Toto dokument je &ast’ z the EU MDR poziadavky. The Kodonika Bezpe¢né Stitok Systém® Vyrobok je a
Zdravotnicke pomécky triedy | ur€ené na pouzitie zdravotnickymi pracovnikmi. Balenie a oznaCovanie
vyrobkov vratane grafického pouzivatelského rozhrania (GUI) pre prevadzku su ponukané v anglictine a
zodpovedaju poziadavkam MDR, prilohe I, kapitole Ill, 23.4, s prihliadnutim na Skolenie a znalosti
potencialneho pouzivatela.

Web informacie, KIu¢ Technické Gdaje, Zamyslané Pouzitie, Pouzivatel Manualny Prilohy, Rychlo Start
Sprievodca a Nastavit AK TY (InStrukcie pre pouzitie) su k dispozicii v zakladné preklad pre Poslanec
Stat Jazyky. Primarny AK TY su k dispozicii v Angli¢tina.

Codonics Produkty su Trieda Ja Produkty uréené pre pouzitie od Zdravotna starostlivost Profesionali.
Produkty balenie a ozna€ovanie, pocitajuc do toho Grafické Pouzivatel Rozhranie (GUI) pre prevadzka
sd

Ponukané v Anglictina a stretnut MDR, Priloha Ja, Kapitola lIl, 23,4, branie ucet the Skolenia a the
vedomosti z the potencial pouzivatel.

* Web informacie, KIu¢ Technické udaje, Zamyslané PouZitie, Pouzivatel Manualny Priloha, Rychlo Start
Sprievodca & Nastavit AK TY su k dispozicii v jednoduché preklad Poslanec Stat Jazyky; primarny AK TY
su k dispozicii v Angli¢tina

Prehlad:

Kodonika Bezpecné Stitok Systém Stanica SLS 550i Point of Care Station (PCS) je standardom starostlivosti v poprednych
svetovych nemocniciach. Oceneny zdravotnicky pristroj FDA triedy II, systém zvy3uje bezpecnost a presnost spravy liekov
a dodrziavanie oznacovania kdekolvek, kde sa pripravuju lieky. V OR sa SLS integruje s vozikmi na lieky na anestéziu na
elektronicky identifikdciu lieCiva v ruke. Vizudine a zvukové potvrdenie zalozené na NDC injek&nej liekovky / ampulky
poskytuje klinickym lekdrom kontrolu bezpecnosti v redinom Case, ktord slUzi ako druhd sada oci, ¢o pomdha eliminovat
najbeznej§ie chyby v liec¢be. Na poziadanie spolocnost SLS vyrobi §titok kompatibilny s TJIC pripraveny na pouzitie, ktory
obsahuije Ciarovy kéd, ktory zachytdva NDC z parenterdinej injekénej liekovky na integrdciu pri poddvani's Epic a
Cerner. Pri poutZiti v spojeni sCodonics SLS-WAVE, toto procesu elektronicky Dokumenty the pacient z&dznam 'volné ruky'
do vylepsit poplatok zajaf, fakturdcia presnost a 340B sulad, tvorenie standardizécia a

umoznujuce BCMA v the ALEBO

Safe Label System:



Integruje sa s existujice pracovné toky, pridanie TJC sUlad a lekdren dohlad o kazdy umiestnenie kde na poziadanie
lieky sU pripravené, taky ako the ALEBO JIS, PACU, pacient podlahy a lekdrer

Poskytuje klinicki lekdri s elektronicky lieky bezpecnost kontroly zatial o pribUdajuce produktivita

Umoznuje nemocnica schvdlend drogy, riedidld, koncentrdcie, a Celkom ddvka / celkom objem pripravkov do byt
integrovany s na celom svete uznany najlepsie postupov a medzindrodny normy v a receptira organizovany od lekdren
a k disporzicii o the konceky prstov z ktokolvek

pripravuje sa lieky

Zachytdva the presne NDC z the parenterdine injek&nd liekovka a nesie to do the pripravené stitok do zabezpecit 100%
presny dokumentdcia pre poplatok zajat a 340B zodpovednost

Mbct byt organizovany na dialku pocitajuc do toho softvér aktualizdcie a poskytuje postavenie spdtnd vazba do
$pecifikované pouzivatelov cez the Administrativa N&stroj a Email Oznamovatel (volitelné)

Kedy pouzité v spojka s SLS-WAVE, the kompletny Riesenie umozriuje 'volné ruky' integrdcia s Epické a Cerner do
maximalizovat prijem, vylepsit pacient vysledky a klinicky lekdr pracovny tok od znizovanie Manudiny kliknutia

Vylepsit Pacient Bezpeénost

Chyby v priprava a vyber ako dobre ako dokumentdcia nepresnosti nastaf pre a Cislo z dévodov. Viacndsobné
rozptylenie, chudobny rukopis a podobat sa / podobne lieky velmi prispief do the potencidl pre lieky chyby. SLS objima
the hovor do vylepsit pacient a lieky bezpecnost od:

IniZuje the najviac beZné droga chyby vyrobené pocas the vyber, priprava a administrativa z injek&éne a intravendzne
lieky v the ALEBO pocitajuc do toho injekénd liekovka / ampulka zdmeny, nesprédvne oznacenie / necitatelné
oznacovanie, striekacka swapy a uplynula striekacky

Splfia the ISMP a APSF odporU&ania e kazdy anestetizujici umiestnenie by mal mat a mechanizmus do identifikovat
lieky predtym kresba ich hore alebo spravovanie ich (Ciarovy kéd Citatel)

Automaticky darceky klinicki lekdri s vizudine a pocutelny potvrdenia z kazdy droga a koncentrécia, zaclenenie
elektronicky bezpecnost kontroly do odstranit the prvok z Clovek chyba

technické udaje

Systém: Integrovany dotknUf sa obrazovka podcitag, 2D Ciarovy kéd skener, farba atrament prdd tlaciaren, audio spdtnd
vazba a sief schopny

(Ethernet Standard, Wi-Fi volitelné)

Moc: Univerzdiny Vstup: 100-240 VAC, 50/60 Hz
Rozmery: 10,43 ,, (26.5 cm) Z, 15,67 * (39,8 cm) D, 16,50 ,, (41,9 cm) H
Hmotnost: 14.5 Ibs. (6,6 kg)

Regula&né: PIny lekdrske zariadenie sulad pocitajic do toho Trieda 2 FDA a Trieda Ja MDR 2017/745 / EU (CE), GMP /
QSR, ISO 13485:

2016 / NS-SK ISO 13485: 2016, Elektrické Bezpec&nost IEC 60601-1 Ed. 3.1 a EMC / EMI: FCC Trieda A a IEC 60601-1-2: Ed. 4
pre

Profesiondiny Zdravotnd starostlivost Vybavenie

Citatené Ciarové kddy: Zékonnika 128, GS1-128, Udaje Matrix, UPC-A, UPC-E, EAN-13, EAN-8,
GS1 DataBar Rodina, Prekladané 2 z 5, [TF-14, Zdkonnika 39, Z&konnika 32,
ISBT 128, QR Z&konnika

Zapisovatelné Ciarové kody: Udaje 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

— Concentration  Drug Mame Ciluent Message/Alert
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o D Barcode Expirafion Dote  Preparer

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

when integroted with EMRB/ADC

Barcode for EHRSAIMS infegration



SLS Pouzivatel Manualny

Predslov

Dohovory PouZzité v Toto Manualny

Odrazka Zoznamy
Gulky su pouzité do displej a zoznam z neproceduralny polozky. Pre priklad:
The nasledujice diania spust a synchronizacia z SLS Udaje do Ze ulozené na the
SmartDrive:

Automaticky kazdy 15 minut

Receptura aktualizacie

Ocislované Kroky

. ?'_F 3 .. .. i
The~ == ikona naznacuje the zaciatok z a postup. The krokov v a postup su
ocCislované. Pre priklad:

Otvorené the spredu kryt.

Stlacte the Atrament tlacidlo.
Poznamky
Poznamky obsahovat dodato¢né informacie suvisiace do a téma alebo postup. Pre priklad:
POZNAMKA: The systém bude zaistit Ze a test tlacit je vykonané o najmenej raz a def.
Upozornenia a Varovania

Upozornenia vystraha ty do akcie alebo situaciach ze mohol pri¢ina ubliZit do vybavenie alebo
udaje.

Pre priklad:
Varovania vystraha ty do akcie alebo situdciach Zze mohol vysledok v osobné zranenie. Pre
priklad:

Dolezité Informacie a Nazvy suborov
Odvazine typu je pouZité pre doéraz, pouzivatel rozhranie objekt men3, a cesty alebo nazvy
suborov.

Pre priklad:
The Ciarovy kdéd Skener skenuje droga kontajner ¢iarové kédy pre identita a overenie.



Pouzite the ovladacich prvkov do spravne the datum a ¢as, potom stlacte the Ok
tlacidlo.

Ucel a Rozsah

Refer do toto UZivatelské Manudlny pre postupov na ako do hrat Safe Label System (SLS)
pouzivatel operacie, pocitajuc do toho:

Nastavenie hore the hardvér a softvér

U¢inkuju zakladné funkcie taky ako tazba dreva v a von, a konfigurovanie niektoré

System nastavenie (pre priklad zvuk objem, jas)

Tla¢ a potvrdzujuci striekacka Stitky

Prebieha kontrola droga striekacky od skenovanie ich ¢iarové kédy

UdrZiavanie the systém

Monitorovanie systém postavenie a rieSenie problémov bezné problémy

Vyrobok Informacie

Pre technicky pomoc s SLS Bod z Starostlivost Stanica, hovor Codonics Technické

podpora o the nasledujuce &islo:
Teleféon: +1 440.243.1198
Myto Zadarmo: 800,444.1198 (USA iba)

Technické podpora je k dispozicii 24/7/365. Technické podpora je tieZ k dispozicii online cez
e-mail a the Codonics web stranka:

Email: support@codonics.com
Web Stranky: www.codonics.com

Vseobecné vyrobok informacie moct tiez byt poZzadované od odosielanie e-mail do:
Email: info@codonics.com

Prosim zahrnut tvoj postovy postou adresa a telefdn Cislo v the e-mail sprava.
Zakladné vyrobok informdcie je vrateny cez e-mail pokial inak pozadované.

Varovania a Obmedzenia z PouZzite
Poloha z Bezpecnost' a Sulad Etikety
Codonics je v sulad s r6zne nariadenia.

The SLS PCS bezpecnost a sulad stitok, zobrazené nizsie, je Nachadza na the dole z the
zariadenie (zobrazené na the nasledujuce stranka).
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Safetyand compliance
label location

SLS PCS safety and compliance label, on bottom of device
Napaétie Pozor

The vykri¢nik bod v ramci a trojuholnik je ur¢ené do vystraha the pouzivatel’ do the pritomnost’ z
dolezité prevadzkové a tidrzba (servis) inStrukcie v the literatury
sprevadzajlci toto zariadenie.

AN

ODPOVED SLUZBA TO KVALIFIKOVANE SLUZBA PERSONAL. ODSTRANENIE OF
STITKY,

KRYTY, ALEBO ZAPOJENIE FASTENERY SMIET NEPLATNY THE ZARUKA.

TOTO PRISTROJE MUSIET BE ELEKTRICKY Uzemneny.

TO PREVENCIA POZIAR ALEBO SOK NEBEZPECENSTVO, DO NIE EXPOZICIA TOTO
ZARIADENIE TO DUST ALEBO

VLHKOST.



VYBAVENIE JE NIE TO BE POUZITE AS A KOMPONENT OF A ZIVOT PODPORA
SYSTEM.

Zivot podpora zariadenia alebo systémov su zariadenia alebo systémov Ze podpora alebo udrzat’
Zivot, a

ktorého zlyhanie do hrat’ moct’ byt’ rozumne o¢akavané do vysledok v a vyznamné zranenie
alebo

smrt’ do a osoba. A kriticky zlozka je akykol'vek zlozka z a zivot podpora zariadenie alebo
systém ktorého zlyhanie do hrat mdct’ byt rozumne ocakavané do pricina the zlyhanie z the
zivot podpora zariadenie alebo systém, alebo do ovplyvnit’ jeho bezpecnost’ alebo efektivnost’.

Laserové Pozor

POZOR Toto zariadenie vyZaruje CDRH / IEC Trieda 2 laserom a IEC Trieda 1 mil svetlo. Urob
nie zizat’ do lu¢.

Sériové Cislo, Konfigurécia, Datum Kéd, a Uprava
Kody

The sériovy Cislo stitok je umiestnené na the bezpecnost a sulad stitok.
The sériovy Cislo stitok zahfia the nasledujuce informacie:
The sériovy Cislo (SN), ktoré jedinecne identifikuje the jednotka.
The konfiguracia ¢islo (KN), ktoré podrobnosti the stavat konfiguracia.
The Upravy kdédy, ktoré su do the spravny z the KN Cislo a su a
série z 20 Cisla. Kedy akykolvek z tito Cisla su blokovany von, Ze identifikuje a Uprava Ze
bol vyrobené do the jednotka.

Seral number

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

Serial num ber label

Potencial pre Radio Frekvencia RuSenie na Zariadenie Prevadzka



Oboje prenosny a mobilné RF komunikacia vybavenie méct ovplyvnit lekarske elektricky
vybavenie, pocitajuc do toho SLS PCS. SLS PCS je urfené pre pouZzitie v the elektromagnetické
prostredie Specifikované v the vedenie a vyrobcu vyhlasenie oddiel.

Potencial pre Radio a Televizia Rusenie

SLS PCS generuje a pouZiva radio frekvencia energia, a ak nie nainstalovany a pouzité
spravne, Ze je, v prisny sulade s the vyrobcu instrukcie, smiet pricina
ruSenie do radio a televizia prijem. To ma Bol typu testované a najdené do
vyhoviet s Trieda A emisie limity pre a vypoctovy zariadenie v sulade s the
technické Gdaje v Pod¢ast J z Cast 15 z FCC Pravidla, ktoré st navrhnuty do zabezpecit
rozumné ochrana proti taky ruSenie kedy prevadzkové v a komerény
prostredie. SLS PCS je nie urcené pre pouzitie v a bytovy Trieda A prostredie.
SLS PCS vyZaduje a lekarske napajanie / zem. Ak tvoj SLS robi pri¢ina rusenie do radio alebo
televizia recepcia, ty su povzbudeny do skus do spravne the rusenie od jeden alebo viac z the
nasledujuce Opatrenia:

Preorientovat the prijimanie anténa

Premiestnit sa SLS PCS s reSpekt do the prijimac

Ak nevyhnutné, ty by mal konzultovat Codonics Technické podpora alebo an skiseny

radio / televizia technik pre dodato¢né Navrhy. Vy smiet Najst the nasledujuice broZurka
pripravené od the Federdlne Komunikacia Provizie uZitocné: Ako do Identifikovat a Vyriesit
Rddio-TV Rusenie Problémy. Toto brozurka je k dispozicii od the USA VIada Tla¢ Kancelaria,
Washington, D.C. 20402, Skladom C. 004-000-00345-4.

Toto vyrobok je v sulad s the ochrana poziadavky z ES Rada smernice

MDR 2017/745 / EU (CE) o aproximdcii pravnych predpisov ¢lenskych $tatov tykajucich sa
zdravotnickych pomécok. Tento vyrobok splfia limity triedy A normy IEC 60601-1-2 pre
profesiondlne zdravotnicke zariadenia a CISPR 11. Vyhldsenie o zhode s poZiadavkami smernice
bolo podpisanéCodonics zlozvyk prezident.

Usmernenie Co sa tyka Elektromagnetické Emisie a Imunita

VVhodné prostrediach su ako takto:

SLS550i je uréené pre pouZitie v nemocnica a klinické prostrediach pocitajuc do toho
prevadzkove

miestnosti a the peroperacny prostredie.

SL.S5501 ma nie Bol hodnotené pre pouZitie blizko HF chirurgicky vybavenie. Ak
pouzitie blizko HF



chirurgicky vybavenie je ziaduce, the pouzivatel’ je zodpovedny pre overovanie spravne
prevadzka

z the SLS5501. Ak SLS5501 robi nie hrat’ spravne v toto prostredie, pohnut’ sa the

SLS550i d’alej od the zdroj z the elektromagnetické ruSenie.

SLS550i ma nie Bol hodnotené pre pouzitie v pohotovost’ lekarske vozidiel alebo v
bytovy

aziadosti.

POZNAMKA: Vysokofrekvenéné emisné charakteristiky tohto zariadenia ho preduréuju na
pouzitie v priemyselnych oblastiach a nemocniciach (CISPR 11 trieda A). Ak sa pouziva v
obytnom prostredi (pre ktoré sa bezne vyzaduje CISPR 11 trieda B), toto zariadenie nemusi
poskytovat’ adekvatnu ochranu vysokofrekvenénym komunikaénym sluzbam. Mozno bude
potrebné, aby uzivatel’ prijal zmieriiujuce opatrenia, ako je premiestnenie alebo zmena orientacie
zariadenia.

Ako a podpora zariadenie, SLS550i robi nie zabezpecit’ nevyhnutné vykon.

POZOR Pouzite z toto vybavenie susedné do alebo naskladané s iné vybavenie by mal byt
vyhnut' sa pretoZe to mohol vysledok v nespravny prevadzka. Ak taky pouzitie je nevyhnutné,
toto vybavenie a the iné vybavenie by mal byt pozorované do overit’ Ze oni su prevadzkové
normalne.

POZOR Pouzite z doplnky, menice a kable iné nez tie Specifikované alebo za predpokladu od the
vyrobca z toto vybavenie mohol vysledok v zvysil elektromagnetické emisie alebo poklesla
elektromagnetické imunita z toto vybavenie a vysledok v nespravny prevadzka.

POZOR Prenosny RF komunikacia vybavenie (pocitajuc do toho periférie taky ako anténa kable a

externy antény) by mal byt’ pouzité € blizSie nez 30 cm (12 palce) do akykol'vek €ast’ z the SLS550i,
jeho kable, alebo doplnky. Inak, degradacia z the vykon z toto vybavenie mohol vysledok.

Elektromagnetické Emisie Normy 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 Normy a Test Urovne

Test/Standard Compliance

Electrostatic Discharge +-8 KV contact

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

[EC 61000-4-3 80 MHz — 2.7 GHz

280% AM at 1 kHz

Proximity fields from RF Complies
wireless aquipment

[EC 61000-4-3



Test/Standard Compliance

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

¢ Nikdy spojit’' the zariadenia externy moc zasobovanie do akykol'vek zasuvka alebo moc
zasobovanie ze ma a Napatie alebo frekvencia rozne nez ze Specifikované (100 - 240 VAC,
50/60 Hz). Pouzite iba the externy moc zasobovanie za predpokladu s the zariadenie
(Codonics ¢ast’' Number SLS-PS).

o Kedy vymena the zariadenie, vzdy moc to dole (odkaz do "Napajanie.” Vypnuté the Systém
“) a odpojit’ the AC moc S$nura pred do servis to.

¢ Poskodenie do a moc Snura je a ohen a Sok nebezpeéenstvo. Kedy odpojenie a moc
Snura, drzat’ to od the zastréka iba a odstranit’ the zastrcka opatrne.

e Ak a moc $nura alebo externy moc zasobovanie potreby do byt’ vymeneny, vymenit’ to iba
wi d’alSi Codonics moc Snura alebo Codonics externy moc zasobovanie. Pripadne vymenit’
to s a moc Snura alebo externy moc zasobovanie vyrobené konkrétne pre tvoj moc
konfiguracia.

o Ak the zariadenie je fajéenie alebo vyroba neobvyklé zvuky, moc vypnuty a odpojit’ the
zariadenie okamzite.

¢ Urob nie vlozit’ zahraniéné predmety z akykolvek mily do the zariadenie; robi tak méct’
konstituovat’ a bezpecnost’ nebezpecéenstvo a pri¢ina rozsiahly poskodenie.

¢ Urob nie miesto akykol'vek tekuty nadob na the zariadenie. Ak pre niektoré dévod, tekuty
seep do the zariadenie, moc vypnuty the zariadenie a odpojit’ the moc Snura od the zdroj
zasuvka. Ak pouzité bez branie opravny Opatrenia, the zariadenie smiet’ byt’ poSkodeny.

¢ Urob nie vystavit’ the zariadenie do horlavy plyny v koncentracie vysoka dost’ do pri¢ina
ohen alebo vybuch.

Poloha Opatrenia



The prevadzkoveé okolity teplota rozsah z SLS PCS je 15-30 ° C (59 - 86 ° F), s a pribuzny
vihkost' z 20% - 80%.

Ak SLS PCS je dojaty rychlo od an extrémne chladny umiestnenie do a ohrieva¢ jeden,
chustota je pravdepodobne do forma. Urob nie pouzitie SLS PCS ak kondenzacia ma
tvoril.

Pockaj do the kondenzacia ma odparil. Vy moct’ rychlost’ hore the odparovanie €as od v
pohybe SLS PCS do a suSi¢ka umiestnenie.

Urob nie miesto SLS PCS v a umiestnenie s vysoka vihkost’ alebo vysoka prach. Airborne
Spina €astice moct’ pric¢ina tlaéit’ kvalita problémy. Vyhnit’ sa umiestiovanie SLS PCS v
umiestnenia kde vetranie kanaly, otvorené dvere, alebo ¢asté okoloidici mozno vystavit’
SLS PCS a stitky do vysoka urovniach z trosky.

Urob nie lokalizovat’ SLS PCS v horlice pramene oblastiach kde vodik sulfid a kyslé i6ny
su pravdepodobne do byt generované.

Urob nie lokalizovat’ SLS PCS kde tam st mastny vypary a vypary.

Urob nie lokalizovat’ SLS PCS v priamy sineéné svetlo.

Urob nie lokalizovat’ SLS PCS blizko zdroje z vysoka RF energie.

Urob nie lokalizovat’ SLS PCS kde to mozno byt predmet do otravovanie alebo vibracie,
taky ako a stél alebo pisaci st6l v a vysoka premavka oblasti. Otras a vibracie moct’
ovplyvnit’ the tlacit’ kvalita z Stitky.

Ak pouzitim a VESA namontovat’ do namontovat’ the zariadenie na a stena, stat’, alebo
anestézia zasobovanie vozik, odkazovat’ do the VESA Montaz Rozhranie Standardné (MIS),
k dispozicii o www.vesa.org, pre spravne umiestnenie a instalacia informacie.

Cistenie Opatrenia

To vyhnut sa poskodenie do the zariadenie, pozorovat the nasledujice vseobecne opatrenia pre
Cistenie
the zariadenie:

Apply the &isti¢ do a gisty, bez chipkov handri¢kou first a potom &isty the zariadenie.
Kvapalina aplikovany priamo do the zariadenie mohol prip Unik vo vnutri the zariadenie a
pri¢ina poskodenie. Pouzite navySe opatrnost’ kedy €istenie okolo the prieduchy na the
spat’ z the dotykova obrazovka a reénik.

Povolit’' the zariadenie do uplne suchy predtym prevadzkové to este raz.

Vela plast komponenty su pouzité v SLS PCS konstrukcia. Kabat prelietavy a deformacia
je pravdepodobne do nastat’ ak the zariadenie je utrety s chemicka latka prachovky,
benzén, riedidla, insekticidy, alebo iné rozpustadla. Guma a PVC materialov vliavo v
kontakt s SLS PCS pre predizeny obdobia z éas bude pri¢ina poskodenie. Nikdy pouzitie
na baze ropy rieSenia alebo brusny Cistiace prostriedky.

Nikdy pouzitie brasny material.

Vzdy rozriedit’ Cistenie agentov podla do the vyrobcu instrukcie, alebo pouzitie the

Urob nie povolit’ the €istenie agent do zostat’ na the zariadenie povrchy. Utriet’ to vypnuty
okamzite s a bez chipkov handri¢kou navlhéeny s voda.

Pre ¢istenie intrukcie, odkazovat do "Cistenie." the Ohrada".



To je odporucané Ze ty dezinfikovat the vyrobok iba kedy nevyhnutné ako odhodlany od tvoj
nemocni¢né politika, do vyhnut sa dlhy termin poskodenie do the vyrobok.

The zariadenie musiet byt o&isteny najprv, ako popisané v "Cistenie." the Ohrada", predtym
pouzitim a vSeobecne dezinfekcia agent.

Cistenie the Ohrada

POZOR Vzdy moc vypnuty the systém predtym €istenie. An elektricky Sok mohol nastat’ ak the
systém je napajany na a tekuty je rozlial do to.

To Cisty the systému ohrada, poufitie a isty, bez chipkov handri¢kou navlhéeny s bud'
teply voda a mierne mydlo, a zriedeny neliecivy Cistiaci prostriedok, alebo jeden z the
nasledujuce
schvalené Cistenie agenti:

Amoniak: Riedenie z Amoniak <3%

Alkohol: Etanol 70%, lzopropanol 70%.

¢ Koniec €as, atrament prestriekanie mozno zhromazdit’ o the zakladia z the zariadenie. The
zariadenie pouziva a vakuum systém do zhromazdit’ najviac z toto atrament na a série z
sytost’ viozky.

¢ Nakoniec tito vlozky mozno potreba do byt vymeneny. Kontakt Codonics Technické
podpora do uréit’ ak podlozka vymena je nevyhnutné.

¢ Ak atrament ma dostali na the systému ohrada, to méct’ byt o€isteny s an amoniak
zalozené okno &isti¢ a a bez chipkov handriékou.

o Ak skenovanie Ciarové kddy je nedosledné alebo the zariadenie je majuci obtiaznost’
skenovanie, €isty the skener sklo okno.

Dezinfekcia the Ohrada

Odporucané dezinfekcia agentov zahfiaju:
1 ¢ast domacnost bielidlo a 5 ¢asti voda Riesenie
A-456-N
Virex Il 256
PDI Sani-Clothe

POZOR Codonics robi € naroky ohfadom the uéinnost’ z the uvedené chemikalie alebo metédy
ako a znamena z kontrolujuci infekcie. Porad’te sa tvoj nemocni¢né infekcie kontrola doéstojnik
alebo epidemiolég.

Dezinfekcia Opatrenia



To vyhnut sa poskodenie do the zariadenie, pozorovat the nasledujlce vseobecne opatrenia pre
dezinfekcia the zariadenie:
e Urob nie pouzitie Povodin, Sagrotan, alebo Mucocit dezinfekcia agentov alebo silny
rozpust'adla (pre priklad acetén).
¢ Urob nie pouzitie akykolvek dezinfekcia agentov ze korodovat’ alebo posSkodenie
polykarbonat.

Média Opatrenia

¢ Nechcené stitky by mal byt’ zni€eny alebo zlikvidovany z do zaistit’' ze nespravny labels su
nie pouzité.

¢ Iba pouzitie Codonics atrament kazety a Stitky do zaistit’ spravne prevadzka z the
dzariadenie a spravne oznacovanie z striekacky. Pouzitim neschvalené atrament kazety a
labels mohol viest do neprijatelné vysledky, poéitajuc do toho chudobny tlaéit’ kvalita a
chudobny stitok adhézia do striekacky.

e Poskodenie od neschvalené atrament alebo stitky bude neplatny the zaruka.

¢ Nikdy doplinit’ atrament kazety, ako toto moct’ vysledok v nespravne farba pouzitie.

Dispozicia Poziadavky

Dispozicia z toto vyrobok a spotrebny material bude byt v stlade s vietky uplatnitelné zakony a
nariadenia v Uc¢inok o the lokalita o the ¢as z dispozicia. Pre dodato¢né informacie, odkazovat
Nebezpecny Materidl Informacie.

Europsky Dispozicia Poziadavky

Codonics zobrazovace a elektronicky doplnok zariadenia su nie do byt vyradené alebo
recyklovany;
skor oni su do byt vrateny do the vyrobca. Kontakt Codonics priamo alebo od the
odkaz za predpokladu pre the najnovsie informacie tykajuce sa:
Identifikacia z the Specifické pre jednotlivé krajiny Dovozca / distributor / vyrobca
Vyrobok ndvrat a lie¢by z nas elektronicky Produkty

Vyrobca: Kodonika Inc.

17991 Englewood Soférovat
Middleburg Vysky, OH 44130 USA
Telefén: +1 440.243.1198

Fax: +1 440,243,1334

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

Codonics elektronicky Produkty a doplnky loZisko the nasledujice symbol su predmet do
Eurdpsky Smernice na Mrhat Elektrické a Elektronické Vybavenie (WEEE) 2002/96 / ES,



zmenené a doplnené od Smernice 2003/108 / ES. The EN 50419 symbol naznacuje oddelene
zbierka a navrat pozadovany.

EN 50419 symbol

Indikacie pre Pouzite
Zariadenie Popis

Drug priprava a administrativa v the peroperacny prostredie su integrdlne

aspekty z anestezioldg pacient starostlivost zodpovednosti. The Kodonika Bezpeéné Stitok
Systém (SLS) je jednoduchy, integrovany systém vyuzivajuci snimac ¢iarovych kdédov na citanie a
potvrdzovanie identity liekov z FDA NDC (National Drug Code) a dalSich Ciarovych kédov ID
liekov z nadob na lieky a automaticky tlaciacich stitky na pripravené lieky a dalSie predmety
pouZivané u pacientov pocas chirurgické zakroky. Stitky su v silade s ndrodnymi predpismi
zameranymi na zvysovanie bezpecnosti liekov v perioperacnom prostredi.

The softvér komponenty zabezpedit funkcie pre skenovanie kontajner ¢iarové kddy; vytvaranie,
kontrola, a schvalujuci the spravované nemocnicou propagacia z a receptura databaza;
zobrazovanie na obrazovke a zvukovo potvrdzujuci typ lieku; a tla¢ ISO, ASTM a TJC (The Joint
Commission) Stitkov kompatibilnych s obsahom a farebnostou s 1D a / alebo 2D ¢iarovymi
kddmi. Systém snima Ciarové kédy z kontajnerov na lieky a vytvara vodotesné farebné stitky.
Systém je mozné integrovat tak, aby fungoval s pracovnym tokom systému Anesthesia
Information Management System (AIMS), ktory poskytuje dokumentaciu o podavani lieku v
realnom c¢ase pri nacitani 1D alebo 2D ¢iarového kédu striekacky. K systému je mozné
pristupovat a spravovat ho prostrednictvom siete (Ethernet alebo Wi-Fi).

Zariadenie Charakteristiky

The poutZitie z droga trieda konkrétne vzor a farba za ASTM D4774 a I1SO 28625

technické udaje pre PouZivatel Aplikované Drug Etikety v Anestezioldgia je konfigurovatelny od
strdnky a mnoZina Udajov. Receptury (subory udajov) su jedinecne menovany konfiguracie ze
smiet liSia sa v drogy, farby, riedenia, a komentare do ubytovat sa r6zne postupov v ramci a
slobodny stranky alebo nemocnica (pre priklad pediatrické proti srdcovy).



Dodatocné pouziva zahrnut vyrabat stitky pre IV a iné artefakty pouZité pocas a chirurgicky
postup.

The Codonics SLS je vSeobecne umiestnené v, viak nie obmedzeny do, the peroperacny
prostredie do identifikovat striekacky pripravené pre anestezioldgia pouZitie pocas chirurgicky
zakrok.

Typické pouZivatelov z toto systém su trénovany profesionali, pocitajuc do toho ale nie
obmedzeny do
lekdri, zdravotné sestry, a technici.

The major charakteristiky a funkcie z the rodina z zariadenia zahrffiaju:

o Skenovanie the droga kontajner €iarovy kéd priamo od a injekéna liekovka alebo iné typu
z kontajner

¢ Dekédovanie the vydané vyrobcom éiarovy kéd do the pozadovany FDA Narodné Drug
Zakonnika (NDC) alebo Jedineéné Drug Identifikator (UDI) ¢islo

o Sprostredkovanie the NDC / UDI ¢islo do a spravované webom receptura vyhladat’
databéazy

¢ Poskytovanie audio a V sulade s ISO vizualne "¢itaj spat™ z the droga nazov

¢ Poskytovanie an vystraha ak the droga kontajner je uvedené ako ,,Odvolany / zastarany“ v
the stranky receptlra

e Tlaé an Pahko é&itatelny, voda odolny ISO 26825 vyhovujuci farba stitok stretnutie The Kib
Provizie lieky zvladanie normy a the American Spolo¢nosti z Anesteziolégovia usmernenia
pre oznacovanie

¢ Poskytovanie the zakladné informacie od ktoré the vytlacené stitok €iarovy kéd moct’ byt’
¢itat’ to dokument lieky administrativa v an CIELE

o Tla¢ stitky s vloZzenie a expiracia datum a ¢as pre IV riadky

Zariadenie Indikacie pre Pouzite Vyhlasenie: Predpis PouZzite Zariadenie

The Codonics SLS PCS zariadenie a SLS softvér poskytuje a jednoduché pocitacovy Ciarovy kéd
skenovanie a tlac¢ systém do automaticky overit droga identita od NDC a iné droga kontajner
UDI Ciarové kddy, a do tlacit Stitky pre pripravené lieky a iné polozky v pouZitie na pacientov
pocas chirurgicky postupov.

The Codonics SLS PCS je vSeobecne umiestnené v, vSak nie obmedzeny do, the peroperacny
prostredie do identifikovat striekacky pripravené pre anestezioldgia pouZzitie pocas chirurgicky
zakrok. Dodatocné pouziva zahrnut vyrabat stitky pre IV a iné artefakty pouZité pocas a
chirurgicky postup. SLS PCS méct tieZ byt pouzité do tlacit ,,Nechirurgicky prostredie “ farba a
text Stitky ako poZadovany. Typické pouzivatelov z toto systém su trénovany profesionali,
pocitajuc do toho ale nie obmedzeny do lekari, zdravotné sestry, a technici.

POZOR Federalne zakon obmedzuje toto zariadenie do byt predané pre pouzitie od alebo na the
objednat z a lekar.



Nebezpecny Material Informacie

Materialy z KonStrukcia

Codonics ma nastavit velmi prisny normy pre hodnotiaci Produkty do zaistit the marketing z
regulacné vyhovujuci Produkty na celom svete.

My robit nie zamerne pridat, ani si my vedomy, Ze the Produkty alebo balenie obsahovat the
nasledujice materidly:

¢ Ortut’, okrem ako pouzité v lampa aplikacie (pre priklad skenovanie lampy, podsvieteny
LCD).

o Kadmium, okrem ako pouzité ako hruby film atramenty na vytlaéené obvod dosky.

o Sestmocny Chrém, okrem ako pouzité ako hruby film atramenty na vytlaéené obvod
dosky, ako chroman premena povlaky na kov povrchy, a ako a fotorezist na sklo panely z
katéda lu€ rurky.

e Polybromované difenyl étery a polybromované bifenyly.

¢ Biologicky dostupné arzén (maly sumy z arzén pouzité v sklo, LED di6dy, a polovodice su
nie zvazené do byt’ biologicky dostupné).

¢ Biologicky dostupné krystalicky oxid kremicity (maly sumy z krystalicky oxid kremicity su
pouzité v C.isté farby, natery, a plnivo materialy).

e Polychldorované bifenyly (PCB).

o Azbest.

¢ Organické cin (nie pouzité v cin viest’ spajka aplikacie).

¢ Poskodenie ozdnu latok taky ako chlorfluérované uhlovodiky, metyl chloroform, and uhlik
tetrachlorid.

Vyroba

Pocas vyroba operacie Ze vyrabat Codonics Produkty (pocitajuc do toho balenie), ¢ 0zén
vyCerpdvajuci latok (napr ako chlérfluérované uhlovodiky, metyl chloroform, a uhlik
tetrachlorid) su pouzité.

technicke udaje

Systém: Integrovany kapacitné dotknut’ sa obrazovka pocita¢, 2D Ciarovy kéd skener, farba atrament prud tlaciaren,
audio spatna vazba, a ustanovenie pre a siet rozhranie

Atrament Kazety: Jeden farba kazeta (CMY)

SmartDrive: USB blesk riadit pre skladovanie konfiguracia Gdaje, receptira databaza, log subory

Citatelné Ciarové kédy: GS1 DataBar Obmedzené (RSS Obmedzené), GS1 DataBar Skladany (RSS-14 Skladany),
GS1-128,

UPC-A, Udaje Matrix, Zakonnika 128, Zakonnika 128 ¢iarové kédy s GS1-128, Zakonnika 39, Zakonnika 32,
IFT-14, Prekladané 2 z 5, EAN-8, EAN-13

Zapisovatelné Ciarové kody: Udaje Matrix

Siet Rozhrania: Ethernet (RJ-45), v cene Standard



Wi-Fi (USB-2 adaptér), volitelné, k dispozicii od Codonics

Siet Rychlosti: Ethernet, piny duplex 100 Base-T iba

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

Siet Protokoly: SSH (Zabezpetit Skrupina) a SCP (Zabezpedit Képia)
Pouzité do pristup SLS PCS od Codonics-autorizovany aplikacie
Rozmery: Vys$ka: 16.5 v. (41,9 cm)

Sirka: 10,43 v. (26.5 cm)

Hibka: 15,67 v. (39,8 cm)

Hmotnost: 14.5 Ibs (6.6 kg)

Moc: Univerzalny Vstup: 100-240 VAC, 50/60 Hz

Zivotné prostredie: Prevadzkové:

Teplota: 15-30°C (59 - 86 ° F)

Vihkost: 20% - 80% nekondenzujica

Doprava a Skladovanie:

Nadmorska vyska: More Uroveri do 5790 m

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

Teplota (Atr Kazeta a Stitok Média): 1 - 43° C (34 - 110 ° F)
Vihkost' (Hardvér): 5% - 85% nekondenzujlca

Vihkost (Atr Kazeta a Stitok Média): 5% - 80% nekondenzujica

Lekarske Sulad FDA vycisteny do trhu za 510 (k) K101439 Trieda Il, MDR CE (Trieda I),
a Regulacné: GMP / QSR ISO 13485: 2016, Bezpecnost IEC 60601-1 a EMC IEC 60601-1-2 pre Profesionalny

Zdravotna starostlivost' zariadeni

Klasifikacia: Trieda Il vybavenie, Vyrobok Zakonnika BSZ, Nariadenia Cislo 868,5160

POZOR Federalne zakon obmedzuje toto zariadenie do byt predané pre pouzitie od alebo na the

objednat z a lekar

Komponenty

Rozbaleny Komponenty



1. Safe Label System

2. Stitok média naboje

3. Vykon koés

4. SmartDrive

5. Uzivatel'ské Manualny disk

6. Odkaz sprievodca a iné dokumentéacia
7. Vonkajsie moc zasobovanie a Snura

8.Ethernet kabel

Predné Komponenty



cobonucs
SLS 5501

Safe Label System

1. Dotknite sa obrazovka USB pristav 1
2. Zvuk reénik

3. Systém moc LED

4. Vykon koS (nainstalované)

5. Dotknite sa obrazovka

6. Ciarovy kod skener

7. Zadné kryt

8. Predné kryt

Komponenty Vo vnutri Predné Obal
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1. Atrament tlacidlo

2. Nalozit’ aleton

3. Vylozit' tlacidlo

4. Atrament kazeta kodciar

5. Stitok cutter

POZOR: Kedy the spredu kryt je otvorené, vyhnut’ sa kontakt s the stitok rezacka.

Zadné Komponenty



1. SmartDrive USB pristav2

2. Ethernet pristav
3. USB pristavy
4. Moc vstup pristav

5. Moc prepinaé¢

Dotknite sa Obrazovka Komponenty



1. Moc LED
2. Resetovat’ tlacidlo
3. USB pristav

Wi-Fi Adaptér USB Port

|
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1. USB pristav pre Wi-Fi adaptér (dole spredu spravny roh z the SLS



)

Hardware Nastavit

POZOR: Iba trénovany pouzivatelov by mal InStalacia a konfigurovat’' the systém.

Ethernet Kabel (Volitelné)

1. Pripojte sa the Ethernet kabel do a stredisko alebo zasuvka Ze je pripojeny do the siet.

2. Pripojte sa the iné koniec z the Ethernet kdbel do the SLS.

POZNAMKA: Pre informécie o konfigurovanie SLS Ethernet siet’ nastavenie, odkazovat do the
SLS Uzivatelské Manuainy v1.3.0.

POZOR: The SLS podporuje iba jeden siet’ spojenie o a ¢as, bud’ Ethernet alebo Wi-Fi. Urob nie
spojit’ oboje an Ethernet kabel a the Wi-Fi adaptér o the to isté Cas.



Wi-Fi Adaptér (Volitelné)

1. Vlozte the Wi-Fi adaptér do the USB pristav o the dole spredu spravny roh z the SLS.

POZNAMKA: Pre informécie o konfigurovanie SLS Wi-Fi siet nastavenie, odkazovat’ do the SLS
Uzivatel'ské Manualny v1.3.0.

POZOR: The SLS podporuje iba jeden siet’ spojenie o a ¢as, bud’ Ethernet alebo Wi-Fi. Urob nie
spojit’ oboje an Ethernet kabel a the Wi-Fi adaptér o the to isté Cas.

Moc, SmartDrive

1. Miesto the SLS na a pevny arovni povrch.




2. Otocte sa the Moc prepina¢ do vypnuty.

3. Pripojte sa the externy moc zasobovanie.

POZOR: The moc $nura pripojeny do the SLS je the hlavny odpojit’ pre the systém.

& POZOR: Uzemnenie spol'ahlivost’ méct’ byt dosiahnuté iba kedy the SLS je pripojeny do

a nadoba oznacené "Nemocnica Iba ” (to je, "Nemocnica Stupefii “).

A POZOR: Urob nie dotknut’ sa a pacient zatial' €o tiez pristup SLS interné komponenty ze
sl pod the pristup kryty.



4. Vlozte the SmartDrive.

5. Vlozte the vykon k&s.

/aciatok
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S ERIT Y

1. Otocte sa na the Moc prepinac.

Are the date and time correct?

03/09/2011 12:09

2. Potvrdit’ alebo upravit’ the datum a ¢as.

3. The Prihlasit’ sa vyzva displeje.

Scan User Badge or Enter User ID to Log In

J

Make User Badge

Nacitava Média
POZNAMKA: Pouzite iba Codonics-dodavané média.

To objednat’ média, kontakt Codonics Zakaznik Sluzby o:

Phone:+1.440.243.1198



Fax:+1.440,243,1334
Myto Zadarmo:800,444.1198 (USA iba)
Web Stranky:www.codonics.com

Instaluje sa the Atrament Kazeta

1. Otvorené the spredu kryt.

2. Stlacte the Atrament tladidlo.

3. PocCkaj pre the atrament kazeta kociar do skonéit’ v pohybe.

4. Otvorené the atrament kazeta kodiar.

5. Odstranit the paska Ze kryty the atrament kazeta tladit hlava.



7. Zavriet the atrament kazeta ko iar.

g/,q;
.--?—I-I/\
2

=

8. Stlacte the Atrament tladidlo.

9. Zavriet the spredu kryt.
Nacitava Stitok Médid

1.0tvorené the vzadu kryt.

2.Vlozte the Stitok média naboje.



3. Miesto the Stitok média a naboje v the média sprievodcovia.

4. Prisposobit the média sprievodcovia. Stitok média by mal byt zabezpegit ale stale
schopny do otocit' sa slobodne.

5. Miesto the Stitok média nizSie the média sprievodcovia a do the podavac slot.

o @

6. Krmivo the Stitok média do the SLS automaticky krmiva to cez the média cesta. Vy
mozno potreba do drzat’ the Stitok média v miesto pre a malo sekund.

POZNAMKA: Ak the SLS zlyha do krmivo the stitok média, otvorené the spredu krytie, stlaéte the
Vylozit’ tladidlo, odstranit’ the média od the média cesta, pockaj do the média cesta valéeky zastav

pradenie, a skis nacitava the média este raz.

7. Zavriet the vzadu kryt.

Prihlasit sa



Tvorba a Pouzivatel Odznak

Scan User Badge or Enter User ID to Log In

(12254

Make User Badge —@

1. O the Prihlasit sa vyzva, stlacte the Urobit Pouzivatel Odznak tlagidlo.

Enter User Badge Information
Full Name: l |

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

Please enter Full Name.
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2. Zadaijte tvoj pouzivatel informacie.

POZNAMKA: The Zamestnanec ID musiet’ byt’ jedineény medzi the SLS
pouzivatelov.

POZNAMKA: The PIN méct’ byt hore do desat’ &islice dlho. Ak the systém je nie
nakonfigurovany do vyzadovat’ a PIN, potom ty bude nie byt’ vyzva do vstupit’ a
PIN.

3. Stlacte the Tlac tlacidlo.

Protokolovanie V



Scan User Badge or Enter User ID to Log In

| ®
Make User Badge

1. O the Prihlasit sa vyzva, skenovat tvoj pouzivatel odznak Ciarovy kéd alebo ru¢ne
vstupit tvoj pouZivatel ID.



Enter PIN
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2. Ak the systém je nakonfigurovany do vyzadovat a PIN, vstupit tvoj PIN.
POZNAMKA: The PIN méct’ byt hore do desat’ &islice dlho.
3. Stlacte the Zadaijte tlacidlo.

Ak a test Stitok je tladené, ty su vyzva do potvrdit Ze the test Stitok vytlacené
spravne.

Confirm: Did the label print correctly?

Test Print

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

4. Skontrolujte the test §titok.

5. Ak the test §titok vytlagené spravne, stladte the Ano tlagidlo. The systém je
pripraveny pre pouZitie.

Ak the test stitok urobil nie tlacit spravne, stlacte the Nie tlagidlo. Postupujte the na
obrazovke instrukcie.



Dotknite sa Obrazovka Pouzivatel
Interface

999 @@ b

1. Stitok typu tlagidla

2. LED postavenie ukazovatele
3. Objem Stimeny ikona

4. Systém postavenie sprava
5. Systém informacie tlacidlo
6. Verejné sluzby tlacidlo

7. Pouzivatel inicialy

8. Odhlasit’ sa tlacidlo

9. Rozriedit’ prepinac¢

10. Aktualne datum a ¢as

Tla& a Strieka&ka Stitok - Zakladné
Pouzite



POZOR: Ton receptura pouzité na the SLS by mal byt jeden ze bol vytvorené od the systém
spravca a schvalené pre pouzitie.

03/09/2011 13:02

1. Stlacte the Striekacka §titok tlacidlo.

2. To zahrnut zriedenie informacie, stlacte the Rozriedit’ prepina¢ do otocit' sa to na.

3. Skenovat the droga kontajner Ciarovy kod.



Fentanyl
Choose a dilution.

Concentration Diluent

10 meei/ml Naormal Saling
>

@ 5 mcg/mL ‘ D5W

Other Other

O— .

4. Ak the Vyberte si a Riedenie vyzva displeje, vyberte a koncentracia a riedidlo.

POZOR: SLS pouzivatelov st zodpovedny pre vypo¢itavy a vyber the spravne koncentracia a
riedidlo.

5. Stlacte the Ok tlacidlo.

Ak the systém je nakonfigurovany do vyzadovat potvrdenie predtym tlac the Stitok, a
potvrdenie vyzva displeje.

fentaNYL

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

50 mcg/mL

@ Cancel
12/08/2011 16:14

POZNAMKA: The stitok potvrdenie vyzva je zobrazené pre bezpeénost dévodov do zaistit' ze the
spravne droga informacie je bytie vytlacené.

6. Stlacte the Tlac tlaCidlo do potvrdit a tladit the Stitok.
7. Nacitat the vytlacené Stitok od the vykon kos.

Ak the systém je nakonfigurovany do vyZzadovat potvrdenie po tla¢ the &titok, a
potvrdenie 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 stitok potvrdenie vyzva je zobrazené pre bezpeénost dévodov do zaistit’ ze the
Stitok ma Bol vytlacené spravne.

8. Po preskumanie the §titok a the obrazovka displej, hrat jeden z the nasledujlce kroky:

o Skenovat’ the ¢iarovy kéd na the vytlacené stitok. Ak the €iarovy kéd je spravne, the
systém naznacuje toto a the postup je kompletny.

o Ak ty moct vid' ze the stitok urobil nie tlaéit’ spravne, stlaéte the Nie tlacidlo. Postupujte
the na obrazovke instrukcie.

e Ak ty su nie schopny do skenovat’ the ¢iarovy kod, stlacte the Neda sa do Skenovat’
tlacidlo. Postupujte the na obrazovke poucenies.

POZOR: To vyhnut’ sa nespravne oznacenie striekacky, urobit’' samozrejme ze ty okamzite
pripevnit’ the spravne stitok do the vhodné striekacka.

POZOR: Nespravne striekacka stitky by mal byt’ zni€eny alebo zlikvidovany z do zaistit’ Ze oni su
nie pouzité.

Tla¢ a Striekacka Stitok - Pokrocilé
Operdcie

Zodpovedajuce Kontajner ID

Po skenovanie the droga kontajner éiarovy kéd, ak tam su viacnasobny zodpovedajuce lieky s the
to isté Kontajner ID, oni su zobrazené.



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

\

Ondansetron 2 mg/mL

Propofol 10 mg/mL

Il

o Ak the spravne droga je zobrazené, vyberte to a potom stlaéte the Ok tlacidlo.

o Ak the spravne droga je nie zobrazené, stlaéte the Nie Najdené tla€idlo. The postup konéi.
Kontakt tvoj SLS system aspravca alebo Codonics Technické podpora (+1.440.243.1198).
To Zrusit’ the prevadzka, stlacte the Zrusit’ tlacidlo.

Zmopovone Majster ID (USA Ibq])

Po skenovanie the droga kontajner ¢iarovy kod, ak the Kontajner ID ze bol naskenovany méct’ byt’
zmapované do viac nez jeden Majster ID, tie lieky si zobrazené.

@ Choose a drug to LEARN

Ketorolac 30 mg/mL

i

Propofol 10 mg/mL

I

e Ak the spravne droga je zobrazené, vyberte to a potom stlacte the Ok tlacidlo.

o Ak the spravne droga je nie najdené, stlacte the Nie Najdené tla€idlo. The postup konéi.
Kontakt tvoj SLS systém spravca alebo Codonics Technické podpora (+1.440.243.1198).

o To Zrusit the prevadzka, stlacte the Zrusit’ tla¢idlo.

Drug Overenie

Ak the droga ma nie Bol predtym overené do zaistit’' Ze the droga kontajner informacie je the to
isté ako the droga informacie v the receptuira, a overenie vyzva displeje.

POZNAMKA: The overenie vyzva iba vyskytuje raz pre kazdy droga, kedy jeho kontajner éiarovy
kod je naskenovany pre the najprv ¢as.



Is this the correct drug?
Lorazepam 2 mg/mL

s | o | |

e Ak the drogainforméacie je spravne, stlaéte the Ano tladidlo. Vy st vyzva este raz do
potvrdit’ ze the droga informacie je spravne.

o Ak the droga informacie je nie spravne, stlacte the Nie tla€idlo. Vy su vyzva eSte raz do
potvrdit’ ze the droga informacie je nespravne.
To Zrusit’ the prevadzka, stlacte the Zrusit’ tlacidlo.

Monlforovon/e Postavenie

Dashboard Postavenie Informdcie

1. Normalne: The systém je pripraveny do procesu alebo je spracovanie a
zamestnanie (pre priklad tlac).

2. Vystraha stav: The systém moct stale procesu pracovnych miest ale vyzaduje
pouzivatel pozornost’ (pre priklad nizka atrament).

3. Kritické alebo chyba stav: The systém mozno nie byt schopny do procesu
pracovnych miest. The systém vyzaduje okamzity pouzivatel attennost’ (pre priklad
von z Stitok média).

4. Stimeny ikona: Displeje kedy the objem je stimeny.

5. Postavenie sprav.

System Informdcie



1. Stla¢te the Systém Informacie ikona.

System Information

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

The formulary has not been verified and

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

2. Stlacte the zalozky do vyhliadka dodatoéné informacie.

Udrzba

Zobrazujem the Verejne sluzby Obrazovka

SYRINGE




1. Stlacte the Verejné sluzby tlacidlo.

The Verejné sluzby obrazovka displeje. The tlaCidla su popisané v the stél nizSie.

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 Zavriet the Verejné sluzby obrazovka, stlacte the Verejné sluzby tlaCidlo eSte raz.
Clean Nozzles

Cisti the atrament kazeta trysky
Adjust Label

Umozhuje ty do upravit the Stitok média cesta do zaistit ze Stitok obsah je spravne
centrovany na the Stitok.

Dark Print: Off / On
Sady tmavy tla¢ z ¢ierna text do vypnuty alebo na.
Print My Badge
Vytlacky a pouzivatel odznak pre the pouzivatel SZO je momentalne prihlaseny v.
Calibrate Screen
Kalibruje sa the dotknut sa obrazovka.
Network
UmozZzhuje ty do konfigurovat the siet nastavenie.
Copy Logs

Kopie systém gulatiny do a USB blesk riadit Ze je viozené v the dotknut sa obrazovka
USB pristav 1.

Clear Errors



Vymaze sa systém chyby. Toto nastavenie by mal iba byt pouzité od systém spravcovia
po the chyby sl opatrne preskimané.

Manage Features

Umoznuje ty do pridat SLS Vlastnosti.

M
()

Upravuje the dotknut sa obrazovka jas.

Upravuje the audio objem.

Cistenie a Stitok Jam

1. Odstranit tvoj rukavice.
2. Otvorené the spredu a vzadu kryts.

3. Identifikovat the umiestnenie z the zaseknuty média a pouzitie the vhodné postup
nizsie.

Cistenie a Stitok Jam v the Predné Média Sprievodca

1. Jemne odstranit the Stitok média od pod the spredu sprievodca od tahanie hore the
Stitok média blizko the atrament kodiar.

POZOR: Aneplatny lapanie hore a stitok v the média cesta. Vy mozno mat’ do sem the média
dopredu cez the rezac¢ka do vyhnut’ sa lapanie a stitok. Ak a stitok je oliupané hore v the média
cesta, robit’ nie stlacte the lepidlo strane z the Stitok proti the list kov sprievodcovia.

2. Pouzite noznice do strihat the vlozka medzi dva Stitky od the atrament ko iar do
povolit ty do odstranit the zaseknuty Stitok média.

Ak pozadovany, stla¢te the Nalozit’ tlacidlo do vopred the Stitok média.



POZNAMKA: Noznice sii odporiéané pre rezanie the vlozka tak ze the $titok média bude mat’ a
rovno hrana. The rovno hrana bude urobit’ naditava the stitok média jednoduchsie.

3. Jemne odstranit the zaseknuty porcia z the Stitok média.

4. Preskumanie the pésik z Stitky. Urobit samozrejme Ze ty moct U€et pre vSetky z the Stitky a ze
¢ Stitky su uviazol v the spredu média sprievodca. Zahodit' the poSkodeny Stitok média.

5. Ak porcie z the Stitok média su stale zaseknuty v the média cesta, moc vypnuty the systém
(odkaz do ,Vypnut a Moc Vypnuté®). Pouzite nekovovy pinzeta a opatrne odstranit akykolvek
dodatocné Stitok média od the média cesta.

6. Stlacte the Vylozit tlaCidlo do obratit akykolvek porcia z the Stitok média Ze je stale v the
média cesta.

7. Skontrolujte the Stitok média. Pouzite noznice do strihat vypnuty akykolvek poSkodeny Stitky.
8. Zavriet the spredu krytie, nalozit the Stitok média, a Zavriet the vzadu kryt.
Cistenie a Stitok Jam v the Zadné Média Sprievodca
1. Identifikovat the umiestnenie z the zaseknuty média pod the vzadu média sprievodca.

The vzadu média cesta moct byt vystavené od pouzitim the palec skrutky do odstranit’ the
vzadu média sprievodca kryt.

2. Pouzite noZnice do strihat the vloZzka medzi dva &titky od the atrament ko iar. Toto bude
zmenS§it the &islo z Stitky bytie potiahol spat cez the média cesta.

3. Jemne odstranit’ the strihat’ porcia z the Stitok média od the spredu média sprievodca a
zahodit' to.

4. Pouzite noznice do strihat the vlozka medzi the zaseknuty porcia z the Stitok média a the
Stitok média rolovat.

POZNAMKA: Noznice sii odporiéané pre rezanie the vlozka tak ze the $titok média bude
mat’ a rovno hrana. The rovno hrana bude urobit’ nacitava the stitok média
jednoduchsie.

5. Jemne odstranit the zaseknuty porcia z the Stitok média.



POZOR: Aneplatny lupanie hore a stitok v the média cesta. Ak a stitok je olupané hore v
the média cesta, robit’ nie stlacte the lepidlo strane z the stitok proti the list kov
sprievodcovia.

6. Preskumanie the pasik z Stitky. Urobit samozrejme Ze ty moct ucet pre vSetky z the Stitky a
Ze ¢ Stitky su uviazol v the vzadu média sprievodca. Zahodit the poSkodeny Stitok média.

7. Ak porcie z the Stitok média su stale zaseknuty v the média cesta, moc vypnuty the systém
(odkaz do ,Vypnut a Moc Vypnuté®). Pouzite nekovovy pinzeta a opatrne odstranit
akykolvek dodatocné Stitok média od the média cesta.

8. Stlacte the Vylozit tlaCidlo do obratit akykolvek porcia z the Stitok média Ze je stale v the
média cesta.

9. Skontrolujte the Stitok média. Pouzite noznice do strihat vypnuty akykolvek poSkodeny Stitky.

10. Zavriet the spredu krytie, nalozit’ the Stitok média, a Zavriet the vzadu kryt.

InStaluje sa Aktualizacia Balicky

Pouzite toto postup do ruéne Instalacia receptura aktualizovat’ balikov a konfiguracia updzjedol
balikov.

POZNAMKA: Receptura a konfiguracia aktualizovat’ balikov méct’ tiez byt’ nainstalovany na dialku
pouzitim the Administrativa Nastroj. Pre viac informacie, odkazovat’ do the SLS Administrativa
Nastroj Uzivatel'ské Manualny v1.3.0.

POZOR: Instaluje sa systém softvér by mal iba byt’ vykonané ako smeroval od Codonics
Technické Podpora. Urob nie pokus do InStalacia systém softvér bez the pomoc z Codonics
Technické Podpora.

1.Logwv.

2. Urobit samozrejme Ze the SLS je nie spracovanie akykolvek tlagit pracovnych miest
alebo inZinierske siete.
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3. Vlozte the USB blesk riadit na ktoré the aktualizovat bali¢ek alebo softvér je
nainstalovany.
Vy su vyzva do potvrdit’ the inStalacia.

4. Stlagte the Ano tlagidlo do dalej.

5. Kedy the instalacia subory mat Bol skopirované, odstranit the USB blesk riadit’.
Kedy the instalacia je kompletny, the systém reStartuje sa automaticky.

POZOR: The SLS z&kaznik je zodpovedny pre zabezpecenie ze the spravne formalnyr a
konfiguracia balikov su bytie nainstalovany na the SLS.

POZOR: Prax standard informacie technolégie (IT) opatrenia do chranit’ udaje prislusného s the

receptlra (pre priklad zabezpecenie the obsah z the USB blesk riadit’ na ktoré the formaulary
aktualizovat’ bali¢ek je ulozené).

POZOR: The SLS zakaznik je zodpovedny pre the presnost’ z the udaje v the receptura, pogéitajic
do toho droga udaje ze ma Bol skopirované od tretia strana droga databazy.



Vypnut a Moc Vypnutée

1. Urobit samozrejme vsetky tladit pracovnych miest mat dokon&ené.

‘ SYRINGE BLANK LINES v PATIENT

2. Stlacte the Log Von tlacidlo.

Log Out or Shut Down System

3. Stlac¢te the Drz hubu Dole tladidlo.

= ol I

4. Kedy vypnut je kompletny, otocit sa vypnuty the Moc prepinac.



RieSenie problémov

Problém: Zaéiatok zlyha.

Skontrolujte the externy moc zasobovanie a kable.
Skontrolujte the moc prepinaé na the vzadu panel.
Overit’ ze the SmartDrive je pripojeny.

Problém: Systém bude nie moc na.

Vymenit’ the externy moc zasobovanie.

Problém: Prihlasit’ sa zlyha.

Overit’ the pouzivatel nazov.
Overit’ the PIN.
Overit’ ze the pouzivatel odznak je spravne a ze jeho Ciarovy kod kvalita je uspokojivy.

Problém: The dotknut’ sa obrazovka robi nie odpovedat’ spravne kedy dotknuty.

Bez the Kalibrovat’ Obrazovka uzitkovost.

Problém: The receptura zlyha do nalozit’ alebo je neplatny.

A Novy receptura aktualizovat’ balic¢ek mozno mat’ do byt’ vytvorené a nalozeny. Pozri tvoj
SLS systém sprévca.

Problém: A droga kontajner zlyhalo overenie.

The droga mozno mat’ do byt doplnené do alebo opravené v the receptura.
Urobit’ samozrejme ze the ¢iarovy kod na the droga je z dobre kvalita.
POZOR: Toto je a serios problém. Upozornit’ tvoj SLS systém spravca.

Problém: A test stitok alebo striekacka stitok urobil nie tlacit’ spravne.

Zahodit’ the stitok a skus este raz.

Ak the stitok tlacit’ kvalita je zlé: Bez the Vycistit’ Trysky uzitoénost’, Vymenit' the atrament
kazeta, a Vymenit’ the stitok média.

Ak the tlaéit’ je nie zarovnané spravne na the stitok, bezat the Prisposobit’ Stitok
uzitkovost'.

Ak the zle droga informéacie je vytlaéené na the stitok, the droga mozno mat’ do byt’
opravené v the receptlra. Pozri tvoj SLS systém spravca.

POZOR: Toto je a vazne problém. Upozornit’ tvoj SLS systém spravca.

Problém: The €iarovy kéd skener je nie skenovanie.

Urobit’ samozrejme the €iarovy kéd je spravne umiestnené. The €ervena nitkovy kriz by
mal riadok hore s the ¢iarovy kéd a the kontajner alebo striekacka by mal byt’ ako Zavriet’
do the spredu kryt ako mozné.

Vypnut' the systém od the dotknut’ sa obrazovka a potom cyklu moc do the systém.
Urobit’ samozrejme the kvalita z the €iarovy kéd je dobre.

Vycistit’ the skener sklo okno.

The €iarovy kéd symbolika mozno nie byt podporované. Kontakt Codonics Technické
podpora (+1 440.243.1198)

Problém: The Stitok média je zaseknuty.

jasny the $titok zavaranina. Refer do "Cistenie." a Stitok Jam “.

Problém: The SLS bude nie spojit’ do the siet’.

Overit’ ze the Ethernet kabel alebo Wi-Fi adaptér je pripojeny.
Overit’ ze the SLS siet’ nastavenie su nakonfigurovany spravne.

POZNAMKA: Pre dodatoéné rieenie problémov problémy, odkazovat’ do the Safe Label System
Uzivatel'ské Manualny.





