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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
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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

|
E— TJ

—_—

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

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

Ethernet Cable (Optional)

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

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

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

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



Wi-Fi Adapter (Optional)

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

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

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

Power, SmartDrive

1. Place the SLS on a solid level surface.
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2. Turn the Power switch to off.

3. Connect the external power supply.

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

> B>

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

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



4. Insert the SmartDrive.

5. Insert the output bin.

Startup
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1. Turn on the Power switch.

Are the date and time correct?

03/09/2011 12:09
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2. Confirm or adjust the date and time.

3. The login prompt displays.

Scan User Badge or Enter User ID to Log In

Wiy
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Make User Badge

Loading Media

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

Phone: +1.440.243.1198



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

Installing the Ink Cartridge

1. Open the front cover.

2. Press the Ink button.

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

4. Open the ink cartridge carriage.

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



7. Close the ink cartridge carriage.

8. Press the Ink button.

9. Close the front cover.

Loading Label Media

1. Open the rear cover.

2. Insert the label media hubs.



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

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

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

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

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

loading the media again.

7. Close the rear cover.

Login



Making a User Badge

Scan User Badge or Enter User ID to Log In

00T

|
O

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
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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
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SYRINGE BLANK ‘

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

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

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

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

5. Status messages.

System Information



1. Press the System Information icon.

System Information

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

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

© released. Install a released formulary.

2. Press the tabs to view additional information.

Maintenance

Displaying the Utilities Screen
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1. Press the Utilities button.

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

o

Clean Nozzles Print My Badge Copy Logs

Adjust Label Calibrate Screen Clear Errors

Utilities

Dark Print: On Network Manage Features

SYRINGE BLANK LINES v PATIENT

08/31/2011 15:56

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

Cleans the ink cartridge nozzles
Adjust Label

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

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

Clear Errors



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

Manage Features

Allows you to add SLS features.

Adjusts the touch screen brightness.

Adjusts the audio volume.

Clearing a Label Jam

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

Clearing a Label Jam in the Front Media Guide

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

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

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

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

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



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

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

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

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

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

Clearing a Label Jam in the Rear Media Guide

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

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

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

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

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

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

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

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

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



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

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

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

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

Installing Update Packages

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

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

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

1. Login.

2. Make sure that the SLS is not processing any print jobs or utilities.



. G

o — :m‘@\? .
; Q=2 NSIS N

ASHED

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

IR - TUrkce

Dokiimantasyon Farkina varmak

Bu belge dir-dir Bélim nin-nin AB MDR Gereksinimler. Kodonik Kasa Etiket Sistem® Uriin dir-dir a
Saglik Uzmanlar tarafindan kullaniimasi amaglanan Sinif | tibbi cihazlar. Calisma igin Grafik Kullanici
Arayiizii (GUI) dahil olmak (izere Uriin ambalaji ve etiketlemesi ingilizce olarak sunulur ve potansiyel
kullanicinin egitimi ve bilgisi dikkate alinarak MDR, Ek |, Bolum IIl, 23.4'G kargilar.

ag bilgi, Anahtar Ozellikler, Amagclanan Kullanim, Kullanici Manuel Ekler, Hizli Baslat Kilavuz ve Kurulum
EGER SEN (Talimatlar igin kullanim) vardir mevcut i¢inde temel tercime igin Uye Durum Diller. Birincil
EGER SEN vardir mevcut iginde Ingilizce.

Codonics Uriin:% s vardir Sinif ben Uriin:% s amaglanan igin kullanim tarafindan Saglik hizmeti
Profesyoneller.

Uriin:% s ambalaj ve etiketleme dahil olmak tizere Grafik Kullanici Arayiiz (GUI) icin operasyon vardir
Sunulan icinde ingilizce ve bulusmak MDR, Ek BEN, Bélim lIl, 23.4, alma hesap Egitim ve bilgi nin-nin
potansiyel kullanici.

*Ag bilgi, Anahtar Ozellikler, Amagclanan Kullanim, Kullanici Manuel Ek, Hizli Baglat Kilavuz & Kurulum
EGER SEN vardir mevcut iginde basit tercime Uye Durum Diller; birincil EGER SEN vardir mevcut icinde
ingilizce

Genel Bakis:

Kodonik Kasa Etiket Sistem SLS 550i Bakim Noktasl Istasyonu (PCS), dinyanin énde gelen hastanelerinde bakim
standardidir. OdUllU bir FDA Sinif Il tibbi cihaz olan sistem, ilaclann hazilandig her yerde ilac yénetimi ve etfiketleme
uyumlulugunun guvenligini ve dogrulugunu artinr. Ameliyathanede SLS, eldeki ilaci elekironik olarak fanimlamak igin
anestezi ilag arabalari ile entegre olur. Flakonun / ampulin NDC'sine dayali gérsel ve sesli dogrulama, klinisyenlere ikinci
bir gbz grubu gibi davranan gercek zamanli bir givenlik kontrolU saglar ve en yaygin ilag hatalanni ortadan kaldirmaya
yardimci olur. Talep Uzerine SLS, Epic ve Cerner ile uygulamada entegrasyon icin parenteral flakondan NDC'yi yakalayan
bir barkodu iceren uygulamaya hazir TJC uyumlu bir etiket Uretir. lle birlikte kullanildigindaCodonics SLS DALGASI, bu
sUrec elektronik olarak belgeler hasta kayit 'eller serbest' -e gelistirmek sarj etmek ele gecirmek, fatura dogruluk ve 3408
uyma, olusturma standardizasyon ve

etkinlestirme BCMA icinde VEYA.

Safe Label System:



Entegre eder ile mevcut is akislar, ekleme TJC uyma ve eczane gdzetim -de her yer nerede Talep Uzerine ilaglar vardir
hazilanmis, bdyle gibi VEYA, YBU, PACU, hasta zeminler ve eczane

Saglar klinisyenler ile elektronik ila¢ tedavisi Emniyet ¢cekler sure artan Uretkenlik

izin verir hastane onayl ilaclar, seyrelticiler, konsantrasyonlar, ve Toplam doz / toplam Ses Hazrrliklar -e olmak Birlesik ile
DUnya capinda taninmis en iyi uygulamalar ve Uluslararasi standartlar iginde a formuler yénetilen tarafindan eczane ve
mevcut -de parmak uclar nin-nin kimse

hazrlik ilaclar

Yakalar tam NDC nin-nin parenteral sise ve tasir o -e hazrrlanmig etiket -e saglamak 100% dogru dokUmantasyon icin sarj
etmek ele gecirmek ve 340B Hesap verebilirlik

Yapabilmek olmak ydnetilen uzaktan dahil olmak Uzere yazilim gincellemeler ve saglar statl geri bildirim -e belirtildi
kullanicilar Uzerinden Yonetim (degistir | kaynagi degistir) Arag ve E-posta adresi Bildirimci (istege bagh)

Ne zaman Kullaniimis iginde baglag ile SLS DALGASI, tamamlayiniz ¢6z0m etkinlestirir 'eller serbest' entegrasyon ile Epik
ve Cerner -e maksimize etmek gelir, gelistirmek hasta sonuclar ve klinisyen is akisi tarafindan indirgeme Manuel tiklama

Gelistirin Hasta Emniyet

Hatalar icinde hazrlik ve secim gibi iyi gibi dokUmantasyon yanligliklar meydana gelmek icin a numara nin-nin nedenleri.
Coklu dikkat dagitici yoksul el yazisi ve benzer / sese benzer ilaglar bUyUk dlcUde katkida bulunmak -e potansiyelicin ilag
tedavisi hatalar. SLS kucakliyor telefon etmek -e gelistirmek hasta ve ilag tedavisi Emniyet tarafindan:

Azaltir cogu Yaygin ilag hatalar yapilmis sirasinda segim hazirlik ve yénetim nin-nin enjekte edilebilir ve infravendz ilaclar
icinde VEYA, dahil olmak Uzere sise / ampul takas yanlis etiketleme / okunaksiz etiketleme sinnga takas ve suresi doldu
sinngalar

Karsilasiyor ISMP ve APSF tavsiyeler o her anestezi yer meli Sahip olmak a mekanizma -e belilemek ilaclar énce cizim
onlar yukar veya idare etme onlan (barkod okuyucu)

Otomatik olarak hediyeler klinisyenler ile gdrsel ve duyulabilir onaylar nin-nin her biri ilag ve konsantrasyon birlestiren
elektronik Emniyet cekler -e Kaldir element nin-nin insan hata

Teknik Ozellikler
Sistem: Birlesik dokunma ekran bilgisayar, 2D barkod tarayici, renk murekkep jet yazici, ses geri bildirim ve ag yetenekli
(Ethernet standart, Kablosuz internet istege bagdl)

GUgc: Evrensel Giris: 100-240 VAC, 50/60 Hz
Boyutlar: 10.43 " (26.5 santimetre) W, 15.67 " (39.8 santimetre) D, 16.50 " (41.9 santimetre) H
Adirlik: 14.5 Ibs. (6.6 kg)

DUzenleyici: Tam fibbi cihaz uyma dahil olmak Uzere Sinif 2 FDA ve Sinif ben MDR 2017/745 / AB (CE), GMP / QSR, ISO
13485:

2016 / NS-EN ISO 13485: 2016, Elektriksel Emniyet IEC 60601-1 Ed. 3.1 ve EMC / EMI: FCC Sinif Bir ve IEC 60601-1-2: Ed. 4 igin
Profesyonel Saglik hizmeti Tesisler

Okunabilir Barkodlar: Kod 128, GS1-128, Veri Matris, UPC-A, UPC-E, EAN-13, EAN-8,
GS1 DataBar Aile, Aralikli 2 nin-nin 5, ITF-14, Kod 39, Kod 32,
ISBT 128, QR Kod

Yazlabilir Barkodlar: Veri Matris, 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 Kullanici Manuel
Onsoz
Soézlesmeler Kullaniimis icinde Bu Manuel

Madde isareth Listeler
Mermi vardir Kullanilmis -e Gériintiile a liste nin-nin prosediir disi 6geler. icin misal:
takip etme Etkinlikler tetiklemek a senkronizasyon nin-nin SLS veri -e o saklanmis agik
SmartDrive:

Otomatik olarak her 15 dakika

Formiler glincellemeler

Sayili Adimlar

. ?'_F )
i ikon gosterir baslangi¢ nin-nin a prosediir. adimlar iginde a prosedur vardir
sayili. icin misal:

Agik 6n 6rtmek.

Basin Mirekkep buton.
Notlar
Notlar icerir ek bilgi iliskili -e a konu veya prosediir. i¢in misal:

NOT: sistemi niyet saglamak o a Olcek Yazdir dir-dir gerceklestirilen -de en az bir Zamanlar a
gun.

Uyarilar ve Uyarilar

Uyarilar uyarmak sen -e hareketler veya durumlar o abilir sebep olmak zarar -e ekipman veya
veri.

icin misal:
Uyarilar uyarmak sen -e hareketler veya durumlar o abilir sonug icinde kisisel yaralanma. icin
misal:

Onemli Bilgi ve Dosya adlari
Kalin tip dir-dir Kullanilmis icin vurgu kullanici arayiiz nesne isimler ve yollar veya dosya adlari.

icin misal:
Barkod Tarayici taramalar ilag konteyner barkodlar icin Kimlik ve dogrulama.



Kullanim kontroller -e dogru tarih ve zaman, sonra basin TAMAM MI buton.

Amac ve Durbun

Bakin -e bu Kullanicilar Manuel icin prosedirler agik Nasil -e icra etmek Safe Label System (SLS)
kullanici operasyonlar, dahil olmak Gzere:

Ayar yukari donanim ve yazilim

Gosteri temel fonksiyonlar boyle gibi Kerestecilik icinde ve disari, ve yapilandirma biraz

System ayarlar (icin misal, ses Ses, parlaklik)

Baski ve onaylayan siringa etiketler

Kontrol etme ilag siringalar tarafindan tarama onlarin barkodlar

Bakim sistemi

izleme sistemi statii ve sorun giderme Yaygin sorunlar

Urtin Bilgi

igin teknik yardim ile SLS Nokta nin-nin Bakim istasyon, telefon etmek Codonics Teknik

Destek -de takip etme numara:
Telefon: +1 440.243.1198 o _ _
Gegis ucreti Bedava: 800.444.1198 (AMERIKA BIRLESIK DEVLETLERI sadece)

Teknik Destek dir-dir mevcut 24/7/365. Teknik Destek dir-dir Ayrica mevcut internet (izerinden
Uzerinden

e-posta ve Codonics ag site:
E-posta: support@codonics.com
ag Siteler: www.codonics.com

Genel Urlin bilgi Yapabilmek Ayrica olmak talep edilen tarafindan génderme e-posta suraya:
E-posta: info@codonics.com

Litfen Dahil etmek sizin posta posta génderme adres ve telefon numara icinde e-posta ileti.
Temel Griin bilgi dir-dir iade Gzerinden e-posta sirece aksi takdirde talep edilen.

Uyarilar ve Sinirlamalar nin-nin Kullanim

yer nin-nin Emniyet ve uyma Etiketler
Codonics dir-dir icinde uyma ile gesitli diizenlemeler.

SLS ADET Emniyet ve uyma etiket, gosterilen altinda, dir-dir bulunan acik alt nin-nin cihaz
(gosterilen acik takip etme sayfa).
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label location

SLS PCS safety and compliance label, on bottom of device
Voltaj Uyari

tinlem nokta i¢inde a tiggen dir-dir amaglanan -e uyarmak kullanici -e mevcudiyet nin-nin
onemli isletme ve bakim (servis) Talimatlar i¢inde Edebiyat
Eslik eden bu cihaz.

AN

BASVUR SERVIS HiZMETI KIME NITELIKLI HIZMET PERSONEL. SOKME NIN-NIN
ETIKETLER,

KAPAKLAR, VEYA KAVRAMA BAGLANTI ELEMANLARI MAYIS GECERSIZ THE
GARANTI.

BU APARAT ZORUNLU BE ELEKTRIKSEL OLARAK TOPRAKLI.

KIME ONLEMEK ATES VEYA SOK TEHLIKE, YAPMAK DEGIL MARUZ BIRAKMAK
BU CIHAZ KIME YAGMUR VEYA



NEM.

EKIPMAN DIR-DIiR DEGIL KIME BE KULLANILMIS GiBI Bir BILESEN NIN-NIN Bir
YASAM DESTEK SISTEM.

Hayat destek cihazlar veya sistemleri vardir cihazlar veya sistemleri o destek veya sirdirmek
hayat ve

kimin basarisizlik -e icra etmek Yapabilmek olmak makul beklenen -e sonug icinde a énemli
yaralanma veya

6lum -e a kisi. Bir kritik bilesen dir-dir hi¢ bilesen nin-nin a hayat destek cihaz veya

sistemi kimin basarisizlik -e icra etmek Yapabilmek olmak makul beklenen -e sebep olmak
basarisizlik nin-nin

hayat destek cihaz veya sistem veya -e etkilemek onun Emniyet veya etkililik.

Lazer Uyari

UYARI Bu cihaz yayar CDRH / IEC Sinif 2 lazer ve IEC Siif 1 milyon 151k. Yapmak degil
bakmak i¢ine kiris.

Seri Numara, Yapilandirma, Tarih (degistir | kaynagi degistir) Kod, ve
Degisiklik
Kodlar

seri numara etiket dir-dir yerlestirilmis tstline Emniyet ve uyma etiket.

seri numara etiket icerir takip etme bilgi:
seri numara (SN), hangi benzersiz sekilde tanimlar birim.
konfiglirasyon numara (CN), hangi detaylar insa etmek yapilandirma.
degisiklikler kodlar, hangi vardir -e sag nin-nin CN numara ve vardir a
dizi nin-nin 20 sayilar. Ne zaman hig nin-nin bunlar sayilar vardir bloke disari, o
bendislerini disilestirmek a degisiklik o oldu yapilmis -e birim.

Seral number

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

Serial num ber label



Potansiyel icin Radyo Siklik Girigsim agik cihaz Operasyon

Her ikisi de tasinabilir ve seyyar RF iletisim ekipman Yapabilmek etkilemek tibbi elektriksel
ekipman dahil olmak lizere SLS ADET SLS ADET dir-dir amaglanan igin kullanim iginde
elektromanyetik

cevre belirtildi igcinde rehberlik ve Ureticinin beyan Bolim.

Potansiyel icin Radyo ve Televizyon Girisim

SLS ADET dretir ve kullanir radyo Siklik enerji, ve Eger degil Kurulmus ve Kullaniimis
uygun sekilde, o dir-dir, icinde kati uygunluk ile {reticinin Talimatlar, Mayis sebep olmak
girisim -e radyo ve televizyon resepsiyon. O vardir olmustur tip test edildi ve bulundu -e
uymak ile Sinif Bir emisyon limitler igin a bilgi islem cihaz icinde uygunluk ile
ozellikler icinde Alt bolim J nin-nin B6lim 15 nin-nin FCC Kurallar, hangi vardir tasarlanmis -e
saglamak
makul koruma karsisinda bdyle girisim ne zaman isletme iginde a ticari
cevre. SLS ADET dir-dir degil amaglanan igin kullanim iginde a yerlesim Sinif Bir gevre.
SLS ADET gerektirir a tibbi glic / toprak. Eger sizin SLS yapar sebep olmak girisim -e radyo veya
televizyon resepsiyon, sen vardir cesaretlendirdi -e Deneyin -e dogru girisim tarafindan bir veya
Daha nin-nin takip etme dlgiimler:

Yeniden yonlendir alma anten

Yer degistir SLS ADET ile saygi -e alic

Eger gerekli, sen meli danismak Codonics Teknik Destek veya bir Tecribeli

radyo / televizyon teknisyen igin ek 6neriler. Sen Mayis bulmak takip etme kitapgik hazirlanmis
tarafindan Federal iletisim komisyon faydali: Nasil -e Tanimla ve ¢6zmek Radyo TV Girisim
Problemler. Bu kitapgik dir-dir mevcut itibaren BiZE. Devlet Baski Ofis, Washington, D.C. 20402,
Stok Hayir. 004-000-00345-4.

Bu Urln dir-dir igcinde uygunluk ile koruma Gereksinimler nin-nin EC Konsey direktif

Uye Devletlerin tibbi cihazlarla ilgili yasalarinin yakinlastiriimasina iliskin MDR 2017/745 / EU
(CE). Bu Urlin, Profesyonel Saglik Tesisleri ve CISPR 11 igin IEC 60601-1-2 Sinif A sinirlarini
karsilar. Direktifin gerekliliklerine uygunluk beyani, birCodonics kotulik Devlet Bagkani.

Rehberlik lle ilgili olarak Elektromanyetik Emisyonlar ve Dokunulmaziik

Uygun ortamlar vardir gibi asagidaki gibidir:
SLS550i dir-dir amaglanan i¢in kullanim iginde hastane ve klinik ortamlar dahil olmak
iizere isletme



Odalar ve perioperatif cevre.

SLS550i vardir degil olmustur degerlendirildi i¢in kullanim yakin HF cerrahi ekipman.
Eger kullanim yakin HF

cerrahi ekipman dir-dir istenen, kullanic1 dir-dir sorumluluk sahibi igin dogrulantyor
uygun operasyon

nin-nin SLS550i. Eger SLS5501 yapar degil icra etmek dogru sekilde i¢inde bu ¢evre
hareket

SLS5501 daha uzaga itibaren kaynak nin-nin elektromanyetik rahatsizlik.

SLS5501 vardir degil olmustur degerlendirildi i¢in kullanim i¢inde acil Durum tibbi
Aragclar veya i¢inde yerlesim

auygulamalar.

NOT: Bu ekipmanin radyo frekansi emisyon 6zellikleri onu endiistriyel alanlarda ve hastanelerde
kullanima uygun hale getirir (CISPR 11 smif A). Bir mesken ortaminda kullanilirsa (normalde
CISPR 11 smf B gereklidir), bu ekipman radyo frekansi iletisim hizmetlerine yeterli koruma
saglamayabilir. Kullanicinin, ekipmanin yerini veya yoniini degistirmek gibi hafifletici 6nlemler
almasi gerekebilir.

Gibi a destek cihaz, SLS5501 yapar degil saglamak 6nemli verim.

UYARI Kullanim nin-nin bu ekipman komsu -e veya y1gilmis ile diger ekipman meli olmak
kaginildi Ciinkii o abilir sonug iginde uygunsuz operasyon. Eger boyle kullanim dir-dir gerekli,
bu ekipman ve diger ekipman meli olmak gézlemlendi -e Dogrulayin o onlar vardir isletme
normalde.

UYARI Kullanim nin-nin Aksesuarlar, donustiiriiciiler ve kablolar diger -den sunlar belirtildi veya
saglanan tarafindan (iretici firma nin-nin bu ekipman abilir sonug iginde artti elektromanyetik
emisyonlar veya azaldi elektromanyetik dokunulmazlik nin-nin bu ekipman ve sonug icinde
uygunsuz operasyon.

UYARI Tasinabilir RF iletisim ekipman (dahil olmak iizere gevre birimleri bdyle gibi anten kablolar
ve dig antenler) meli olmak Kullanilmig Hayir daha yakin -den 30 santimetre (12 in¢) -e hi¢ B6lUm
nin-nin SLS550i, onun kablolar veya Aksesuarlar. Aksi takdirde, bozulma nin-nin verim nin-nin bu
ekipman abilir sonug.

Elektromanyetik Emisyonlar Standartlar ve Olcek Seviye



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

Elektromanyetik Dokunulmaziik Standartlar ve Olgek Seviyeler

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

Emniyet Onlemler

e Asla baglanmak cihazin disg gii¢ arz -e hig gikis veya gii¢ arz o vardir a Voltaj veya Siklik
farkh -den o belirtildi (100 - 240 VAC, 50/60 Hz). Kullanim sadece dis gii¢ arz saglanan ile
cihaz (Codonics Bolim Number SLS-PS).

¢ Ne zaman degistirme cihaz, her zaman gii¢ o agagi (bakin -e "Giiglendirme Kapali Sistem
”) ve baglantiy1 kesmek AC gii¢ kordon dnceki -e servis o.

e Hasar -e a gii¢ kordon dir-dir a ates ve sok tehlike. Ne zaman figten ¢ekilme a gii¢ kordon
ambar o tarafindan fis sadece ve Kaldir fis dikkatli.

o Eger a gii¢ kordon veya dis gli¢ arz ihtiyaglar -e olmak degistirildi, yerine koymak o sadece
with bir digeri Codonics gii¢ kordon veya Codonics dig gii¢ arz. Alternatif olarak, yerine
koymak o ile a gii¢ kordon veya dis gii¢ arz imal 6zellikle igin sizin gii¢ yapilandirma.

o Eger cihaz dir-dir sigara icmek veya yapimi alisilimadik sesler gii¢ kapali ve figini gekmek
cihaz hemen.

¢ Yapmak degil eklemek Dig nesneler nin-nin hig tlr igine cihaz; yapmak yani Yapabilmek
olusturmak a Emniyet tehlike ve sebep olmak kapsamli hasar.

¢ Yapmak degil yer hi¢ sivi konteynerler agik cihaz. Eger, i¢in biraz sebep sivi seeps igine
cihaz, gii¢ kapali cihaz ve figini gekmek gii¢ kordon itibaren kaynak ¢ikis. Eger
Kullanilmig olmadan alma diizeltici él¢iimler, cihaz Mayis olmak hasarl.

¢ Yapmak degil maruz birakmak cihaz -e yanici gazlar iginde konsantrasyonlar yiiksek yeter
-e sebep olmak ates veya patlama.

yer Onlemler

o igletme ortam sicaklik Aralik nin-nin SLS ADET dir-dir 15-30°C (59-86°F), ile a akraba nem
nin-nin % 20-% 80.



Eger SLS ADET dir-dir tagindi hizh bir gekilde itibaren bir son derece soguk yer -e a daha
sicak bir, cyogunlagsma dir-dir muhtemelen -e form. Yapmak degil kullanim SLS ADET Eger
yogunlagsma vardir olusturulan.

Bekle a kadar yogunlagsma vardir buharlasti. Sen Yapabilmek hiz yukari buharlagsma
zaman tarafindan hareketli SLS ADET -e a kurutucu yer.

Yapmak degil yer SLS ADET iginde a yer ile yiiksek nem veya yiiksek toz. Havadan kir
parcaciklar Yapabilmek sebep olmak Yazdir kalite sorunlar. Onlemek yerlestirme SLS
ADET icinde konumlar nerede havalandirma kanallar agik kapilar veya sik yoldan gegenler
belki maruz birakmak SLS ADET ve etiketler -e yiiksek seviyeleri nin-nin enkaz.

Yapmak degil bulmak SLS ADET iginde Kaplicalar alanlar nerede hidrojen siilfit ve asidik
iyonlar vardir muhtemelen -e olmak olusturuldu.

Yapmak degil bulmak SLS ADET nerede Orada vardir yagh dumanlar ve buharlar.

Yapmak degil bulmak SLS ADET i¢inde direkt Glines 1s1g1.

Yapmak degil bulmak SLS ADET yakin kaynaklar nin-nin yuksek RF enerji.

Yapmak degil bulmak SLS ADET nerede o belki olmak konu -e sarsici veya titresimler,
boyle gibi a masa veya sira iginde a yiiksek trafik alan. Sarsici ve titresimler Yapabilmek
etkilemek Yazdir kalite nin-nin etiketler.

Eger kullanma a VESA binmek -e binmek cihaz agik a duvar, ayakta durmak, veya anestezi
arz araba, bagvurmak -e VESA Montaj Arayiliz Standart (MIS), mevcut -de www.vesa.org,
icin uygun yer ve Kurulum bilgi.

Temizlik Onlemler

icin 6nlemek hasar -e cihaz, gdzlemek takip etme genel &nlemler igin temizlik

cihaz:

Birpply temizleyici -e a temiz, tily birakmayan kumas filk ve sonra temiz cihaz.

Sivi uygulamali direkt olarak -e cihaz abilir muhtemelen sizinti iceride cihaz ve sebep
olmak hasar. Kullanim ekstra Dikkat ne zaman temizlik etrafinda havalandirma delikleri
acik geri nin-nin dokunmatik ekran ve hoparlor.

izin vermek cihaz -e tamamen kuru dnce isletme o tekrar.

Bircok plastik bilesenleri vardir Kullaniimig icinde SLS ADET ingaat. Ceket ¢irpinan ve
deformasyon dir-dir muhtemelen -e meydana gelmek Eger cihaz dir-dir silindi ile kimyasal
Dusters, benzen, incelticiler, bécek oldiiriiciiler, veya diger ¢oziiciler. Silgi ve PVC
malzemeler ayrildi iginde iletisim ile SLS ADET igin Genisletilmis donemler nin-nin zaman
niyet sebep olmak hasar. Asla kullanim petrol esasli ¢déziimler veya asindirici
temizleyiciler.

Asla kullanim agindirici malzeme.

Her zaman seyreltik temizlik ajanlar gore -e lreticinin Talimatlar, veya kullanim en diisiik
mimkin konsantrasyon.

Yapmak degil izin vermek temizlik ajan -e kalmak agik cihaz yiizeyler. Sil o kapali hemen
ile a tily birakmayan kumas nemlendirilmis ile Su.

icin temizlik Talimatlar, basvurmak -e "Temizlik Muhafaza ”.



O dir-dir 6nerilen o sen dezenfekte etmek (riin sadece ne zaman gerekli gibi belirlenen
tarafindan sizin hastanenin politika, -e 6nlemek uzun vadeli hasar -e Urin.

cihaz zorunlu olmak temizlenmis ilk, gibi tarif icinde "Temizlik Muhafaza ”, 6nce kullanma a
genel dezenfekte ajan.

Temizlik Muhafaza

UYARI Her zaman gii¢ kapali sistemi 6nce temizlik. Bir elektriksel sok abilir meydana gelmek Eger
sistemi dir-dir guclendirilmig agik ve sivi dir-dir dékiilmiig igine o.

icin temiz sistemin muhafaza kullanim a temiz, tiiy birakmayan kumas nemlendirilmis ile her
ikisi de
Ihk, hafif sicak Su ve hafif sabun, a seyreltilmis yakici olmayan deterjan, veya bir nin-nin takip
etme
onaylandi temizlik ajanlar:

Amonyak: Seyreltme nin-nin Amonyak <% 3

Alkol: Etanol % 70, izopropanol % 70.

¢ Bitmis zaman, miirekkep fazla piiskiirtme belki toplamak -de temel nin-nin cihaz. cihaz
kullanir a vakum sistemi -e toplamak ¢ogu nin-nin bu miirekkep agik a dizi nin-nin doyma
pedler.

e Sonucta, bunlar pedler belki ihtiyac -e olmak degistirildi. iletisim Codonics Teknik Destek -
e belirlemek Eger ped degistirme dir-dir gerekli.

e Eger mirekkep vardir var listiine sistemin muhafaza o Yapabilmek olmak temizlenmis ile
bir amonyak dayali pencere temizleyici ve a tily birakmayan kumas.

o Eger tarama barkodlar dir-dir tutarsiz veya cihaz dir-dir sahip olmak zorluk tarama, temiz
tarayicinin bardak pencere.

Dezenfekte Muhafaza

Onerilen dezenfekte ajanlar Dahil etmek:
1 Bolim ev halki gamasir suyu ve 5 pargalar Su ¢o6ziim
A-456-N
Virex Il 256
PDI Sani-Kumas®

UYARI Codonics yapar Hayir iddialar ilgili etki nin-nin listelenmis kimyasallar veya yéntemler gibi
a anlamina geliyor nin-nin kontrol enfeksiyon. Danigin sizin hastanenin enfeksiyon kontrol subay
veya epidemiyolog.

Dezenfekte Onlemler



icin dnlemek hasar -e cihaz, gdzlemek takip etme genel énlemler icin dezenfekte cihaz:
e Yapmak degil kullanim Povodine, Sagrotan, veya Mukosit dezenfekte ajanlar veya kuvvetli
¢Ozucduler (icin misal, aseton).
e Yapmak degil kullanim hi¢ dezenfekte ajanlar o paslanmak veya hasar polikarbonat.

Medya Onlemler

o istenmeyen etiketler meli olmak yerlebir edilmis veya hazir nin-nin -e saglamak o
uygunsuz |Abels vardir degil Kullaniimis.

o Sadece kullanim Codonics miirekkep kartuglar ve etiketler -e saglamak uygun operasyon
nin-nin dkanit ve uygun etiketleme nin-nin giringalar. Kullanma onaylanmamig miirekkep
kartuslar ve IAbels abilir 6nciiliik etmek -e kabul edilemez Sonuglar, dahil olmak tzere
yoksul Yazdir kalite ve yoksul etiket yapisma -e siringalar.

o Hasar itibaren onaylanmamis miirekkep veya etiketler niyet gegersiz garanti.

¢ Asla yeniden doldurmak miirekkep kartuglar gibi bu Yapabilmek sonug iginde yanlis renk
kullanim.

Bertaraf Gereksinimler

Bertaraf nin-nin bu riin ve sarf malzemeleri acak olmak icinde uygunluk ile hersey uygulanabilir
kanunlar ve diizenlemeler icinde etki -de mahal -de zaman nin-nin bertaraf. icin ek bilgi,
basvurmak Tehlikeli Malzeme Bilgi.

Avrupali Bertaraf Gereksinimler

Codonics gorintileyiciler ve elektronik aksesuar cihazlar vardir degil -e olmak atilan veya geri
dondstiridlmds;
daha dogrusu onlar vardir -e olmak iade -e Uretici firma. iletisim Codonics direkt olarak veya
tarafindan
baglanti saglanan igin En son bilgi ilgili:

Kimlik nin-nin lkeye 6zgii ithalatci / Distribiitér / Uretici

Uriin déniis ve tedavi nin-nin bizim elektronik Uriin:% s

Uretici firma: Kodonik Inc.

17991 Englewood Siiris

Middleburg Yikseklik, OH 44130 Amerika Birlesik Devletleri
Telefon: +1 440.243.1198

Faks: +1 440.243.1334

E-posta: WEEE@codonics.com

www.codonics.com



Codonics elektronik Uriin:% s ve Aksesuarlar rulman takip etme sembol vardir konu -e Avrupali
Direktif acik Atik Elektriksel ve Elektronik Ekipmanlar (WEEE) 2002/96 / EC, degistirilmis
tarafindan Direktif 2003/108 / EC. TR 50419 sembol gosterir ayri Toplamak ve donis gereklidir.

EN 50419 symbol

Belirtecler icin Kullanim

cihaz Agiklama

ilag hazirhk ve yénetim iginde perioperatif cevre vardir integral

yonler nin-nin anestezi uzmani hasta bakim sorumluluklar. Kodonik Kasa Etiket Sistem (SLS),
FDA NDC'den (Ulusal ilag Kodu) ila¢ kimligini ve ila¢ kaplarindaki diger ila¢ Kimlik Barkodlarini
okumak ve onaylamak icin bir barkod tarayici kullanan basit, entegre bir sistemdir ve hazirlanan
ilaglar ve hastalar tizerinde kullanimda olan diger 6geler igin etiketleri otomatik olarak yazdirir.
cerrahi islemler. Etiketler, perioperatif ortamda ilag glivenligini artirmaya odaklanan ulusal
diizenlemelerle uyumludur.

yazilim bilesenleri saglamak fonksiyonlar icin tarama konteyner barkodlar; olusturma,

gozden gegirme, ve onaylama hastane tarafindan yonetilen promosyon nin-nin a formiiler veri
tabani;

ekranda gosterilmesi ve uyusturucu tipinin sesli olarak dogrulanmasi; ve 1D ve / veya 2D
barkodlarla ISO, ASTM ve TJC (The Joint Commission) icerik ve renk uyumlu etiketler basmak.
Sistem, ilag kabi barkodlarini okur ve suya dayanikli, renkli etiketler Uretir. Sistem, siringa 1D
veya 2D barkodu okundugunda ilag uygulamasinin gergcek zamanli dokiimantasyonunu saglamak
icin bir Anestezi Bilgi Yonetim Sistemi (AIMS) is akisiyla calisacak sekilde entegre edilebilir.
Sisteme bir ag (Ethernet veya Wi-Fi) lzerinden erisilebilir ve yonetilebilir.

cihaz Ozellikler

kullanim nin-nin ilag sinif 6zel Desen ve renk basina ASTM D4774 ve ISO 28625

Teknik Ozellikler igin Kullanici Uygulamali ilag Etiketler icinde Anesteziyoloji dir-dir
yapilandirilabilir tarafindan site ve veri kiimesi. Formiiler (veri kimeleri) vardir benzersiz sekilde
adlandiriimis konfiglirasyonlar o Mayis farklilik icinde ilaglar, renkler, seyreltmeler, ve yorumlar
-e Karsilamak farklh uygulamalar icinde a

tek site veya hastane (icin misal, pediatrik karsi kardiyak).



Ek kullanir Dahil etmek Ureten etiketler igin IV'ler ve diger eserler Kullanilmis sirasinda a cerrahi
proseddr.

Codonics SLS dir-dir genel olarak yerlestirilmis icinde, ancak degil sinirliicin perioperatif
cevre -e belirlemek siringalar hazirlanmis icin anesteziyoloji kullanim sirasinda ameliyat.

Tipik kullanicilar nin-nin bu sistemi vardir egitimli profesyoneller, dahil olmak lzere fakat degil
sinirli -e
doktorlar hemsireler ve teknisyenler.

major ozellikleri ve fonksiyonlar nin-nin aile nin-nin cihazlar Dahil etmek:

e Tarama ila¢ konteyner barkod direkt olarak itibaren a sise veya diger tip nin-nin konteyner

e Kod ¢ézme iiretici tarafindan verilen barkod igine gereklidir FDA Ulusal ilag Kod (NDC)
veya Benzersiz ilag Tanimlayici (UDI) numara

e YOnlendiren NDC /UDI numara -e a site tarafindan yoénetilen formiiler yukarn Bak veri
tabani

e Saglama ses ve ISO uyumlu goérsel "Sozli tekrar” nin-nin ilag isim

e Saglama bir uyarmak Eger ilag konteyner dir-dir listelenmis gibi "Geri ¢agrildi / eski"
icinde Siteler formuler

o Baski bir okumasi kolay, Su dayanikli ISO 26825 Uysal renk etiket toplanti Baglanti
komisyon ila¢ tedavisi yonetim standartlari ve Birmerican Toplum nin-nin Anestezistler
ybnergeler icin etiketleme

e Saglama temel bilgi tarafindan hangi basili etiket barkod Yapabilmek olmak okumak tO
belge ila¢ tedavisi yonetim icinde bir AMACLARI

o Baski etiketler ile yerlestirme ve son tarih ve zaman igin IV ¢izgiler

cihaz Belirtecler icin Kullanim Beyan: Recgete Kullanim cihaz

Codonics SLS ADET cihaz ve SLS yazilim saglar a basit bilgisayar tabanli barkod tarama ve baski
sistemi -e otomatik olarak Dogrulayin ilag¢ Kimlik itibaren NDC ve diger ila¢ konteyner UDI
barkodlar, ve -e Yazdir etiketler icin hazirlanmis ilaglar ve diger 6geler icinde kullanim agik
hastalar sirasinda cerrahi prosediirler.

Codonics SLS ADET dir-dir genel olarak yerlestirilmis icinde, ancak degil sinirli igcin perioperatif
cevre -e belirlemek siringalar hazirlanmis icin anesteziyoloji kullanim sirasinda ameliyat. Ek
kullanir Dahil etmek lireten etiketler icin IV'ler ve diger eserler Kullaniimis sirasinda a cerrahi
prosedir. SLS ADET Yapabilmek Ayrica olmak Kullanilmis -e Yazdir "Ameliyatsiz cevre " renk ve
Metin etiketler gibi gereklidir. Tipik kullanicilar nin-nin bu sistemi vardir egitimli profesyoneller,
dahil olmak tizere fakat degil sinirli -e doktorlar hemsireler ve teknisyenler.

DIKKAT Federal yasa kisitiamalar bu cihaz -e olmak satildi igin kullanim tarafindan veya acik siparig nin-
nin a doktor.



Tehlikeli Malzeme Bilgi

Malzemeler nin-nin Insaat

Codonics vardir Ayarlamak ok siki standartlari icin degerlendirme Uriin:% s -e saglamak
pazarlama nin-nin diizenleyici Uysal Uriin:% s Diinya ¢apinda.

Biz yapmak degil kasitli olarak Ekle, ne de vardir Biz farkinda o Uriin:% s veya ambalaj icerir
takip etme malzemeler:

Merkiir, disinda gibi Kullanilmig i¢inde Lamba uygulamalari (i¢in misal, tarama lambalar
arkadan aydinlatmali LCD'ler).

Kadmiyum, disinda gibi Kullanilmig gibi kalin film miirekkepler a¢ik basili devre panolari.
Alti degerlikli Krom, diginda gibi Kullaniimig gibi kalin film miirekkepler ac¢ik basili devre
panolar gibi kromat déniistiirmek kaplamalar agik metal yiizeyler ve gibi a fotorezist agik
bardak paneller nin-nin katot isin tiipler.

Polibromlu difenil eterler ve polibromlu bifeniller.

Biyoyararli arsenik (kiigiik miktarlar nin-nin arsenik Kullanilmig iginde bardak, LED'ler, ve
yari iletkenler vardir degil diisiinilen -e olmak biyoyararl).

Biyoyararli kristal silika (kiigiik miktarlar nin-nin kristal silika vardir Kullanilmig iginde
Cbelirsiz boyalar kaplamalar ve dolgu maddesi malzemeler).

Poliklorlu bifeniller (PCB'ler).

Asbest.

Organik teneke (degil Kullanilmig iginde teneke 6nculik etmek lehim uygulamalar).

Ozon tuketen maddeler bdyle gibi kloroflorokarbonlar, metil kloroform, and karbon
tetraklordar.

Imalat

Sirasinda imalat operasyonlar o liretmek Codonics Uriin:% s (dahil olmak tizere ambalaj), Hayir
ozon tiketen maddeler (boyle gibi kloroflorokarbonlar, metil kloroform, ve karbon tetrakloriir)
vardir Kullanilmis.

Teknik Ozellikler

Sistem: Birlesik kapasitif dokunma ekran bilgisayar, 2D barkod tarayici, renk murekkep jet yazici, ses geri bildirim, ve
onlem igin a ag araylz

Murekkep Kartuslar: Bir renk kartus (CMY)

SmartDrive: USB flag surtcu i¢in depolama konfigiirasyon veri, formuler veri tabani, ginlik Dosyalar

Okunabilir Barkodlar: GS1 DataBar Sinirli (RSS Sinirli), GS1 DataBar Yigiimis (RSS-14 Yigiimig), GS1-128,

UPC-A, Veri Matris, Kod 128, Kod 128 barkodlar ile GS1-128, Kod 39, Kod 32,

IFT-14, Aralikli 2 nin-nin 5, EAN-8, EAN-13

Yazilabilir Barkodlar: Veri Matris

Ag Arayulzler: Ethernet (RJ-45), dahil standart

Kablosuz internet (USB-2 adaptor), istege bagl, mevcut itibaren Codonics



Ag Hizlar: Ethernet, tam dubleks 100 Base-T sadece

Kablosuz internet, 802.11 b /g/n (2.4 GHz) ve 802.11 a/n/ac (5.0 GHz)
Ag Protokoller: SSH (Guvenli Kabuk) ve SCP (Givenli Kopyala)
Kullaniimis -e Giris SLS ADET itibaren Codonics-yetkili uygulamalari
Boyutlar: Yukseklik: 16.5 icinde. (41.9 santimetre)

Genislik: 10.43 icinde. (26.5 santimetre)

Derinlik: 15.67 iginde. (39.8 santimetre)

Agirlik: 14.5 Ibs (6.6 kilogram)

Gug¢: Evrensel Girig: 100-240 VAC, 50/60 Hz

Cevresel: isletme:

Sicaklik: 15-30 ° C (59-86 ° F)

Nem: % 20-% 80 yogunlagsmayan

Nakliye ve Depolama:

Rakim: Deniz Seviye -e 5790 m

Sicaklk (Donanim): -22,2-51 ° C (-8-123,8 ° F)

Sicakhk (Mirekkep Kartus ve Etiket Medya): 1-43 ° C (34-110 ° F)

Nem (Donanim): % 5-% 85 yogunlagsmayan

Nem (Mirekkep Kartus ve Etiket Medya): % 5-% 80 yogunlagsmayan

Tibbi uyma FDA temizlendi -e Market basina 510 (k) K101439 Sinif Il, MDR CE (Sinif BEN),
ve Dizenleyici: GMP / QSR 1SO 13485: 2016, Emniyet IEC 60601-1 ve EMC IEC 60601-1-2 i¢in Profesyonel
Saglik hizmeti tesisler

Siniflandirma: Sinif Il ekipman Uriin Kod BSZ, Y6netmelik Numara 868.5160

DIKKAT Federal yasa kisitlamalar bu cihaz -e olmak satildi icin kullanim tarafindan veya acik siparis nin-
nin a doktor

Bilesenler

Ambalagjsiz Bilesenler



1. Safe Label System

2. Etiket medya hub'lar

3. Cikti ¢6p Kutusu

4. SmartDrive

5. Kullanicilar Manuel disk

6. Referans kilavuz ve diger dokiimantasyon
7. Harici gu¢ arz ve kordon

8.Ethernet kablo

On Bilesenler



G

cobonmcs
SLS 5501

Safe Label System

1. Dokunma ekran USB Liman 1
2. Ses hoparlor

3. Sistem gu¢ LED

4. Cikti ¢op Kutusu (Kurulmus)
5. Dokunma ekran

6. Barkod tarayici

7. Arka 6rtmek

8. On drtmek

Bilesenler iceride On Ortmek
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1. Murekkep buton

2. Yuk fakatton

3. Bosalt buton

4. Miurekkep kartus tasima

5. Etiket tathr

UYARI: Ne zaman 6n értmek dir-dir agik, dnlemek iletisim ile etiket kesici.

Arka Bilesenler



1. SmartDrive USB Liman2

2. Ethernet Liman

3. USB baglanti noktalari
4. Gug giris Liman

5. Gug degistirmek

Dokunma Ekran Bilesenler



1. Gug LED
2. Sifirla buton
3. USB Liman

Kablosuz internet Adaptor USB Port

|
E— TJ
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1. USB Liman igin Kablosuz internet adaptor (alt 6n sag kése nin-nin SLS



)

Donanim Kurulum

DIKKAT: Sadece egitimli kullanicilar meli Yiiklemek ve yapilandir sistemi.

Ethernet Kablo (Istege badl)

1. Baglan Ethernet kablo -e a hub veya ¢ikis o dir-dir bagh -e ag.

2. Baglan diger son nin-nin Ethernet kablo -e SLS.

NOT: icin bilgi hakkinda yapilandirma SLS Ethernet ag ayarlar, bagvurmak -e SLS Kullanicilar
Manuel v1.3.0.

DIKKAT: SLS destekler sadece bir ag bag -de a zaman, her ikisi de Ethernet veya Kablosuz
internet. Yapmak degil baglanmak her ikisi de bir Ethernet kablo ve Kablosuz internet adaptor -de
ayni zaman.



Kablosuz internet Adaptor (istege badl)

1. Ekle Kablosuz internet adaptdr icine USB Liman -de alt 6n sag kdse nin-nin SLS.

NOT: igin bilgi hakkinda yapilandirma SLS Kablosuz internet a§ ayarlar, bagvurmak -e SLS
Kullanicilar Manuel v1.3.0.

DIKKAT: SLS destekler sadece bir ag bag -de a zaman, her ikisi de Ethernet veya Kablosuz

internet. Yapmak degil baglanmak her ikisi de bir Ethernet kablo ve Kablosuz internet adaptér -de
ayni zaman.

Guc, SmartDrive

1. Yer SLS acik a kati seviye yuzey.




2. Cevirin Gug degistirmek -e kapal.

3. Baglan dis gug¢ arz.

UYARI: giic kordon bagl -e SLS dir-dir ana baglantiyi kesmek igin sistemi.

& UYARI: Topraklama guivenilirlik Yapabilmek olmak elde edildi sadece ne zaman SLS dir-

dir bagh -e a hazne isaretlenmis "Hastane Sadece" (bu dir-dir, "Hastane Derece ”).

A UYARI: Yapmak degil dokunma a hasta siire Ayrica erigsim SLS i¢ bilegenleri o vardir
altinda Giris kapaklari.



4. Ekle SmartDrive.

5. Ekle ¢ikti ¢op Kutusu.

Baslatmak
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S ERIT Y

1. Cevirin agik Glg¢ degistirmek.

Are the date and time correct?

03/09/2011 12:09

2. Onaylamak veya ayarlamak tarih ve zaman.

3. oturum a¢ Komut istemi géruntiler.

Scan User Badge or Enter User ID to Log In

J

Make User Badge

YUkleniyor Medya

NOT: Kullanim sadece Codonicstemin edilen medya.
igin siparis medya, iletisim Codonics Miisteri Hizmet surada:

Phone:+1.440.243.1198



Faks:+1.440.243.1334
Gegis licreti Bedava:800.444.1198 (AMERIKA BIRLESIK DEVLETLERI sadece)
ag Site:www.codonics.com

Kurulum MuUrekkep Kartfus

1. Acgik 6n drtmek.

2. Basin Murekkep buton.

3. Bekle i¢cin mirekkep kartus tasima -e bitis hareketli.

4. Agik murekkep kartus tasima.

5. Kaldirmak bant o kapaklari murekkep kartus Yazdir bas.



7. Kapat murekkep kartus tasima.

8. Basin Murekkep buton.

9. Kapat 6n 6rtmek.

YUkleniyor Etiket Medya

1.Acik arka ortmek.

2.Ekle etiket medya hub'lar.



3. Yer etiket medya ve hub'lar icinde medya kilavuzlar.

4. Ayarla medya kilavuzlar. Etiket medya meli olmak glvenli fakat hala yapabilmek -
e donus 6zgurce.

5. Yer etiket medya altinda medya rehberler ve icine besleyici yuva.

o @

6. Besleme etiket medya a kadar SLS otomatik olarak beslemeleri o vasitasiyla
medya yol. Sen belki ihtiyac -e ambar etiket medya icinde yer i¢in a az saniye.

NOT: Eger SLS basarisiz -e beslemek etiket medya acik 6n 6rtmek, basin Bosalt buton, Kaldir
medya itibaren medya yol Bekle a kadar medya yol silindirler Dur egirme ve Deneyin Yiikleniyor
medya tekrar.

7. Kapat arka ortmek.

Oturum ac



Yapimi a Kullanici Rozet

Scan User Badge or Enter User ID to Log In

(12254

Make User Badge —@

1. Surada: Oturum a¢ Komut istemi, basin Yapmak Kullanici Rozet buton.

Enter User Badge Information

Full Name: l |

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

Please enter Full Name.
o Y e 1Y r—
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2. Girig sizin kullanici bilgi.
NOT: Galisan iD zorunlu olmak benzersiz arasinda SLS kullanicilar.

NOT: TOPLU iGNE Yapabilmek olmak yukari -e on rakamlar uzun. Eger
sistemi dir-dir degil yapilandiriimis -e gerek a TOPLU IGNE, sonra sen niyet
degil olmak istendi -e giris a TOPLU iGNE.

3. Basin Yazdir buton.

Kerestecilik icinde



Scan User Badge or Enter User ID to Log In

Make User Badge

1. Surada: Oturum a¢ Komut istemi, taramak sizin kullanici rozet barkod veya elle
giris sizin kullanici iD.



Enter PIN

e
e
e
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2. Eger sistemi dir-dir yapilandiriimis -e gerek a TOPLU IGNE, giris sizin TOPLU
IGNE.

NOT: TOPLU IGNE Yapabilmek olmak yukar -e on rakamlar uzun.
3. Basin Giris buton.

Eger a Olgek etiket dir-dir basili sen vardir istendi -e onaylamak o Olgek etiket basili
dogru sekilde.

Confirm: Did the label print correctly?

Test Print

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

4. incele Olgek etiket.

5. Eger Olgek etiket basili dogru sekilde, basin Evet buton. sistemi dir-dir hazir igin
kullanin.

Eger Olgek etiket yapti degil Yazdir dogru sekilde, basin Hayir buton. Takip et
ekranda Talimatlar.

Dokunma Ekran Kullanici Arayuze



PP @@@
covomes oty ety

03/09/2041 13:02

Etiket tip diigmeler
LED statili gdstergeler
Ses Sesi kapatildi ikon
Sistem statii ileti
Sistem bilgi buton
Araglar buton
Kullanici bas harfleri

. Cikis Yap buton

9. Seyreltik degistirmek
10. Akim tarih ve zaman

ONoOGARLON =

Baski a Sinnga Etikef - Temel
Kullanim

DIKKAT: To formiiler Kullanilmis agik SLS meli olmak bir o oldu yaratildi tarafindan sistemi
yonetici ve onaylandi i¢in kullanin.



03/09/2011 13:02

1. Basin Siringa etiket buton.

2. icin Dahil etmek seyreltme bilgi, basin Seyreltik degistirmek -e déniis o lizerinde.

-

3. Tarama ila¢ konteyner barkod.



Fentanyl
Choose a dilution.

Concentration Diluent

10 meei/ml Naormal Saling
>

@ 5 mcg/mL l D5W

Other Other

O— .

4. Eger Seg a Seyreltme Komut istemi gorintiiler, se¢ a konsantrasyon ve seyreltici.

UYARI: SLS kullanicilar vardir sorumluluk sahibi i¢in Hesaplaniyor ve segme dogru
konsantrasyon ve seyreltici.

5. Basin TAMAM MI buton.

Eger sistemi dir-dir yapilandiriimis -e gerek Onayla 6nce baski etiket, a Onayla Komut
istemi gorintdler.

fentaNYL

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

50 mcg/mL

@ Cancel
12/08/2011 16:14

NOT: etiket Onayla Komut istemi dir-dir goriinttlenen icin Emniyet nedenleri -e saglamak o
dogru ilag bilgi dir-dir olmak basili.

6. Basin Yazdir buton -e onaylamak ve Yazdir etiket.
7. Al basili etiket itibaren ¢ikti ¢op Kutusu.

Eger sistemi dir-dir yapilandiriimis -e gerek Onayla sonra baski etiket, a Onayla
Komut istemi goruntiler.



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

NOT: etiket Onayla Komut istemi dir-dir gérintilenen icin Emniyet nedenleri -e saglamak o etiket
vardir olmustur basili dogru sekilde.

8. Sonra g6zden gecirme etiket ve ekran Goruntlle, icra etmek bir nin-nin takip etme
adimlar:

¢ Tarama barkod acik basil etiket. Eger barkod dir-dir dogru, sistemi gosterir bu ve
prosediir dir-dir tamamlayiniz.

o Eger sen Yapabilmek gormek o etiket yapti degil Yazdir dogru sekilde, basin Hayir buton.
Takip et ekranda Talimatlar.

o Eger sen vardir degil yapabilmek -e taramak barkod basin Unable -e Tarama buton. Takip
et ekranda talimats.

UYARI: igin 6nlemek yanhs etiketleme siringalar Yapmak Elbette o sen hemen ek dogru etiket -e
uygun siringa.

UYARI: Yanhs siringa etiketler meli olmak yerlebir edilmis veya hazir nin-nin -e saglamak o onlar
vardir degil Kullaniimis.

Baski a Sinnga Etiket - ileri
Operasyonlar

Eslestirme Konteyner Kimlikler

Sonra tarama ilag konteyner barkod Eger Orada vardir coklu eslestirme ilaglar ile ayni Konteyner
iD, onlar vardir goériintilenen.



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

ﬂ Ondansetron 2 mg/mL

Propofol 10 mg/mL

e Eger dogru ilag dir-dir goérintilenir, se¢ o ve sonra basin TAMAM MI buton.

o Eger dogru ilag dir-dir degil goriintilenen, basin Degil Bulundu buton. prosediir biter.
iletisim sizin SLS system ayénetici veya Codonics Teknik Destek (+1.440.243.1198).
iin iptal etmek operasyon, basin iptal etmek buton.

Hcmfalondl Usta Kimlikler (AMERIKA BIRLESIK
DEVLETLERI Sadece)

Sonra tarama ilag konteyner barkod Eger Konteyner iD o oldu tarandi Yapabilmek olmak
haritalandi -e Daha -den bir Usta ID, sunlar ilaglar vardir gériintiilenir.

@ Choose a drug to LEARN

Ketorolac 30 mg/mL

Propofol 10 mg/mL

I
| ]

e Eger dogru ilag dir-dir goérintilenir, se¢ o ve sonra basin TAMAM Ml buton.

e Eger dogru ilag dir-dir degil bulundu, basin Degil Bulundu buton. prosediir biter. iletigim
sizin SLS sistemi ydnetici veya Codonics Teknik Destek (+1.440.243.1198).

e lgin iptal etmek operasyon, basin iptal etmek buton.

llac Dogrulama

Eger ilag vardir degil oimustur Onceden dogrulandi -e saglamak o ilag konteyner bilgi dir-dir
ayni gibi ilag bilgi icinde formiiler a dogrulama Komut istemi goriuntiler.

NOT: dogrulama Komut istemi sadece olusur bir Zamanlar igin her biri ilag, ne zaman onun
konteyner barkod dir-dir tarandi i¢in ilk zaman.



Is this the correct drug?
Lorazepam 2 mg/mL

o Eger ilag bilgi dir-dir dogru, basin Evet buton. Sen vardir istendi tekrar -e onaylamak o
ilag bilgi dir-dir dogru.

o Eger ilag bilgi dir-dir degil dogru, basin Hayir buton. Sen vardir istendi tekrar -e
onaylamak o ilag bilgi dir-dir yanhs.

e lgin iptal etmek operasyon, basin iptal etmek buton.

Izleme Durum

Gosterge Paneli Durum Bilgi

Tr7d

(JcoPONIcs [ 1R | (e Q& O

SYRINGE LINES

1. Normal: sistemi dir-dir hazir -e siire¢ veya dir-dir igleme a is (i¢cin misal, baski).

2. Uyarmak sart: sistemi Yapabilmek hala siire¢ Meslekler fakat gerektirir kullanici
Dikkat (i¢cin misal, diisiik mirekkep).

3. Kritik veya hata sart: sistemi belki degil oimak yapabilmek -e sliire¢c Meslekler.
sistemi gerektirir hemen kullanici zayiflatmakyon (i¢in misal, digar1 nin-nin etiket
medya).

4. Sesi kapatildi icon: Goriintiiler ne zaman Ses dir-dir sessize alindi.

5. Durum mesajlar.

Sistem Bilgi



1. Basin Sistem Bilgi ikon.

System Information

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

The formulary has not been verified and
© released. Install a released formulary.

12/02/2011 12:10

2. Basin sekmeler -e gorinim ek bilgi.

Bakim

Goruntuleniyor Araclar Ekran




1. Basin Araclar buton.

Araclar ekran gérintiler. dugmeler vardir tarif icinde masa altinda.

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. Igin kapat Aragclar ekran, basin Araglar buton tekrar.
Clean Nozzles

Temizler mirekkep kartus nozullar
Adjust Label

izin verir sen -e ayarlamak etiket medya yol -e saglamak o etiket igerik dir-dir uygun
sekilde merkezli agik etiket.

Dark Print: Off / On
Setleri karanlik baski nin-nin siyah Metin -e kapali veya Uzerinde.
Print My Badge
Baskilar a kullanici rozet igin kullanici DSO dir-dir su anda giinlik iginde.
Calibrate Screen
Kalibre eder dokunma ekran.
Network
izin verir sen -e yapilandir ag ayarlar.
Copy Logs

Kopya sayisi sistemi kutikler -e a USB flas surlict o dir-dir takili igcinde dokunma ekran
USB Liman 1.

Clear Errors



Temizler sistemi hatalar. Bu ayar meli sadece olmak Kullanilmig tarafindan sistemi
yoneticiler sonra hatalar vardir dikkatli incelendi.

Manage Features
izin verir sen -e Ekle SLS 6zellikleri.

M
()

Ayarlanabileceginden dokunma ekran parlaklik.

Ayarlanabileceginden ses Ses.

Takas a Etiket Recel

1. Kaldirmak sizin eldivenler.
2. Agik 6n ve arka 6rtmeks.
3. Tanimla yer nin-nin sikismis medya ve kullanim uygun prosedur altinda.

Takas a Etiket Recel icinde On Medya Kilavuz

1. Nazikce Kaldir etiket medya itibaren altinda 6n kilavuz tarafindan cekme yukari
etiket medya yakin murekkep tagsima.

DIKKAT: Birgegersiz cilt temizleme yukari a etiket igcinde medya yol. Sen belki Sahip olmak -e Cek
medya ileri vasitasiyla kesici -e 6nlemek cilt temizleme a etiket. Eger a etiket dir-dir soyulmus
yukari icinde medya yol yapmak degil basin yapigkan yan nin-nin etiket karsisinda c¢arsaf metal
rehberler.

2. Kullanim makas -e kesmek astar arasinda iki etiketler tarafindan miuirekkep tagima -e
izin vermek sen -e Kaldir sikismis etiket medya.

Eger gereklidir, basin Yiik buton -e ilerlemek etiket medya.



NOT: Makas vardir énerilen i¢in kesme astar yani o etiket medya niyet Sahip olmak a Diiz kenar.
Duz kenar niyet Yapmak Yukleniyor etiket medya Daha kolay.

3. Nazikge Kaldir sikismig porsiyon nin-nin etiket medya.

4. gbzden gecgirmek serit nin-nin etiketler. Yapmak Elbette o sen Yapabilmek hesap igin hersey
nin-nin etiketler ve o Hayir etiketler vardir sikismis iginde 6n medya kilavuz. At hasarli
etiket medya.

5. Eger porsiyonlar nin-nin etiket medya vardir hala sikismis iginde medya yol gui¢ kapali
sistemi (bakin -e "Kapat ve Gli¢ Kapali”). Kullanim metal olmayan cimbiz ve dikkatli Kaldir hi¢
ek etiket medya itibaren medya yol.

6. Basin Bosalt buton -e ters hi¢ porsiyon nin-nin etiket medya o dir-dir hala icinde medya yol.
7. incele etiket medya. Kullanim makas -e kesmek kapali hi¢ hasarl etiketler.
8. Kapat on ortmek, yuk etiket medya ve kapat arka ortmek.
Takas a Etiket Regel iginde Arka Medya Kilavuz
1. Tanimla yer nin-nin sikismis medya altinda arka medya kilavuz.

arka medya yol Yapabilmek olmak maruz tarafindan kullanma basparmak vidalar -e Kaldir
arka medya kilavuz 6rtmek.

2. Kullanim makas -e kesmek astar arasinda iki etiketler tarafindan murekkep tasima. Bu niyet
azaltmak numara nin-nin etiketler olmak ¢ekti geri vasitasiyla medya yol.

3. Nazikce Kaldir kesmek porsiyon nin-nin etiket medya itibaren 6n medya kilavuz ve atmak
0.

4. Kullanim makas -e kesmek astar arasinda sikismis porsiyon nin-nin etiket medya ve etiket
medya rulo.

NOT: Makas vardir 6nerilen igin kesme astar yani o etiket medya niyet Sahip olmak a
Duz kenar. Duz kenar niyet Yapmak Yukleniyor etiket medya Daha kolay.

5. Nazik¢e Kaldir sikismis porsiyon nin-nin etiket medya.

DIKKAT: Birgegersiz cilt temizleme yukari a etiket igcinde medya yol. Eger a etiket dir-dir
soyulmus yukari icinde medya yol yapmak degil basin yapiskan yan nin-nin etiket
karsisinda c¢arsaf metal rehberler.



6. gdzden gecirmek serit nin-nin etiketler. Yapmak Elbette o sen Yapabilmek hesap igin hersey
nin-nin etiketler ve o Hayir etiketler vardir sikismis igcinde arka medya kilavuz. At hasarli
etiket medya.

7. Eger porsiyonlar nin-nin etiket medya vardir hala sikismis icinde medya yol gu¢ kapali
sistemi (bakin -e "Kapat ve Gli¢ Kapali”). Kullanim metal olmayan cimbiz ve dikkatli Kaldir
hic ek etiket medya itibaren medya yol.

8. Basin Bosalt buton -e ters hi¢ porsiyon nin-nin etiket medya o dir-dir hala igcinde medya yol.
9. incele etiket medya. Kullanim makas -e kesmek kapal hi¢ hasarli etiketler.

10. Kapat 6n drtmek, yiuk etiket medya ve kapat arka értmek.

Kurulum Guncelleme Paketler

Kullanim bu prosediir -e elle Yiklemek formiler Giincelleme paketler ve konfiglirasyon updyemek
yedi paketler.

NOT: Formiiler ve konfigiirasyon Giincelleme paketler Yapabilmek Ayrica olmak Kurulmus
uzaktan kullanma Yénetim (degistir | kaynag: degistir) Arag. igin Daha bilgi, bagvurmak -e SLS
Yoénetim (degistir | kaynagi degistir) Arag Kullanicilar Manuel v1.3.0.

DIKKAT: Kurulum sistemi yaziim meli sadece olmak gergeklestirilen gibi yonetilen tarafindan
Codonics Teknik Destek. Yapmak degil girigsim -e Yiiklemek sistemi yazilim olmadan yardim nin-
nin Codonics Teknik Destek.

1. Kayit iginde.

2. Yapmak Elbette o SLS dir-dir degil isleme hi¢ Yazdir Meslekler veya araclar.



SR N e et
; “

™~
iy

L ASEED

3. Ekle USB flas siriicu agik hangi Glincelleme paket veya yazilim dir-dir Kurulmus.
Sen vardir istendi -e onaylamak Kurulum.

4. Basin Evet buton -e devam et.

5. Ne zaman Kurulum Dosyalar Sahip olmak olmustur kopyalandi, Kaldir USB flag
suruca.

Ne zaman Kurulum dir-dir tamamlayiniz, sistemi yeniden baslar otomatik olarak.

DIKKAT: SLS miisteri dir-dir sorumluluk sahibi igin saglama o dogru formiilery ve konfigiirasyon
paketler vardir oimak Kurulmus agik SLS.

DIKKAT: Uygulama standart bilgi teknoloji (O) 6nlemler -e korumak veri iligkili ile formiiler (igin

misal, guvence igerik nin-nin USB flag siiriicii a¢ik hangi formulary Giincelleme paket dir-dir
saklanmisg).

DIKKAT: SLS miisteri dir-dir sorumluluk sahibi igin dogruluk nin-nin veri icinde formiiler dahil
olmak lizere ilag veri o vardir oimustur kopyalandi itibaren liciincui sahis ilag veritabanlari.



Kapat ve Guc Kapal

1. Yapmak Elbette hersey Yazdir Meslekler Sahip olmak Tamamlandi.

‘ SYRINGE BLANK LINES v PATIENT

2. Basin Kayit Digari buton.

Log Out or Shut Down System

3. Basin Kapamak Asagi buton.

= ol I

4. Ne zaman kapat dir-dir tamamlayiniz, donus kapal Glg degistirmek.



Sorun giderme

Sorun:

Sorun:

Sorun:
[ ]

Baslatmak basarisiz.
Kontrol dis gii¢ arz ve kablolar.

Kontrol gii¢ degistirmek agik arka panel.
Dogrulayin o SmartDrive dir-dir baglh.

: Sistem niyet degil gii¢ lizerinde.

Degistir dis gii¢ arz.

: Oturum ag basarisiz.

Dogrulayin kullanici isim.
Dogrulayin TOPLU iGNE.
Dogrulayin o kullanici rozet dir-dir dogru ve o onun barkod kalite dir-dir tatmin edici.

: dokunma ekran yapar degil cevap vermek uygun sekilde ne zaman dokundu.

Kosmak Kalibre et Ekran Yarar.

: formiiler basarisiz -e yuk veya dir-dir gegersiz.

Bir yeni formiler Glncelleme paket belki Sahip olmak -e olmak yaratildi ve yiiklendi.
GoOrmek sizin SLS sistemi ydnetici.

: Bir ilag konteyner basarisiz oldu dogrulama.

ila¢ belki Sahip olmak -e olmak katma -e veya dizeltildi iginde formuler.
Yapmak Elbette o barkod acik ila¢ dir-dir nin-nin iyi kalite.
DIKKAT: Bu dir-dir a Serios sorun. Bildir sizin SLS sistemi yénetici.

: Bir Olgek etiket veya siringa etiket yapti degil Yazdir dogru sekilde.

At etiket ve Deneyin tekrar.

Eger etiket Yazdir kalite dir-dir kotii: Kogsmak Temiz Nozullar Yarar, Degistir miirekkep
kartus ve Degistir etiket medya.

Eger Yazdir dir-dir degil hizali uygun sekilde agik etiket, kosmak Ayarla Etiket Yarar.
Eger yanlis ilag bilgi dir-dir basili agik etiket, ilag belki Sahip olmak -e olmak duzeltildi
icinde formuler. Gormek sizin SLS sistemi yonetici.

DIKKAT: Bu dir-dir a ciddi sorun. Bildir sizin SLS sistemi yonetici.

: barkod tarayici dir-dir degil tarama.

Yapmak Elbette barkod dir-dir dogru sekilde konumlandiriimis. kirmizi gapraz sa¢ meli
hat yukari ile barkod ve konteyner veya siringa meli olmak gibi kapat -e 6n 6rtmek gibi
mumkun.

Kapat sistemi itibaren dokunma ekran ve sonra déngu gug -e sistemi.

Yapmak Elbette kalite nin-nin barkod dir-dir iyi.

Temiz tarayicinin bardak pencere.

barkod semboloji belki degil olmak destekleniyor. iletisim Codonics Teknik Destek (+1
440.243.1198)

etiket medya dir-dir sikismis.

Acik etiket regel. Bakin -e "Takas a Etiket Recgel".

SLS niyet degil baglanmak -e ag.

Dogrulayin o Ethernet kablo veya Kablosuz internet adaptor dir-dir bagl.

Dogrulayin o SLS ag ayarlar vardir yapilandiriimis uygun sekilde.

NOT: igin ek sorun giderme sorunlar, bagvurmak -e Safe Label System Kullanicilar Manuel.





