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Safe Label System®
Drug Labeling Solution

EN - English

Documentation Notice

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

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

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

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

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



Overview:

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

enabling BCMA in the OR.

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

Provides clinicians with electronic medication safety checks while increasing productivity

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

preparing medications

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

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

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

Improve Patient Safety

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

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

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

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

Specifications

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

(Ethernet standard, Wi-Fi opfional)

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

Weight: 14.5 Ibs. (6.6kg)



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

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

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

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

Exact NDC matching vial to syringe

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

Concentrafion  Drug MName Ciluent Message/Alert

B =
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Prints full-color labels that comply with The Joint
Commission NF5G.03.04.015 and meet the intent
of 150 26825, ASTM 4774 Standards & ASA Guidelines

*prints divent and dilution if required
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SLS User Manual

Preface

Conventions Used in This Manual

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

SmartDrive:



Automatically every 15 minutes
Formulary updates

Numbered Steps

» 35 . - - .
The aad icon indicates the beginning of a procedure. The steps in a procedure are
numbered. For example:

Open the front cover.

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

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

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

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

Purpose and Scope

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

Setting up the hardware and software

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

System settings (for example, sound volume, brightness)

Printing and confirming syringe labels

Checking drug syringes by scanning their barcodes

Maintaining the system



Monitoring system status and troubleshooting common problems

Product Information

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

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

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

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

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

Email: info@codonics.com

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

Warnings and Limitations of Use

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

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

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

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

AN

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

THIS APPARATUS MUST BE ELECTRICALLY GROUNDED.

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

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

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

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

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

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

Laser Warning

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

Serial Number, Configuration, Date Code, and Modification
Codes

The serial number label is placed onto the safety and compliance label.



The serial number label includes the following information:
The serial number (SN), which uniquely identifies the unit.
The configuration number (CN), which details the build configuration.
The modifications codes, which are to the right of the CN number and are a
series of 20 numbers. When any of these numbers are blocked out, that identifies a
modification that was made to the unit.

Seral number

~ A

SN

XX0000XC e

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

Serial num ber label

Potential for Radio Frequency Interference on Device Operation

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

Potential for Radio and Television Interference

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

Reorient the receiving antenna



Relocate SLS PCS with respect to the receiver

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

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

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

Guidance Regarding Electromagnetic Emissions and Immunity

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

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

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

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

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



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

Electromagnetic Emissions Standards and Test Level

RF Emissions Group 1. Class A
CISPR 14

RF Emissions Class A

FCC Part 15

Conducted Emissions Group 1. Class A
CISPR 14

Harmonic Distortion Class A

[EC E1000.3-2

Valtage Fluctuations and Flicker Complies

[EC E1000-3-2

Electromagnetic Immunity Standards and Test Levels

Electrostatic Discharge +-8 KV contact

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

|[EC 61000-4-3 80 MHz — 2.7 GHz

80% AM at 1 kHz

Proximity fields from RF Complies
wirelags aquipment

[EC 61000-4-3



Test/Standard Compliance

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

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

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

[EC E1000-4-6 3V, 0.15 MHz — 80 MHz

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

Magnetic Fiald Immunity 30 Adm, 50 Hz or 60 Hz

EC 61000-4-8

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

EC 61000-4-11

Safety Precautions

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

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

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

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

e |[f the device is smoking or making unusual sounds, power off and unplug the device
immediately.

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

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

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

Location Precautions

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



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

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

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

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

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

e Do not locate SLS PCS in direct sunlight.

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

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

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

Cleaning Precautions

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

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

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

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

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

o Never use abrasive material.

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

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

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

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



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

Cleaning the Enclosure

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

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

Ammonia: Dilution of Ammonia <3%

Alcohol: Ethanol 70%, Isopropanol 70%.

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

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

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

e |f scanning barcodes is inconsistent or the device is having difficulty scanning, clean the
scanner’s glass window.

Disinfecting the Enclosure

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

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

Disinfecting Precautions

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

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



e Do not use any disinfecting agents that corrode or damage polycarbonate.

Media Precautions

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

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

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

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

Disposal Requirements

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

European Disposal Requirements

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

Identification of the country-specific Importer/Distributor/Producer

Product return and treatment of our electronic products

Manufacturer: Codonics Inc.

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

Fax: +1 440.243.1334

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

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



EN 50419 symbol

Indications for Use

Device Description

Drug preparation and administration in the perioperative environment are integral

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

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

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

Device Characteristics

The use of drug class specific pattern and color per ASTM D4774 and 1SO 28625
Specifications for User Applied Drug Labels in Anesthesiology is configurable by site and
dataset. Formularies (datasets) are uniquely named configurations that may differ in drugs,
colors, dilutions, and comments to accommodate different practices within a

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

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

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



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

The major characteristics and functions of the family of devices include:

e Scanning the drug container barcode directly from a vial or other type of container

e Decoding the manufacturer-issued barcode into the required FDA National Drug Code
(NDC) or Unique Drug Identifier (UDI) number

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

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

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

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

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

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

Device Indications for Use Statement: Prescription Use Device

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

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

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

Hazardous Material Information

Materials of Construction

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



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

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

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

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

e Polybrominated diphenyl ethers and polybrominated biphenyls.

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

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

e Polychlorinated biphenyls (PCBs).

e Asbestos.

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

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

Manufacturing

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

Specifications

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

Ink Cartridges: One color cartridge (CMY)

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

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

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

Writable Barcodes: Data Matrix

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

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

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

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

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

Used to access SLS PCS from Codonics-authorized applications

Dimensions: Height: 16.5 in. (41.9 cm)

Width: 10.43 in. (26.5 cm)

Depth: 15.67 in. (39.8 cm)

Weight: 14.5 Ibs (6.6 kg)

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

Temperature: 15-30°C (59—-86°F)

Humidity: 20%—80% noncondensing

Shipping and Storage:



Altitude: Sea Level to 5790 m

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

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

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

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

Medical Compliance FDA cleared to market per 510(k) K101439 Class Il, MDR CE (Class I),

and Regulatory: GMP/QSR ISO 13485:2016, Safety IEC 60601-1 and EMC IEC 60601-1-2 for Professional
Healthcare facilities

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

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

Components

Unpacked Components

1. Safe Label System
2. Label media hubs
3. Output bin

4. SmartDrive



5. User’s Manual disc
6. Reference guide and other documentation
7. External power supply and cord

8.Ethernet cable

Front Components

COoODOoMNIcSs
SLS 5501

Safe Label System

1. Touch screen USB port 1
2. Audio speaker

3. System power LED

4. Output bin (installed)

5. Touch screen

6. Barcode scanner



7. Rear cover

8. Front cover

Components Inside Front Cover

1. Ink button

2. Load button

3. Unload button

4. Ink cartridge carriage

5. Label cutter



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

Rear Components

1. SmartDrive USB port 2

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

5. Power switch

Touch Screen Components



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

Wi-Fi Adapter USB Port

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

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

Ethernet Cable (Optional)

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

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

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

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



Wi-Fi Adapter (Optional)

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

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

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

Power, SmartDrive

1. Place the SLS on a solid level surface.

=] .




2. Turn the Power switch to off.

3. Connect the external power supply.

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

& WARNING: Grounding reliability can be achieved only when the SLS is connected to a

receptacle marked “Hospital Only” (that is, “Hospital Grade”).

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



4. Insert the SmartDrive.

5. Insert the output bin.

Startup



3

1. Turn on the Power switch.

Are the date and time correct?

03/09/2011 12:09

]
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2. Confirm or adjust the date and time.

3. The login prompt displays.

Scan User Badge or Enter User ID to Log In

Wiy
| \

Make User Badge

Loading Media

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

Phone: +1.440.243.1198



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

Installing the Ink Cartridge

1. Open the front cover.

2. Press the Ink button.

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

4. Open the ink cartridge carriage.

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



7. Close the ink cartridge carriage.

8. Press the Ink button.

9. Close the front cover.

Loading Label Media

1. Open the rear cover.

2. Insert the label media hubs.



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

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

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

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

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

loading the media again.

7. Close the rear cover.

Login



Making a User Badge

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

Enter User Badge Information
Full Name: | |

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

Please enter Full Name.
—— ——
— — —— —— ——
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2. Enter your user information.
NOTE: The Employee ID must be unique among the SLS users.

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

3. Press the Print button.

Logging In



Scan User Badge or Enter User ID to Log In

Make User Badge

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



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

3. Press the Enter button.

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

Confirm: Did the label print correctly?

Test Print

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

4. Inspect the test label.

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

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

Touch Screen User Interface



03/09/2041 13:02

. Label type buttons

. LED status indicators

. Volume Muted icon

. System status message

. System information button
. Utilities button

. User initials

. Logout button

. Dilute switch

0. Current date and time

POoO~NOORAWNE

Printing a Syringe Label — Basic
Use

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



03/09/2011 13:02

1. Press the Syringe label button.

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

A
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3. Scan the drug container barcode.



Fentanyl
Choose a dilution.
Concentration Diluent

10 mceai/ml
g

@ 5 mcg/mL l D5W

Other Other

O— o

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

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

5. Press the OK button.

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

fentaNYL

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

@ Cancel
12/08/2011 16:14

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

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

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



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

fentaNYL

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

50 mcg/mL

(fF
Unable to Scan

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

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

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

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

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

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

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

Printing a Syringe Label —
Advanced Operations

Matching Container IDs

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



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

Ondansetron 2 mg/mL

Propofol 10 mg/mL

e |f the correct drug is displayed, select it and then press the OK button.
e |If the correct drug is not displayed, press the Not Found button. The procedure ends.
Contact your SLS system administrator or Codonics Technical Support (+1.440.243.1198).

To cancel the operation, press the Cancel button.

Mopped Master IDs (USA Only)

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

Choose a drug to LEARN

Ketorolac 30 mg/mL

Propofol 10 mg/mL

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

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

e To cancel the operation, press the Cancel button.

Drug Verification

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

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



Is this the correct drug?
Lorazepam 2 mg/mL

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

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

Monlforlng Status

Dashboard Status Information

72929
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SYRINGE BLANK ‘

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

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

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

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

5. Status messages.

System Information



1. Press the System Information icon.

System Information

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

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

© released. Install a released formulary.

2. Press the tabs to view additional information.

Maintenance

Displaying the Utilities Screen

4{.\7 — @
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1. Press the Utilities button.

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

o

Clean Nozzles Print My Badge Copy Logs

Adjust Label Calibrate Screen Clear Errors

Utilities

Dark Print: On Network Manage Features

SYRINGE BLANK LINES v PATIENT

08/31/2011 15:56

2. To close the Utilities screen, press the Utilities button again.
Clean Nozzles
Cleans the ink cartridge nozzles

Adjust Label

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

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

Clear Errors



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

Manage Features

Allows you to add SLS features.

Adjusts the touch screen brightness.

Adjusts the audio volume.

Clearing a Label Jam

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

Clearing a Label Jam in the Front Media Guide

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

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

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

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

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



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

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

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

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

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

Clearing a Label Jam in the Rear Media Guide

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

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

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

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

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

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

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

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

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



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

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

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

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

Installing Update Packages

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

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

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

1. Log in.

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

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

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

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

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



Shutdown and Power Off

1. Make sure all print jobs have completed.

o

2. Press the Log Out button.

Log Out or Shut Down System

3. Press the Shut Down button.

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



Troubleshoofing

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



Safe Label System®
Drug Labeling Solution
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[DokymeHTauusn 3abenexere

ToBa aokymeHT € yacT Ha Ha EC MDR wmsuckeaHus. The KogoHunka besonacHo ETukeT Cnuctema®
MpoaykT e a MeguumHckn nagenusa oT knac |, npegHasHavYeHn 3a N3nons3BaHe OT 34paBHU CneunanucTu.
OnakoBkaTa 1 eTUKETUPAHETO Ha NPOAYKTU, BKNIOYMUTENHO rpacduyeH notpedbutencku untepdgenc (GUI)
3a paboTa, ce npeanaraT Ha aHIMWMNCKKU e3nk 1 oTroBapaT Ha MDR, npunoxenue |, maea lll, 23.4, kato
ce B3emar npeasua oby4eHNeTo U 3HaHUATa Ha NOTeHUManHus notpeburen.

Yeb nigpopmanms, Kniou Cneuundpmkaumm, Mo npegHasHaveHne Msnonseawnte, MNoTtpebuten PbyHO
Mpunoxenuns, bbp3o 3anoyHeTe PvkoBoacTeo n Hactponsam IFU (MHCTpykuum 3a nsnonseaHe) ca Ha
pa3nonoXeHne B OCHOBEH npeBog 3a Ynex Lat Esnuym. OcHoeHa IFU ca Ha pasnonoxeHue B
AHrnunnckn.

Codonics Mpoayktn ca Knac A3 npoaykTy no npegHasHadeHne 3a uanonssaHe oT 3gpaBeonasBaHe
MpodecnoHanmcTw.

MpoaykTn onakoBka 1 eTukeTnpaHe, BknountenHo padunyen Motpebuten NHtepdenc (GUI) 3a
onepauus ca

Mpeanara ce B AHrnuickn n Cpewa MDR, npunoxenue A3, Mnaea lll, 23.4, B3emaHe cMeTKa Ha
00y4yeHne 1 Ha 3HaHUSA Ha Ha NoTeHuman noTpeduTen.

* Mpexa uHdopmauus, Kntou Cneuundomkauun, Mo npegHasHadveHne Msnonseawnte, MNoTpedbuten pbyHO
MpunoxeHne, Bbp3o 3anovHeTe PvkoBoacTBo & Hactponeam IFU ca Ha pa3nonoxeHne B NpocTo
npesog YneH LWat E3nun; nbpemyeH IFU ca Ha pasnonoxeHne B AHIIMACKN

Mpernep;:

KoaoHuka beszonacHo Etnket Cuctema SLS 550i Point of Care Station (PCS) € CTAHAQPTBT 3a rPUMKA BbB BOAELLLUTE
B0AHMLM B CcBETA. CNEYEAEHOTO C HAOTPOAM MEAMLIMHCKO M3aeAmne OT KAac Il Ha FDA, cuctemara noaobpssa
6e30NacHOCTTA M TOYHOCTTA HA YMPABAEHWETO HA AEKAPCTBATA M CMA3BAHETO HA ETUKETUTE HOBCIKbAE, KbAETO CE
NPUroTeaT AekapcTea. B MAU SLS ce mHTerpmpa ¢ aKOAMYKM 30 AEKAPCTBA 30 HECTE3MS 30 €AEKTPOHHO MAEHTUAOULIMPAHE
HQ AEKAPCTBOTO B PbKA. BM3YAAHO 1 3ByKOBO MOTBbPXAEHME, 6a3npaHo Ha NDC Ha doAQKOHA / AMMYAQTA, OCUIypPsSBA HA
KAMHULLUCTUTE NPOBEPKA 30 6E30MACHOCT B PEAAHO BPEME, KOATO AEMCTBA KATO BTOPU HABOP OT 04U, KATO MOMAra 3a
OTCTPAHSBAHE HA HOM-PA3NPOCTPAHEHUTE AEKAPCTBEHM FPELLIKU. [pr NMOMCKBAHE SLS NpOM3BEXAQ FOTOB 30 MPUAQTAHE
TJC-CbBMECTUM ETUKET, KOMTO BKAKOYBA BAPKOA, KOMTO yAaass NDC OT NnApeHTEPAAHUI JOACKOH 30 MHTETPALLMA MPU
aAMUHUCTPUpPAaHe ¢ Epic 1 Cerner. Korato ce 13noa3ea 3aeaHo cCodonics SLS-WAVE, ToBa npoL.ec no eAeKTPOHEH MbT



AOKYMEHTM HA TbPMEAMB 3AMUC 'CBOBOAHM PbLIE' AQ CE MOAODPABAHE 3APEXACHE YAGBAHE, PAKTYPMPAHE TOYHOCT M
340B cbOTBETCTBME, CH3AGBAHE CTAHAAPTU3ALMA W
ACBALLL Bb3MOXHOCT BCMA 8 HO UAN.

Safe Label System:

MHTErpmpa ¢ ChLLLECTBYBALLM PABOTHK NpoL.eck, AobasiHe TJC CbOTBETCTBME M ANTEKA HAA3OP B BCEKM
MECTOMNOAOXEHUE KbAETO NPU MOMNCKBAHE AEKAPCTBA CA MOAINOTBEH, TAKMBA KATO HA AW, HTEH3MBHO OTAEAEHME,
PACU, TbpneAmrs eTaxu 1 anteka

OCMI’ypﬂBO KAMHULLMCTUN C EAEKTPOHHUM AEKAPCTBA Be3onacHocCT NPOBEPKM AOKATO NMOBMLLIABAHE HA NMOOM3BOAUTEAHOCT

MO3BOAABA OAOBPEH B BOAHULLAO HOPKOTULLM, PASPEAUTEAM, KOHLLEHTPALLUM, U OBLLLA CYMA A03Q / OBLLLO CUMAQ HA 3BYKA
NpPEenapaT AQ ce 6bAQ MHTEMPUPAH C B CBETOBEH MALLLAG PA3MO3HAT HOM-AOBPE NMPAKTUKM U MEXAYHAPOAEH
CTAHAQPTU B O OOPMYAIP YNPABAIBAHA OT AMNTEKA M HA PA3MOAOXKEHUE B HO BbPXOBETE HA MPBLCTUTE HA HAKOM
NPUroTBIHE AEKAPCTBA

3axBaLLAHMs HO TO4HO NDC Ha HO NAPEHTEPAAHO COATKOH M HOCU TO AQ CE HA MOATFOTBEHM ETUKET AQ ce ocurypu 100%
TOYHO AOKYMEHTALLMS 30 3apEXAOHE YAOBIHE M 340B oT4eTHOCT

Mora 6bAQ YNPABAIBAHA AMCTAHLLMOHHO BKAKOYMTEAHO COCDTYEP AKTYAAM3ALMM M OCUTYPSBA CTATYC OBPATHA BPB3KA AQ
Ce MOCOYEHO NOTPEBUTEAM YPE3 HO AAMUHUCTPALLMG MHCTPYMEHT M EAEKTPOHHA MOLLLa M3BeCTUTEA (MO M3BOopP)

Kora 13noA3saHu B cbieTaHme ¢ SLS-WAVE, Ha 3aBbpLUEH peLleHne AOBA Bb3MOXXHOCT 'CBOBOAHM PbLLE' MHTErPALMA C
Ennuen u CepHep A0 Ce MAKCUMM3MPAMTE MPUXOAN, MOAOBPIBAHE ThbPMEAMB PEIYATATU U KAMHULLMCT PABOTHMS NpoL.ec
OT HOMOASBAHE PBYHO LLLPAKBAHMS

Nopo6bpsasaHe Tbpnenms besonacHoct

IPEeLLKM B MOAFOTOBKA M MOADBOP KATO AODPE KATO AOKYMEHTALLMA HETOYHOCTM Bb3HUKHE 30 O HOMEP HA MPUYUHU.
MHOroKkpaTH1 pa3cenBaHe, 6EAEH NOYEPK U MPUAMYAME CU / 3BYK MOAODEH HAPKOTULLM 3HAYMTEAHO AOMPUHECE AQ CE
HA MOTEHLMAA 30 AEKAPCTBA rpeLukm. SLS mperpblua Ha o6aaAm ce AQ ce MOAOBPIBAHE ThPMEAMB M AEKAPCTBA
6e30nacHOCT OT:

HamaagBa HO HOWM-MHOTO 4eCTO CpEeLLAHU AEKAPCTBO MO ELLKM HAMPABEHM MO BpEeME HA HA CeAeKLUMd, MOATOTOBKA A
AAMUHUCTPALMA HO MHXKEKLLMOHEH M MHTPABEHO3HO AEKAPCTBA B HO MAW, BKAIOYUTEAHO Ci)AOKOH / AMNYAd Cyarnose,
HEMPABNAHO ETUKETUPAHE / HEYETAMBO eTUKeTMpaHe, CNPMHLLOBKA CydnoBe U NpoCpOovYeH CrNpPUMHLLOBKA

Otrosaps Ha ISMP 1 APSF npenopbkin 4e BCekn 06e360ABALLO MECTOMOAOXKEHME TPAOBA MMAT O MEXAHM3BM AQ C€E
MAEHTUCDULMPAT AEKAPCTBA MPEAN PUCYBAHE TAX HArOope AWM AAMUHUCTPUPAHE TiX (6apKoA YeTeL)

ABTOMATMYHO NMOAAPBLM KAMHULLUCTU C BU3YAAHA M 4yBA CE MOTBbPXKAEHMS HO BCEKM AEKAPCTBO M KOHLLEHTPALLMS,
BKAIOYBAHE €AEKTPOHHMU 6e3onacHocT MPOBEPKM AQ Ce NPEMAXBAHE HO EAEMEHT HO YOBEK rpeLLIKa

CneumduKkaummn

Cucrtema: MHTerpMpaH AOKOCBAHE EKPAH KOMMIOTLP, 2D BAPKOA CKEHEP, LLBAT MACTMAO CTPYS MPUHTEP, AYAMO
06pPATHA BPb3KA U MPEXA CNoCcobeH

(Ethernet ctaHaapTeH, Wi-Fi no 13bop)

MoLHocT: YHMBepcaaeH Bxoa: 100-240 VAC, 50/60 Hz
Pasmepwm: 10.43 * (26.5 cm) W, 15,67 * (39.8 cm) A, 16.50 * (41.9 cm) 3.
Terno: 14.5 Ibs. (6,6 kr)

PeryAatopHo: MbAHO MEAMLMHCKM YCTPOMCTBO CbOTBETCTBME BKAIOYMTEAHO KAaC 2 FDA 1 Kaac A3 MDR 2017/745 / EC
(CE). GMP / QSR, ISO 13485:

2016 / NS-EN ISO 13485: 2016, Eaextpmyeckum besonacHocT IEC 60601-1 U3a. 3.1 1 EMC / EMI: FCC Kaac A m IEC 60601-1-2:
M3A. 430

MNMpodoecroHaAeH 3APABEOMNA3BAHE ChbOPBXEHMUS



Hetnmo bapkoaose: Koa 128, GS1-128, AaHH1 MaTtpuua, UPC-A, UPC-E, EAN-13, EAN-8,
GS1 DataBar CemencTtso, MNpenaetern 2 Ha 5, ITF-14, Koa 39, Koa 32,
ISBT 128, QR Koa

3a 3anmc bapkoaose: AaHHM MaTpuua, 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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|
...: -:--ul

o 4

i e

. D Barcode Expirafion Dote  Preparer




Prints full-color labels that comply with The Joint
Commission NF5G.03.04.015 and meet the intent
of 150 26825, ASTM 4774 Standards & ASA Guidelines

*prints divent and dilution if required

[ 1]

Shown with pafient informafion Shown with auxiliory barcode
when integrated with EMREfADC
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S0mm x 22 mm standard size labels

Barcode for EHR/AIMS infegrafion

SLS lNompebumern Pb4yHO

[lpedzo80p

KoHseHuyuu U3rnionsea ce 8 Toea PbyHO

bynemupaHa Criucbyu
Kypwymu ca nanonssaHu Aa ce AUCnen a CNMCbK Ha HeNpoLueaypHU efleMeHTU. 3a npumep:
The cneaBawm cbbUTUA CNYCHK @ CUHXPOHKM3aLUMA Ha SLS gaHHM Aa ce Ye cbxpaHABa Ha Ha

SmartDrive:



ABTOMATUYHO BCEKU 15 MUHYTH
dopmynap akTyanmsauunm

HomepupaHu Cmbriku

The MKOHA NOKa3Ba Ha Hayaso Ha a Npoueaypa. The cTbNKKM B a Npoueaypa ca
HOMepupaHu. 3a npumep:
OTtBopeTe Ha oTtnpes, MNokpuiiTe.

HatucHeTe Ha MacTtnno 6yToH.
benexku

Benexku cbabpKaT 4oNbAHUTENEH MHPOPMALMA CBbP3aHN Aa ce a Tema au npoueaypa. 3a
npumep:

3ABENTEXKKA: The cuctema Lie ocurypeTe ye a TecT NeyaT € U3MbJHEHWN B Hali-Ma/IKo BEAHBIK a
O€H.

BHumaHume u MNpeaynpexaeHuna

BHMMaHMe TpeBora TM Aa ce AeNCcTBMA UK CUTYaumMmM Ye BMX MOrbA Kay3a BpeJa Aa ce
obopyaBaHe UAN JaHHMU.

3a npumep:

MpeaynpexaeHns Tpesora TM Aa ce AeACTBUA UAM CUTYaLUKN Ye BUX MOrb/a pe3ynTaT B IMYHO
HapaHABaHe. 3a

npumep:

Ba)kHo MHPopmauma n UmeHa Ha dalinose
YpaebeneH Tun e M3N0N3BaHM 3a aKLEHT, NoTpebuten nHtepdeinc ob6eKT UMeHa, U MbTEKU UK
MMeHa Ha ¢daiinose.

3a npumep:
The bapkopa CkeHep CKaHMpa IeKapCTBO KOHTeNHep BapKoaoBe 3a CaMONUYHOCT U
npoBepka.
MN3non3sanTe Ha KOHTPOAM Aa ce NPaBUIHO HA AaTa U Bpeme, Torasa HatucHere Ha
LHobpe 6yToH.

[lpedHasHayeHue u Obxeam



Ce oTHacAT aa ce ToBa [MoTpebutenckmn PbyHO 3a npoueaypu Ha Kak aa ce nsnwaHsea Safe Label
System (SLS)
notpebuTten onepaumn, BKAOUUTENHO:

HacTtpolika Harope Ha xapayep v copTyep

M3nbaHEHME OCHOBEH GYHKLMKM TaKMBa KAaTo CeY B M HaBbH, M KOHOUTYpUpPaHe HAKOU

Cystem HacTpoiKku (3a npumep, 3BYK CUa Ha 3BYKa, APKOCT)

MeyaT 1 NOTBbPKAABALM CMPUHLLOBKA ETUKETH

MpoBepKa IeKapcTBO CMPUHLLOBKM OT CKaHMpPaHe TexeH bapKkoaose

MNoaabprkaHe Ha cucTema

MOHUTOPUHT cucTemMa cTaTyc U OTCTpaHsABaHe Ha HEM3MPABHOCTU YECTO CpeLlaHmn
npob6iemu

[1podykm UHpopmayus

3a TexHu4Yecku nomoluy ¢ SLS Touyka Ha Mpuxa MNapa, obaam ce Codonics TeXHUYECKU

noaAbprka B Ha cnefBallm HOMep:
TenedoH: +1 440.243.1198
Takca BeannatHo: 800.444.1198 (CALL, camo)

TexHUYeCcKM noaabprKa e Ha pasnonoxeHue 24/7/365. TexHMUYECKN NOAABbPKA € CblLLO Ha
Pa3nNosoXKeHMe Ha INHNA Ype3

eNeKTpoHHa nouwa n Ha Codonics yeb caiT:
EnekTpoHHa nowa: support@codonics.com
Ye6 CantoBe: www.codonics.com

06w, npoayKT MHPOopMaLMa Mmora CbLLo 6bAa NOMCKAHO OT M3NpaLLlaHe eNeKTPOHHA Nowa Aa
ce:

EnekTpoHHa nowa: info@codonics.com

Monsa Te BKNOYBA BalMAT NOLWEHCKM M3NpaLLLaHe NO nowaTta agpec n tenepoH HoOMep B Ha
e/1eKTPOHHa nola cboblieHue.

OcHoBeH NPoAyKT MHGOPMALMA € ce 3aBbpHA YpPe3 eNeKTPOHHA NOLW,a OCBEH aKO B NPOTMBEH
CNyYai NoOUCKaHo.

[pedynpexdeHusi u OepaHudeHuUsi Ha M3nonssaume

MecmononoxeHue Ha be3onacHocm u Cbomeemcmeaue Emukemu
Codonics e B CbOTBETCTBUE C PA3/IMYHM PETF/TAMEHTW.

The SLS PCS 6e30nacHOCT M CbOTBETCTBME E€TUKET, NOKa3aHu MNo-g01y, e pa3nonoxkeH Ha Ha
OTA0/Y HAa Ha YCTPOMCTBO (MOKa3aHo Ha Ha cneagawm cTpaHuua).
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Safety and compliance
— label location

SLS PCS safety and compliance label, on bottom of device
Bonmaxx BHumaHue

The BB3KIMIIaHUE TOYKA B PAMKUTE Ha a TPUBI'BJIHUK € TI0 TIPEIHa3HAYCHHUE JIa CE TPEBOTa Ha
MOTPEOUTEI J1a CE Ha TIPUCHCTBUE HA

Ba)KHO paboTel U NOJApHKKa (00CTy)KBaHe) HHCTPYKIIMU B HA IUTEpaTypa

MPHUIPYKaBaIl TOBA YCTPOUCTRBO.

AN

CE OTHACSIT OBCJIVKBAHE JIA CE KBAJIMOULIUPAH OBCJIY)KBAHE ITEPCOHAJL
[TIPEMAXBAHE HA ETUKETU,

TTOKPUTUSL, WJIN KOPAB KPEITEXKHU EJJEMEHTU MOXKE T'PAHUYHO HA
TAPAHIIUSL

TOBA AIIAPAT TPSIBBA JIA BBJIA EJIEKTPUYECKA OCHOBAHO.



AA CE ITIPENOTBPATABAM HOXAP WM IOK OTTACHOCT, HAIIPABETE HE
EKCIIO3ULNA TOBA YCTPOUCTBO HA CE ABX NI
BJIATA.

OBOPY/IBAHE E HE JIA CE BbJIA U3IIOJI3BAHU KATO A CbCTABHA YACT HA A
XKNBOT NOAABPKA CUCTEMA.

JKuBoT nogabepka yCTpOMCTBA MIIM CUCTEMH Ca YCTPOMCTBA WM CUCTEMH Y€ NOAIbPKA NN
MOJIbPKaHE KUBOT, U

YKsl HEYCIIEX Jia c€ U3IIbJIHABA Mora ObJa pa3yMHO OUYaKBaH Jla Ce pe3yJTaT B a 3HaUUMU
HapaHsBaHE WIH

CMBPT Ja c€ a YOBEK. A KPUTUYEH ChCTAaBHA YaCT € BCAKAKBU ChCTABHA YaCT Ha a )KUBOT
MOJIbpKa YCTPOUCTBO MIIN

CHCTEeMa YHs HEYyCIeX Ja ce U3MbIHABA Mora Oba pa3yMHO OUYaKBaH Jla ce Kay3a Ha HeycleX Ha
Ha

KHUBOT MOJIbPKA YCTPONUCTBO WJIM CHCTEMA, WU Ja Ce 3acsArar cu 0e30MacHOCT WU
e(hUKaCHOCT.

Jlazep BHumaHue

BHUMAHMUE Tosa ycrpoiictBo uznmpuBa CDRH / IEC Kunac 2 nazep u IEC Knac 1 muinon
cBeTinuHa. HanpaseTe He B3upar B JIbU.

CepueH Homep, KoHepuaypauyus, [Jama Koo, u Modugukayusi
Kodose

The cepveH HoMep eTUKeT e NOCTaBeHWN BbpXy Ha 6e30MacHOCT U CbOTBETCTBUE ETUKET.

The cepvieH HOMep eTUKeT BKNtOYBA Ha ceABallm MHPopmMmaLmsa:
The cepvieH Homep (SN), KOMTO YHUKANHO MAEHTUOULMPA Ha MepPHA eANHULA.
The KoHUrypauma Homep (CN), KolTo NOAPOBHOCTM Ha U3rpaxKaaHe KoHbUrypaums.
The mogudukaumm KogoBe, KOMTO ca fa ce Ha Hanu Ha Ha CN Homep M ca a
cepus Ha 20. umcna. Kora BCAKaKBM Ha Te3un yncna ca 610KMpaH HaBbH, Ye iobo3HavaBa a
MoamdurKauma Ye belle HaNnpaBeHM Aa ce Ha MepHa eaAnHULA.
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lNomeHuyuan 3a Paduo Yecmoma Hameca Ha Ycmpotcmeo Onepauyusi

N psete npeHocum m MogsukeH RF KoMyHMKaummn obopyaBaHe mora 3acarat MeauLMHCKK
€NEeKTPUYECKH

obopypagaHe, BkAtounTenHo SLS PCS. SLS PCS e no npeaHasHayeHue 3a U3N0A3BaHE B Ha
€NEeKTPOMArHUTHU

3a06uKanawa cpesa NOCOYEHO B HA HACOKM M HA NPOU3BOANTENA AEKNapauuna pasaen.

ITorenmman 3a Pagno u TeneBusus Hameca

SLS PCS reHepupa 1 U3noa3Ba pagmo 4eCcToTa EHepPrma, U ako He MHCTaAMpPaH N N3N0A3BaHU
NPaBUIHO, Ye e, B CTPOr CbOTBETCTBME C HA HA MPOM3BOAUTENA MHCTPYKLMM, MOXKe Kay3a
Hameca ga ce pagmo 1 Tenesnsua peuenuma. To uma ca 6unm Tun TeCTBaHM M HaMEpPEH Aa ce
cnassaiTte ¢ Knac A emucma rpaHMUM 3a @ U3UMCANTENHA TEXHUKA YCTPOICTBO B CbOTBETCTBUE C
Ha
cneundmkaumm B Moayact J Ha YacT 15 Ha FCC MpaBuna, KOMTO ca NPOEKTUPAHU Aa Ce OCUTypKU
pa3yMeH 3almTa cpeLly TakMBa Hameca Kora paboTely, B @ TbproBCKu
3a06buKanawa cpeaa. SLS PCS e He no npeaHasHayeHWe 3a M3MoA3BaHe B a XUauwHu Knac A
3a0buKanswa cpeaa.
SLS PCS n3ncKkBa a MeanLMHCKN MOoLHOCT / 3emsA. AKo Bawwmat SLS npaBu Kay3a Hameca ga ce
pagno unn TenesmsnA NpMem, TM ca Hacbpyasa Ce Aa Ce onNMTBaMm Aa Ce NPaBU/IHO Ha Hameca
oT eauH nam Noseye V¥ Ha Ha cneaBalLy MEPKMU:

MpeopneHTUpanTe ce Ha NONy4YaBaHE aHTEHA

MpemecTtBaHe SLS PCS c yBaxeHMe ga ce Ha NPUEeMHUK

AKo Heobxoaumo, Tm Tpabea KoHcyaTMpaiTe ce Codonics TexHMYECKM NogabpKa Uan an
onuTeH



paamno / TeneBmnsna TeXHWK 3a AONbAHUTENEH NPeaNoXKeHns. T MoXe HaMmMpam Ha cneaBalum
KHMKKa noarotseHu oT Ha PeagepaneH KomyHuKaumm KommncnoHHa nonesHo: Kak da ce
Noenmugpuyupalime u Peweme Paduo-menesusus Hameca lNpobaemu. ToBa KHUXKKa e Ha
pasnonoxeHue ot Ha HAC. Mpasutencteo Meyat Oduc, BawmnHrroH, D.C. 20402, HanuyHocT He.
004-000-00345-4.

ToBa NpOAYKT € B CbOTBETCTBME C HA 3aLMTa M3MCcKBaHUA Ha EO CbBeT AnpeKktuea

MDR 2017/745 / EU (CE) oTHOCHO cbn»KaBaHETO Ha 3aKOHOAATe/ICTBaTa Ha AbpPyKaBUTE-YNEHKN
OTHOCHO MeAUUMHCKUTE nsgenuna. Tosm NpoayKT OTroBapsA Ha orpaHMYeHmsTa Ha Knac A ot IEC
60601-1-2 3a npodecnoHanHu 3apaBHmM 3aBeaeHua u CISPR 11. [leknapauua 3a CbOTBETCTBME C
M3UCKBaHMATA Ha AMPEKTMBATa e noanucaHa otCodonics 3aMeCTHUK NPe3naeHT.

Hacoku OmHocHo EnekmpomacgHumHu Emucuu u ImyHumem

[Toaxopasmy cpenu ca Karo cieasa:

SLS5501 e mo nmpenHa3HavYeHKE 3a U3IMOI3BaHE B OOJTHUIIA M KIIMHUYHA CPEIH
BKJTFOYUTEITHO paboTeI]

CTau W Ha TIEPHOTIePAaTUBEH 3a00MKaJIAIIa Cpe/ia.

SLS5501 nma He ca OmiM olieHeHH 3a u3mnos3Bane 0ym30 10 HF xupypruyeckn
obopynBane. Ako u3nos3Bane 6sm30 10 HF

XUPYPTUUECKH 000pyABaHE € )KEIaHO, Ha TOTPEOUTEN € OTTOBOPEH 3a MPOBEPKA
MPABUITHO OTIePaITUs

Ha Ha SLS5501. Ako SLS5501 mpaBu He M3ITBIHABA TPABUIIHO B TOBA 3a00MKAaJIAIIA
cpena, XoJ1 Ha

SLS5501 mo-ganey oT Ha U3TOYHUK HA HA €JICKTPOMArHUTHH CMYIIICHUE.

SLS5501i uma He ca OWJIM OLICHEHHM 3a M3II0JI3BaHE B CIICIICH CIydail MEeTUITMHCKHI
MPEBO3HM CPEICTBA WU B )KHIJIUIIHU

ANPUIIOKEHUSI.

3ABEJIEXKA: XapakTepucTHKUTE Ha paAHOYECTOTHUTE eMUCHUU HA TOBAa 000pYyIBaHE TO
MpaBsT MOIXOMII 32 U3MO0I3BaHe B HAycTpranHu 300U U 6osHuim (CISPR 11 kmac A). Ako ce
M3II0JI3Ba B )KWIMIIHA cpea (3a kosTo 00nKHOBeHO ce n3nckBa CISPR 11 kiac B), ToBa
o0opy/BaHe MOXKe Jla He Mpesara ajekBaTHa 3aluTa Ha PaJUOYeCTOTHUTE KOMYHUKAI[HOHHH
yenyru. [loTpeburensT Moxke J1a ce HaJoXKu J1a IpearnprueMe MEpKH 3a CMEK4YaBaHe, KaTo
MpeMeCcTBaHe UM MPEOPUEHTHPAHE Ha 000PYABAHETO.

Kato a nogubpxa yerpoiictBo, SLS5501 mpaBu He OCUTYpH OT ChIIECTBEHO 3HAUECHUE
IIPOU3BOIUTEIHOCT.

BHUMAHME H3non3BaiiTe Ha TOBa 000py/BaHE ChCE/IEH J1a Ce WM MOJPECHH C APYTH
obopynsane Tps6Ba Ob/1a N30srBa 3aII0TO TO OMX MOT'BJI PE3YATAT B HEIPABUIHO ONEpPAITHsL.
AKo TakuBa U3IOJ3BaHE € HE00X0IMMO, TOBa 000py/IBaHE U Ha Apyru obopyasaHe TpsOBa 6baa
Ha0JII0/1aBaHOTO J1a Ce MPOBEpETE ye Te ca paboTell HOPMAaITHO.



BHUMAHME Uznons3BanTe Ha akcecoapu, NpeobpasyBaTenivn u kabenu Apyrv oTKOJIKOTO Te3un
NOCOYEeHO UI NPU ycrnoBue OT Ha Npou3BoAUTEN Ha ToBa o6opyaBaHe 6MX Morbn pe3ynTaTt B
yBeJfIM4eH efieKTPOMarHUTHU eMUCUMU UNU HamarsiBa eflieKTPOMarHUTHU UMYHUTET Ha ToOBa
obopyaBaHe M pe3ynTaT B HeNnpaBWUITHO onepauus.

BHUMAHME MNMpeHocum RF komyHuKauun obopyaBaHe (BKNHOYUTENHO nepudepHn ycTpomucTBa
TakMBa KaTo aHTeHa Kabenu u BbHLUEH aHTeHU) TpsiobBa 6baa N3non3BaHU He No 65IN30 OTKONKOTO
30 cm (12 nH4a) Aa ce BcsikakBM YacT Ha Ha SLS550i, cu kabenu, nnu akcecoapu. B npotuBeH
crnyvawn, aerpagaumsa Ha Ha NPOU3BOAUTEITHOCT Ha ToBa o6opyaBaHe 6GMX MOrbn pe3ynTar.

EnekmpomacHumHu Emucuu CmaHdapmu u Tecm Huso

Test/Standard Compliance

RF Emissions Group 1. Clags A
CISPR 11

RF Emissicns 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 &1000-3-3

EnekmpomacHumnu MimyHumem CmaHdapmu u Tecm Huea



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

besonacHocm [NpednasHu MepKu

e Hukora cBbLpXKeTe Ha yCTPOMCTBO BbHLUEH MOLLHOCT AOCTaBKa Aa ce BCAKAKBU U3X0A unm
MOLLHOCT AOCTaBKa Y€ MMa a BONTaX UM 4eCcToTa pa3fiMyHO OTKONKOTO Ye noco4eHo (100
- 240 VAC, 50/60 Hz). Usnon3BanTe caMO Ha BbHLUEH MOLLHOCT JOCTaBKa Npu ycnoBue ¢
Ha yctponcteo (KogoHu® Cs yact HbMO6Bbp SLS-PS).

¢ Kora 3amectBaHe Ha yCTPOMCTBO, BUHAarM MOLHOCT TO Hagony (ce OTHacAT fa ce
»3axpaHBaHe Uskno4yeHo Ha Cucrtema") n nsknrovyere Ha AC MOLWHOCT LWHYP
npeALecTBeHUK Aa ce o6cnyxBaHe To.

e LlleTa aa ce a MOLHOCT LWHYpP € @ OrbH M WOK onacHocT. Kora nsknoyBaHe a MOLWHOCT
LWHYP, 3a4PBbXTe TO OT Ha wWwencen camo u NMpemaxBaHe Ha Lencen BHUMaTENHO.

e AKO a MOLLHOCT LUHYP WU BbHLUEH MOLLHOCT AOCTaBKa HYXXAM Aa ce 6bAa 3aMeHeH,
3ameHu To camo wuT apyr Codonics MOLWHOCT WHyp unu Codonics BbHLUEH MOLYHOCT
pocTaBka. Kato antepHaTtuBa, 3aMeHM TO C @ MOLWHOCT LUHYP UKW BbHLUEH MOLUYHOCT
[OCTaBKa Npou3BefeHU KOHKPeTHO 3a BawmnaT MolHOCT KOHMrypauus.



e AKO Ha YCTPOWMCTBO € NnyLieHe unuv npaBeHe Heo6u4yanHo 3BYLIU, MOLLHOCT U3KITHOYEH U
M3KIIo4YeTe OT KOHTaKTa Ha YCTPOMCTBO BeAHara.

¢ HanpaBeTe He BMbKBaHe Yy)XAecTpaHeH 06eKTU Ha BCAKaKBM MWJ1 B HAa YCTPOWUCTBO;
npaBu1LL Taka Mora npeAacTaBnsiBaT a 6e30nacHOCT ONacHOCT U Kay3a oblumpeH ueTa.

o HanpaBeTe He MACTO BCSIKaKBU T@YHOCT KOHTeNHepu Ha Ha ycTponcTBO. AKO 3a HAKOU
NPUYMHA, TEYHOCT ceeps B Ha YCTPOUCTBO, MOLLUHOCT U3KIHO4YEH Ha YCTPOUCTBO U
M3KITKo4YeTe OT KOHTaKTa Ha MOLUHOCT LUHYP OT Ha U3TOYHUK u3xozd. AKo usnonssaHu 6e3
B3eMaHe Kopurupati Mepku, Ha yCTPOUCTBO MOXe 6baa noBpeaeH.

o HanpaBeTe He U3M0XW Ha YCTPOMCTBO Aa ce 3ananum ra3oBe B KOHUeHTpauum Bucoko
[OCTaTb4HO Aia ce Kay3a Or'bH UIN eKCNJI03Us.

MecmononoxeHue Npedna3Hu Mepku

e The pa6oTewy okonHa cpena Temnepatypa o6xeat Ha SLS PCS e 15-30°C (59-86°F), c a
poAHMHa BNaXxHOCT Ha 20% —80%.

e Ako SLS PCS e npemecTeHM 6pP30 OT an U3KITHOYUTENHO CTYA MECTOMONOXEHUE Aa ce a
no-tonss eauH, ° CoaeH3auusi e BeposATHO Aa ce chopma. HanpaBeTte He nsnonssaHe SLS
PCS ako koHAeH3auus uma hopmupaH.

e M3YyaKaWlTe OO Ha KOHOEeH3auusa Mma usnapeHu. Tu Mora CKOpoCT Harope Ha usnapsieaHe
Bpeme oT Asuxell ce SLS PCS aa ce a cyluMnHA MeCTonosoXeHue.

o HanpaBeTte He msicTo SLS PCS B a mecTononoxeHue ¢ Bucoko BnaxxHocT unm Bucoko
npax. BbB Bb3ayxa MpbCOTUSA YacTMLM MOra Kay3a neyar kayecTtBo npobnemu. [la ce
n3berHe noctaBsiHe SLS PCS B mecTONoONOXeHUA KbAETO BEeHTUNaLMA KaHanum, OoTBOPeH
BpaTu, UMM 4YeCTO CpeLlaH MUHYBa4u buxa mornu, moxe manoxu SLS PCS u eTuketn pa ce
Bucoko HMBa Ha OTIIOMKM.

o HanpaBeTte He HamepeTe SLS PCS B ropelum nssopm obnacrtu kbaeto sogopoa cyndua u
Kuceria MOHM ca BEpPOATHO Aa ce bbaa reHepupaHm.

o HanpaBeTte He HamepeTe SLS PCS kbaeTo TaM ca Ma3Ha usnapeHus n napm.

o HanpaBeTte He HamepeTe SLS PCS B AupeKkTeH ClbHYeBa CBeTNMHa.

e HanpaBeTte He HamepeTe SLS PCS 6nu3o go ustouyHuum Ha Bucoko RF eHeprus.

o HanpaBeTte He HamepeTe SLS PCS kbaeTo To 6uxa mornu, moxe 6bAaa npegmeT aa ce
Apa3HeHe unu BU6bpauumn, TakmBa KaTo a maca unu 6ropo B a ronsim Tpacuk s nnowy,.
[>xapuvHr u Bu6paumm Mora 3acsirat Ha nevyart Ka4ecTBO Ha €eTUKETH.

o Ako nsnonsBankm a VESA MOHTMpaHe Aa ce MOHTUpPaHe Ha ycTponcTBo Ha a cTeHa, cTtom,
WUIN aHecTe3nsA AO0CTaBKa KOJNIM4Ka, ce oTHacAT ga ce Ha VESA MoHTax UHTepdpenc
CranpapteH (MIS), Ha pasnonoxeHne B www.vesa.org, 3a NPaBUJTHO MECTOMNOJIOXKEHUE U
MHcTanauma nHdgopmaums.

lNloyucmeaHe lNpedna3Hu MepKu

[a ce ga ce n3berHe weTa Aa ce Ha yCTpPoiiCcTBO, HabatogaBaliTe Ha cnedBalLm obL npeanasHu
MEPKM 3a NOYNCTBaHE
Ha YCTPOMCTBO:
o Apply Ha uncTau ga ce a YiCT, 6e3 BMaCUHKM Kbprna enbpBO U TOraBa YNCTU Ha
YCTPOMWCTBO.



Te4yHOCT NPUNOXEH AUPEKTHO Aa ce Ha YCTPOMCTBO GUX MOrbjl eBEHTyariHO U3Tu4aHe
BbTpe Ha YCTPOMCTBO U Kay3a weTa. M3anonsBante gonbnHutenHo BHumaHue kora
no4McTBaHe HAaOKONO Ha BEHTUINaLMOHHM oTBopu Ha Ha o6paTHO Ha Ha T4 CKPUMH U
BMCOKOroBOpUTE.

¢ [Mo3BONsAABa Ha YCTPOMCTBO Aa Ce HaMmbJIHO cyXxa npeaun paboTely TO OTHOBO.

e MHoro nnactmMaca KoMmnoHeHTU ca usnonssaHu B SLS PCS ctpoutencrtio. lNanto
u3uanBaHe 1 AecdopMaums € BepOATHO Aia ce Bb3HWKHE aKo Ha YCTPOMCTBO e u3bbpca ¢
XMMMUYECKU npaxoBe, 6eH3€eH, pa3peanTenu, MHCEKTMLUAW, UNK APYTU pa3TBoOpUTENM.
Kayuyk u PVC maTtepuanu HansiBo B KOHTakT ¢ SLS PCS 3a yabmkeH nepuoaun Ha Bpeme
e kay3a weTa. Hukora nsnonseaHe Ha neTponHa OCHOBA peLueHUs unun abpas3uBeH
no4YMcTBalM npenaparu.

¢ Hukora nsnonsBaHe abpa3vBeH marepuan.

e BuHaru paspeaeH nouncrtBaHe areHTu Cnopep Aa ce Ha Ha NPOM3BOAUTENA UHCTPYKLMN,
MNU U3Non3BaHe Ha Han-HUCbK Bb3MOXeH KOHLIEHTpaLus.

« HanpaBeTe He NOo3BOJISIBa Ha MOYMCTBaHE areHT ga ce ocraBart Ha Ha ycTponcTtBo

NOBBbPXHOCTU. M30bpLIeTe TO U3KITOYEH BedHara ¢ a 6e3 BflaCMHKM Kbprna HaBJfiaXHeHa ¢

Boja.

3a No4YMCTBaHe MHCTPYKLMM, Ce OTHACAT Aa ce "MouncteaHe Ha 3arpaxkaeHune ”.

To e npenopbyBa ce Ye TM Ae3nHPeKumpanTe Ha NPOAYKT CaMo Kora Heob6xoaMMOo KaTo
pelwuTeneH ot BawmAat 601HMLA NONUTUKA, A3 ce Aa ce n3berHe Ab/AroCpoyeH WeTa Aa ce Ha

NPOAYKT.

The ycTpolictBo TpsAbBa Aa 6bAa M3UMCTEH MBbPBO, KaTo onmncaHo B "MoYyncTBaHe Ha
3arpaxaeHue ”, npean n3non3Baiky a o6 Ae3nHbEeKLMA areHT.

[louucmeaHe Ha 3azpakOeHue

BHUMAHUE BuHarm MOLWHOCT U3KJTKOYEH Ha cucTtemMa npegy nouyncrBaHe. An efneKTpuYecku LLOK
6UX MOIrbJ1 Bb3HMKHE aKo Ha cucTemMa e 3axpaHBaH Ha n Te4yHocT e pasnaTo B TO.

[a ce uncTM Ha cucTema 3arpakaeHune, M3Non3BaHe a YMCT, 6e3 BNACMHKM Kbpna HaBAaXKHeEHa ¢
nnu
TONJI0 BOAA U NIeKO canyH, a pa3peseH He eAbK NepuaeH npenapat, Uan eauH Ha Ha caeaBalum
of06peH NOYNCTBAHE areHTu:

AMOHS#AK: Pa3perkagaHe Ha AMOHAK <3%

Ankoxon: EtaHon 70%, NU3onponaHon 70%.

e Hap Bpeme, macTuno ceBpbxcnpen 6mMxa mornu, moxe cbbMpam B Ha 6a3a Ha Ha
ycTpoucTBo. The ycTponcTBO U3Non3Ba a BakyymMm cuctemMa ia ce cbovpam HaM-MHOro Ha
ToBa MacTuno Ha a cepus Ha HacuLaHe NOANOXKM.

¢ B KpaiHa cmeTKa, Tean NoANoXKU Guxa Mmornu, Moxe TpsiobBa Aa ce 6bAa 3aMeHeH.
KoHTakT Codonics TexHU4ecku nogabpika Aa ce onpegeny ako NognoXxka saMsiHa e
Heo6xoauMo.



¢ AKO MacTMNO UMa NOMYy4YMX BbLPXY Ha CMCTeMa 3arpaxaeHue, To Mora 6bAa U3UMCTEH € an
aMOHSIK B3 OCHOBa Npo30peL YMcTay 1 a 6e3 BNacMHKK Kbpna.

e Ako ckaHupaHe GapkofoBe e HenocriegoBaTerieH UMK Ha YCTPOWCTBO € KaTo TPYAHOCT
CKaHMpaHe, YNCTU Ha CKeHep CTbKIEeHa Yyala nposoped,.

Le3uHgbekyus Ha 3azpaxxOeHue

MpenopbyBa ce Ae3MHOEKLMA areHTM BKAKOYBAT:
1 yacT AOMaKMHCTBO 6enrHa 1 5 yacTv Boga pelueHue
A-456-N
Virex Il 256
PDI CaHun-Kkbpna®

BHUMAHUE Codonics npaBu He NCKOBE OTHOCHO Ha €(PMKACHOCT Ha Ha U3OPOEHU XMMUKanu Unu
MeToAM KaTo a O3Ha4YaBa Ha KOHTponupaHe uHgekuma. KoHcyntupanTte ce Bawmat 6onHuua
MHdeKLMAa KOHTpon odumuep UM ennaemMmoror.

LesuHpekuus NpednasHu MepKu

[a ce na ce nsberHe weTta Aa ce Ha YCTPOMCTBO, HabAtoaaBanTe Ha cieaBalum obuw, npeanasHu
MEPKM 3a Ae3nHPeKLMA Ha YCTPOMCTBO:
o HanpaBeTte He nsnonsBaHe Povodine, CarpoTtaH, unu MykouuTt ae3nHdgekumsa areHTn nnum
CUJIEeH pa3TBOpUTENHU (3a Nnpumep, aLueToH).

e HanpaBeTe He nsanon3saHe BCSAKaKBU Ae3UH(PEKLNA areHTU Ye Kopo3upa Unu werta
nosiMkapooHar.

Medus lNpedna3Hu mepku

¢ HexxenaH eTuketn TpA6Ba 6baa yHMLLOXEHM UM pa3nopeaeHn Ha Aa ce ocurypere 4ye
HenpaBuJIHO nabels ca He U3non3BaHu.

¢ Camo usnonssaHe Codonics MacTuno naTpoHu N eTUKeTH Aa ce ocurypeTe npaBUITHO
onepauMsa Ha Ha gevice N NPaBUITHO eTUKeTUPaHe Ha CNPUHLUOBKU. U3non3Banku
HeoA0b6peH MacTuno naTpoHu u nabels 6ux MorLn BoAsi Aa ce HeNPUeMIIMBO pe3ysTaTw,
BKITHOUMTENTHO 6eieH nevart Ka4ecTBO M 6eieH eTUKeT aaxe3us Aa ce CrPUHLIOBKM.

o LlleTa oT HeOQOOpPEH MAcTUNO UIM €TUKETHU LUe HULOoXEH Ha MapaHuus.

¢ Hukora 3apexxpgaHe MacTUIO KaceTu, KaTo ToBa Mora pe3ysntaT B HENpaBUITHO LBAT
M3nonsBaHe.

U3xebprisHe MauckeaHusi



MN3xBbpAAHE HA TOBA NPOAYKT M KOHCYMATMBM e 6bAa B CbOTBETCTBME C BCUYKO NMPUIONKUMO
3aKOHM U pernameHTH B epeKT B HAa MECTHOCT B Ha Bpeme Ha U3XBbp/iaHe. 3a AONbAHUTENEH
nHbopmaumsa, ce oTHacAT OnacHK MaTepuan UHopmaums.

Eeponeticku N3xebprisiHe N3uckeaHus

Codonics n3obparkeHuns 1 eNeKTPOHHM akcecoap YCTPOMCTBA ca He Aa ce 6bAa U3XBbPAEHU UK
PELMNKNMPAHU;
No-CKOpo Te ca Aa ce 6baa ce 3aBbpHa Aa ce Ha npousBoauTesn. KoHTakT Codonics ANPEKTHO
WK OT Ha
BPb3Ka NpW yCN0BME 3a Ha nocneneH MHPOPMaLUsa OTHOCHO:

NpeHTndumKauma Ha Ha cneumnduuHm 3a ctpaHata BHocuten / Auctpubyrop /
Mpoussoguten

MpoAyKT BpbLLAHE M NeYeHMe Ha HallaTa eNeKTPOHHU NPOAYKTH

Mpoussoguten: KogoHnKa UHK.

17991 EHrvnByAa Kapan

Muabnbypr Bucounnu, OX 44130 CALLL
TenedoH: +1 440.243.1198

dakc: +1 440.243.1334

EnekTtpoHHa nowa: WEEE@codonics.com
www.codonics.com

Codonics eneKkTpoHHM NPOAYKTU U aKCecoapw narep Ha cieasallm CMMBOA Ca NpegmerT ga ce
Esponeicku Aupektuea Ha OTnagbum Enektpuueckn n EnektpoHHa ObopyasaHe (WEEE)
2002/96 / EO, nameHeH ot Aupektmnaa 2003/108 / EO. The EN 50419 cMmBOA NOKa3Ba OTAE/NHO
KONeKuMA 1 BpbLlUaHe 3a4b/KUTENHO.

EN 50419 symbol

[lokazaHus 3a MIanonssaume

Yempoicmeo OnucaHue

JlekapcTBO NOArOTOBKA M aAMUMHUCTPALMA B Ha NepuonepaTMBeH 3a0bMKanawa cpesa ca
HepasgenHa



acneKTN Ha aHecTe3no/10r TbPneaus rpuxa otrosopHocTu. The KogoHnka besonacHo ETuker
Cuctema (SLS) e npocTa, MHTErpMpaHa cuctema, M3non3sallia CKeHep 3a bapKop 3a YeTeHe U
NoTBbPXKAaBaHe Ha NAEHTUYHOCTTA Ha iekapcTBoTo oT FDA NDC (HauuoHaneH nekapcTeeH
KoA) M Apyrvu naeHTMOUKaUMOHHM HoMepa Ha bapKogoBeTe OT KOHTEMHEPM 3a JIEKapCTBa U
ABTOMATMYHO OTNEeYaTBa €TUKETM 3a FOTOBM IEKAPCTBA U APYIU apPTUKYIN, U3NOA3BaHU BbPXY
nauMeHTUTE NO BPEME Ha XUPYPrMYHKU npoueaypu. ETMKeTUTe ca B CbOTBETCTBUE C
HaUMOHaNHUTe pa3nopenbu, HacouyeHM Kbm NnogobpsasBaHe Ha 6e3onacHOCTTa Ha IeKapcTBaTa B
nepuonepaTneHaTa cpeaa.

The codTyep KOMNOHEHTM OcUrypm GYHKLMM 32 CKAHMpPaAHe KOHTelHep 6apKkoaoBe; Cb3aaBaHe,
npernez, n ogobpaAsalL Ha ynpasassaHo OT 601HMLA Nnpomouma Ha a dopmynsap 6asa faHHK;
NoKasBaHe Ha eKpaHa 1 3BYKOBO NOTBbPKAABAHE HA TUMA HAPKOTULM; M oTnevaTsaHe Ha ISO,
ASTM 1 TJC (CbBMeCTHaTa KOMUCUA) €TUKETU, OTFOBaPALLM HA CbAbPMKaHMETO M ugeTa, c 1D n /
nnun 2D 6apkogoBse. CuctemaTa yeTe 6HapKkog0Be Ha KOHTEMHEPW 33 1eKAPCTBa U NPOU3BEXKAA
BOZOYCTOMUMBH, LLBETHWN eTUKeTU. CucTemaTa moxKe fa 6bae nHTerpupaHa, 3a Aa GyHKUMOHMPaA
C paboTeH NOTOK HA cMCTeMmaTa 3a ynpaB/eHne Ha MHpopMaumsaTa 3a aHecTesuma (AIMS), 3a ga
OCUTYpU B peasHO Bpeme AOKYMEeHTALMA 32 aJMUHUCTPUPAHE Ha NeKapCTBOTO, KOraTo ce yeTe
cnpuHuoBKaTa 1D nnum 2D 6apKkog,. Cuctemata moxke Aa 6bae A0CTbMNHA M yNpaBasaBaHa Ypes
mpexa (Ethernet nan Wi-Fi).

Yempoucmeo XapakmepucmuKku

The n3nonssaHe Ha NeKapcTBO Kaac cneumuPpuyHm moaen v usaTt Ha ASTM D4774 n 1SO 28625
Cneundukaumm 3a MNoTtpebuten MpunoxkeH Jlekapctso ETMKkeTn B AHecTesnonorus e
KOHOUTypUpyemu oT caiT u Habop oT gaHHWU. Popmyau (HabopKM OT aHHM) ca YHUKANTHO HA UMe
KOHPUIrypaLum Ye MOXKE Pa3nNYaBaT B HAPKOTULM, LLBETOBE, Pa3peXKaAaHnA, U KOMeHTapu aa ce
HacTaHABaHEe Pa3/INYHO NPAKTUKM B PAMKUTE Ha a

HeXeHeH canT namn 6oaHMLa (3a NpuMmep, AETCKM CpeLLy CbpAeyHa).

JonbnHUTENEeH M3N013Ba BKIOYBA NPOM3BOACTBO eTUKETH 3a IV 1 apyrm apTedaKktu
M3N0N3BaHM MO BPEMe Ha a XMPYpPruyecku npoueanypa.

The Codonics SLS e B 06WWM IMHUM NOCTaBEHM B, BbNPEKM TOBA HE OrpaHMYeHa Aa ce, Ha
nepuonepaTnseeH

3a0buKanawa cpena Aa ce nAeHTUOGMUMPAT CNPUHLLOBKM NOATOTBEHM 33 AHECTE3NO0N0MUA
M3nNon3BaHe Mo Bpeme Ha XMpyprus.

TunnyHo I'IOTpe6VITeI'IVI Ha TOBa CUCTEMA Ca O6y‘-IeH I'IpOd)ECMOHaIIMCTM, BKMHOYNTENTHO HO HE
OorpaHn4yeHa aa ce

NeKapun, MeanuMHCKM CceCTpun, n TeEXHUUMN.

The maliop XapaKTepUCTUKU U GYHKLUUM Ha HA CEMENCTBO Ha YCTPOMCTBA BK/KOYBAT:



e CKaHMpaHe Ha NeKapcTBO KOHTeWHep 6apkoa AMPEKTHO OT a chnakoH unu apyru Tun Ha
KOHTeWHep

e [lekoaupaHe Ha n3gageH oT NnpousBoauTens 6apkon B Ha 3agbimkutenHo FDA
HauwonaneH JlekapctBo Koa (NDC) unu YHukaneH Jlekapcteo UaeHtudukarop (UDI)
HoMep

¢ No3oBaBaHe Ha NDC / UDI Homep Aa ce a ynpaBnsiBaH oT canTta cpopmynsip norneaHu
Harope 6a3a gaHHU

¢ OcurypsiBaHe ayauo u ISO-cbBMecTUM BusyanHa ,,O6paTHo YeTeHe* Ha Ha NeKapcTBO Ume

¢ OcurypsiBaHe an TpeBoOra ako Ha JieKapCTBO KOHTelHep e n3bpoeHu KkaTto ,,3BukaH /
octapsan“ B Ha Ha canTa chopmynsip

¢ MeyaT an neceH 3a YyeTeHe, Boga ycronunsu ISO 26825 cbBMeCcTUM LBAT €TUKET cpela
The CtaBa KomucnoHHa nekapcTBa ynpaBrieHMe cTaHAapTM U Ha AMepukaHcku O6LiecTBO
Ha AHeCTe3MOoNno3n HaCoOKN 3a eTUKeTUpaHe

e OcurypsiBaHe Ha OCHOBEeH UH(poOpMaLMsi OT KOUTO Ha oTne4vaTaH eTMKeT 6apkoa mora 6baa
MpoueTn To AOKYMEHT nekapcTBa agMuHucTpauus B an LIEJTU

¢ [eyaT eTUKeTN C BMbKBaHe U U3TU4aHe gata u Bpeme 3a IV nuHuu

Ycmpoticmeo lNokasaHus 3a Usnonseatme U3seneHue: NpednucaHue
U3nonseatme Ycmpolcmeo

The Codonics SLS PCS ycTpoictso 1 SLS codpTyep ocurypssa a npocTto 6a3mMpaHo Ha KOMMIOTLP
6apKoA CKaHMpaHe M NeYaT cucTema Aa ce aBTOMATMYHO NpoBepeTe IEKAPCTBO CAMOIMYHOCT OT
NDC v apyrvn nekapctso KoHTeliHep UDI 6apKkoaoBe, 1 Aa ce nevyat eTMKETU 33 NOATroTBEHM
HAPKOTULM U APYTN eneMeHTH B n3nons3saHe Ha nauMeHTn No Bpeme Ha XMpypruveckm

npoueaypu.

The Codonics SLS PCS e B 061Wn NMHUM NOCTaBEHM B, BbNPEKM TOBA HE OrPaHMYEHa Aa ce, Ha
nepuonepaTmMeeH 3a0bMKanaLwa cpesa Aa ce aeHTMOMUMPAT CNPUHLOBKM NOAFOTBEHM 33
aHecTe3non0rMA U3nNon3BaHe No Bpeme Ha xupyprua. JonbaHUTENEH U3MOI3Ba BKAIOYBA
NPoun3BOACTBO eTnKeTh 3a IV 1 apyrn aptedaKkT M3N0A3BaHM NO BPEME HA A XUPYPruyeckn
npoueaypa. SLS PCS mora cbuw,0 6baa n3non3BaHu ga ce neyat ,,HexmpyprnyHo 3aobukanawia
cpena" UBAT M TEKCT €TUKETU KATO 3a4b/IKUTENHO. TUNMYHO NOTPebuTeNM HA TOBa CMCTEMA ca
06y4eH NpodeCcnoHANUCTH, BKIOYMTENHO HO HE OrpaHUYeHa Aa Ce IeKapu, MeAULMHCKU
CecTpu, N TeXHULM.

BHUMAHMUE depepaneH 3akoH orpaHnyaBa ToBa yCTPOWCTBO Aa ce 6bAa NpogadeHm 3a U3non3BaHe oT
unn Ha Ha nopbyka Ha a nekap.

OnacHu Mamepuan IHgbopmauyus

Mamepuanu Ha Cmpoumericmeo



Codonics MMa KOMMNJIEKT MHOTO CTPOr CTaHAAPTM 3a OLEHSABaHe MNPOAYKTU 4a Ce oCUrypeTe Ha
MapKETUHT Ha perysiaTopeH CbBMECTUM NpPOAYKTU B CBETOBEH Maluab.

Hue HanpaBeTe He NpegHamepeHo A06aBK, HUTO Ca HUE HAACHO, Ye Ha NPOAYKTM UK ONaKOBKa
CbAbPIKaT Ha CeABallM MmaTepuaniu:

¢ XuBak, ¢ U3KMOYEHNEe KaTo U3NON3BaHWU B flamMmna NpuUnoXxeHus (3a npumep, ckaHmpaHe
namnu, nogceetka LCD).

o Kagmun, c usknioveHne KaTo usnosnsBaHu kaTo aeben cmnm mactuna Ha otneyvaraH
Bepura AbCKM.

e lllectoBaneHTeH Xpowm, C U3KITHOYEHUE KaTo M3non3BaHu KaTto aeden dunm mactuna Ha
oTneyaTtaH Bepura 4bCKU, KaTo XpomaT npeobpasyBaHe nokpuTtusi Ha metan
NOBBLPXHOCTU, M KaTo a poTope3ucT Ha cTbkneHa Yalwa naHenu Ha Katoa NbY TPbLOU.

¢ MonubpomupaH gudreHnn etepu n nonuépommpaH 6udeHnnu.

o BuoHanunyeH apceH (ManbLK CyMu Ha apceH U3Non3BaHu B CTbKNeHa Yawa, CBetoanoau, n
nonynpoBOAHULM Ca He pa3rnexaaH Aa ce 6baa OMoHanuyeH).

e BuoHanu4yeH KpuctaneH cunuumueB AMOKCUA (ManbK CyMU Ha KpUcTarieH cunuumes
AnoKcupa ca usnonssaHu B ° CHewarta 60u, NOKPUTUA, U NBIHUTEN MaTepuanmu).

¢ NMonuxnopupax 6uceHnnu (MXB6).

o A3becT.

o OpraHuyeH Kanawu (He nanon3BaHu B Karian BoAsi CNonKa npuroXxeHus).

o O30HOpa3pyLwaBalum BelecTBa TakKMBa KaTo xnopodnyopBbriesogopoaun, Metun
xnopodopm, and BLrnepoa TeTtpaxsopua.

rpou3eoocmeo

Mo Bpeme Ha NPOM3BOACTBO onepaLmm Ye npomssexgaTt Codonics NpoayKTH (BKAOYUTENHO
OMaKOBKa), He 030H M34YepnBaHe BeLLecTBa (TakMBa KaTo X10podayopBbIIeBOA0POAN, METUN
XNopodopm, 1 BbINEPOS, TETPAXI0PUA) Ca U3MON3BAHM.

Cnieyucbukayuu

Cuncrtema: NHTerpupaH kanauutMBeH JOKOCBaHE ekpaH KOMMoTbP, 2D 6apkon ckeHep, LBAT MacTUIo CTPys MPUHTED,
ayamo obpartHa Bpb3ka, M MpeaocTaBsHe 3a a Mpexa nHTepdenc

MacTtuno Kacetu: EgHo uBat natpoH (CMY)

SmartDrive: USB cBeTkaBuMLa kapaM 3a CbXpaHeHue KoHurypaumsa aaHHu, opmynap 6asa gaHHW, AHEBHMK
dannose

Yetumo Bapkopose: GS1 DataBar OrpaHuyeH (RSS OrpaHuyen), GS1 DataBar Mogpenexun (RSS-14 MNogpeneHn),
GS1-128,

UPC-A, danHun MaTpuua, Kog 128, Kog 128 6apkogose ¢ GS1-128, Kopg 39, Koa 32,

IFT-14, MNpenneTtexn 2 Ha 5, EAN-8, EAN-13

3a 3anuc bapkogose: [JaHHu MaTtpuua

Mpexa UNHTepdercu: Ethernet (RJ-45), BknoueHn ctaHgapTeH

Wi-Fi (USB-2 aganTep), no usbop, Ha pasnonoxeHue ot Codonics

Mpexa Ckopoctu: Ethernet, nbnen gynnekc 100 basa-T camo

Wi-Fi, 802.11b/g/n (2.4 GHz) n802.11 a/n/ac (5.0 GHz)

Mpexa Mpotokonu: SSH (CurypHo Yepynka) u SCP (CurypHo Konue)

Manonsea ce ga ce goctbn SLS PCS ot Codonics-o0TopuanpaH NpunoXeHnsi

Pasmepu: BucounHa: 16.5 B. (41.9 cwm)



LLnpuHa: 10.43 B. (26.5 cm)
ObnbounHa: 15.67 B. (39.8 cm)
Terno: 14.5 Ibs (6.6 kunorpama)

MowHocT: YHuBepcaneH Bxoa: 100-240 VAC, 50/60 Hz

OkonHa cpepa: OnepamuseH:

TemnepaTtypa: 15-30 ° C (59-86 ° F)

BnaxHocT: 20% —80% 6e3 koHaeH3aLuus

Hocmaska u CbxpaHeHue:

Hapgmopcka BucouunHa: Mope Hueo aa ce 5790 m

TemnepaTtypa (Xapayep): -22,2-51 ° C (-8-123,8 ° F)

TemnepaTtypa (MacTtuno MNMaTpoH n Etuket Megums): 1-43 ° C (34-110 ° F)

BnaxHocT (Xapayep): 5% —85% 6e3 koHaeH3auus

BnaxHocT (Mactuno MatpoH n ETnket Megusi): 5% —80% 6e3 koHaeH3auums

MeguuwmHckn CroTeeTtctBue FDA nsunctenn ga ce nasap Ha 510 (k) K101439 Knac Il, MDR CE (Knac 1),
n PerynatopHo: GMP / QSR ISO 13485: 2016, BezonacHocTt IEC 60601-1 n EMC IEC 60601-1-2 3a
MpodecnoHaneH

3apaBeonasBaHe CbOpbXKEeHMS

Knacudukaums: Knac Il obopyasane, Mpoaykt Kog BSZ, PernamenT Bpon 868,5160

BHUMAHUE depepaneH 3akoH orpaHuyaBa TOBa YCTPOMCTBO Aa ce Obaa NnpoaaaeHn 3a U3non3saHe ot
unun Ha Ha nopbyka Ha a nekap

KOMIMOHEHTH

Pa30nakoBAHM KOMIMOHEHTU



1. Safe Label System

2. ETnket Mmegun xn6o0Be

3. N3xop kowye

4. SmartDrive

5. MoTpebutenckn Pb4YHO guck

6. CnpaBKa pLKOBOACTBO U APYrY AOKyMEeHTauus
7. BbHLWeH MOLWHOCT AOCTaBKa U LWHYpP

8.Ethernet kaben

Otnpea KoOMMNoOHEHTH



| S

cobonucs
SLS 5501

Safe Label System

1. NokocHeTe ekpaH USB npucTtaHuwe 1
2. Ayano Bucokorosopuren

3. Cucrema mowHoct LED

4. N3xop Kow4e (MHCTanupaH)

5. lokocHeTe eKpaH

(=2}

. Bapkog ckeHep

7. 3apgHa Mokpunte

oo

. OTnpep Mokpunte

KomnoHeHTH BbTpe Otnpea lNokpumte




(===
Ink__Load Unload

1. MacTtuno 6yToH

2. 3apeneTte HOTOH

3. PastoBapBaHe GyTOH

4. MacTuno naTpoH Kapeta

5. ETuker cutter

BHUMAHMUE: Kora Ha otnpep lNokpuiite e OTBOpPEH, Aa Ce N36erHe KOHTaKT C Ha
eTuket ppesa.

3aAHAO KOMMOHEHTH



1. SmartDrive USB npuctaHuwe2

2. Ethernet npucrtaHuwe
3. USB npuctaHuwa
4. MoLwHoCT BXOA4 NpUCTaHuLue

5. MowHoCT npeBKNoYBaTen

AokocHeTe EkpaH KoMMoHeHTH



1. MowHocT LEA
2. HynupaHe 6yToH
3. USB npucTaHuwe

Wi-Fi Aaantep USB lNopt

|
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1. USB npucraHuiie 3a Wi-Fi aganTtep (otaony otnpen Hanu brbi Ha Ha SLS



Xapayep HacrpouBam

BHUMAHME: Camo o6yyeH notpe6utenu TpsibBa MHcTanupan n KoHcurypmpaHe Ha cuctema.

Ethernet Kabea (Mo mn360op)

1. CeBbpxeTe Ha Ethernet kaben ga ce a xb06 unu n3xog Ye e cBbLP3aHM Aa ce Ha Mpexa.

2. CBbpxeTe Ha opyru kpam Ha Ha Ethernet kaben ga ce Ha SLS.

3ABENEXKA: 3a Hdopmauusa oTHocHO koHcurypupaHe SLS Ethernet mpexa HacTpolku, ce
OoTHacAT ga ce Ha SLS MNMoTtpebutenckn PbuHo v1.3.0.

BHUMAHME: The SLS nogabpxa camo eauH mpexa Bpb3ka B a Bpeme, unu Ethernet unn Wi-Fi.
HanpaBeTte He cBbpXxeTe u aBeTe an Ethernet ka6en n Ha Wi-Fi agantep B Ha cbLOTO Bpeme.



Wi-Fi Aaantep (o n3dop)

1. NocTtaseTte Ha Wi-Fi agantep B Ha USB npuctaHuwe B Ha OTA0MY OTNpen Hanm brbsl
Ha Ha SLS.

3ABEJIEXXKA: 3a nHdopmauus oTHOCHO KoHdurypmupaHe SLS Wi-Fi mpexa HacTpomku, ce
OoTHacAT pga ce Ha SLS MNMoTtpebutenckn Pb4Ho v1.3.0.

BHUMAHME: The SLS nogabpxa camo eguH mpexa Bpb3ka B a Bpeme, unu Ethernet unun Wi-Fi.
HanpaBeTte He cBbpXxeTe u aBeTe an Eternet kaben n Ha Wi-Fi agantep B Ha cbLWOTO Bpeme.

MowgHocTt, SmartDrive

1. Mscto Ha SLS Ha a TBbpAao HMBO NMOBBPXHOCT.




2. O6bpHM ce Ha MoLLHOCT NpeBKMoYBaTen Aa ce USKMYEH.

3. CBbpeTe Ha BbHLUEH MOLLHOCT JOCTaBKa.

A BHUMAHMUE: The mMoLwHOCT WWHYpP CBBbp3aHu Aa ce Ha SLS e Ha OCHOBEH U3KIoYeTe 3a Ha
cucrtema.

& BHUMAHMUE: 3asemaBaHe HageXXaHOCT Mora 6b4a NOCTUrHaTM camo kora Ha SLS e
CBbp3aHu Aa ce a cba Mmapkupanu "BonHuuga Camo ” (ve e, "BonHuua CteneH 7).

& BHUMAHMUE: HanpaBeTe He [OKOCBaHe a TbpnenmB AOKATO CbLUo gocTbn SLS
BbTpeLleH KOMMOHEHTHU Ye ca noA Ha 4OCTbN Kopuum.



4. MMocTaBeTe Ha SmartDrive.

5. NocTaBeTe Ha n3xon KoLuye.

Craptm1paHe
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1. O6bpHM ce Ha Ha MoLLHOCT npeBkntoyBaTen.

Are the date and time correct?

03/09/2011 12:09

2. NoTBLpAETE UNN KOpUrMpanTe Ha AaTta u Bpeme.

3. The Bnusam nogkaHu nokasBa.

Scan User Badge or Enter User ID to Log In

J

Make User Badge

3apexaaHe Meauns

3ABEJIEXKA: U3snons3BanTte camo Codonics-gocraBsi ce meaum.
[a ce nopbyka meguun, koHTakt Codonics KnueHt O6cnyxBaHe B:

®done:+1.440.243.1198



dakc:+1.440.243.1334
Takca BeannaTHo:800.444.1198 (CALL, camo)
Ye6 Cant:www.codonics.com

MHCcTaampaHe Ha MacTtuao MNaTpoH

1. OTBOpETE Ha oTnpen MNokpunTte.

2. HatncHete Ha MacTtuno OyToH.

3. n34yakante 3a Ha MacTumo NaTpoOH KapeTa Aa Ce 3aBbpLlUeK ABUXKeELL Ce.

4. OTBOpETE HAa MacTUMO NaTPOH KaperTa.

5. I'IpemaXBaHe Ha JNNeHTa 4e Kopunun Ha MacTturio naTpoH neyar rfnasa.



7. Bnnso Ha MacTUio NaTpoH Kaperta.

8. HatucHete Ha MacTtuno 6yToH.

9. bninso Ha oTnpep MNokpuiiTe.

3apexaaHe Etmketr Meams

1.0TBOpETE Ha oT3ap MNMokpunTe.

2.MocTaBeTe Ha eTUKET Meauu XbooBe.



3. MacTo Ha eTUKeT Meann un xbboBe B Ha Meann pbKoBOACTBaA.

4. HactponTte Ha meaun pbkoBoacTtea. ETukeTr megumn Tpabsa 6baa curypeH Ho Bce
oule cnocobeH aa ce 3aBol cBOOOAHO.

5. MsacTto Ha eTukeT meaum Mo-gony Ha meann pbKOBOACTBA U B Ha XpaHWUIIKa CroT.

o @

6. XpaHeHe Ha eTUKeT Meaun o Ha SLS aBToMaTU4HO XpaHu TO Npe3 Ha Meauu NbT.
Tu Buxa mornu, moxe TpsibBa Aa ce 3aQpbXTe Ha eTUKET Meann B MSCTO 3a a
ManuuHa CekyHau.

3ABEJEXXKA: Ako Ha SLS ce npoBans aa ce ¢ypax Ha eTUKeT Meaun, OTBOPEH Ha oTnpen
MokpuiTte, HatucHete Ha PasTtoBapBaHe 6yToH, [pemaxBaHe Ha meguu OT Ha MeAUM NMbT,
M34yaKanTe OO Ha Meaun NbT pornku Cnpu ce BbpPTEHe, U onuTBaM 3apexgaHe Ha Megun OTHOBO.

7. bnuso Ha oT3ag MokpunTe.

BAn3zam



OcbLUeCcTBIBAHE a [loTpebuteA 3HAYKA

Scan User Badge or Enter User ID to Log In

o1

Make User Badge —@

1. B Ha Bnnsam 6bp3, HatucHeTe Ha HanpaseTe MoTpebuten 3Hadka GyToH.

Enter User Badge Information
Full Name: l |

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

Please enter Full Name.
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2. BbBegete Bawumat notpebuten nHgpopmaums.

3ABEJEXKA: The Cnyxuten fOKyMeHT 3a CaMOJNIMYHOCT TpsAAbBa Aa 6baa
yHUKaneH mexay Ha SLS notpe6utenn.

3ABEJEXKA: The NMH mora 6baa Harope ga ce gecet undpu AbNro. AKo Ha
cucTema e He KOHdurypumpaH ga ce usmckear a lNUH, ToraBa v wWwe He 6bAA
nopkaHeHu ga ce sbBegete a NMAH.

3. HatucHeTe Ha NevaT 6yTOH.

Pernctpaumsa B



Scan User Badge or Enter User ID to Log In

| O,
Make User Badge

1. B Ha Bnunsam 6bp3, ckaHnpaHe BawwmaTt notpebuten 3Hauka 6apkog unm pbvHo
BbBegeTe Bawwnat notpeduten JOKYMEHT 3A CAMOTMYHOCT.



Enter PIN
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2. Ako Ha cucTtema e KoHdurypupaH ga ce usuckear a NVH, ebBegete Bawwnar
MUH.

3ABEJEXKA: The NUH mora 6baa Harope aa ce gecet undcdpu gbnro.
3. HatucHete Ha BbBegete GyTOH.

AKO a TeCT eTUKET € oTnevaTtaH, T1 ca NoAKaHeHn aa ce noTBbpAeTe 4Ye Ha TeCT
€TUKET oTnevyaTaH npaBuIiHO.

Confirm: Did the label print correctly?

Test Print

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

4. OrnepanTte Ha TECT ETUKET.

5. AKO Ha TecT eTukeT oTrneyartaH npaBunHo, HatucHete Ha [a 6yToH. The cuctema
€ rOTOB 3a M3MNon3BaHe.

AKO Ha TecT eTuKeT HanpaBux He neyat npaBunHo, HatucHete Ha He GyToH.
nocneaBaM Ha Ha ekpaHa MHCTPYKLMN.



AokocHeTe EkpaH lNoTtpeburen
MHTEPQOAKA

PP 9P P
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1. ETukeTt Tun 6yTOHMK

2. LED crartyc nokasatenu

3. Cuna Ha 3ByKa be3 3Byk nkoHa
4. Cuctema crtatyc cbobLueHue
5. Cucrema nHdopmauusa 6yToH

6. MomowHu nporpamu GyTOH
7. MoTpebuTten MHULUMaNn

8. U3ne3 ot npocdmna cu 6yToH
9. Paspeaete npeBknoYvBarten
10. Tekyw aata n Bpeme

[leyaTr a CnpuHLOBKA ETUKET -
OCHOBEH M3noA3BaUTE



BHUMAHMUE: tTon dhopmynsp nsnonssaHu Ha Ha SLS Tpsab6Ba 6baa eqmH Ye Gelle cb3pgaaeH oT
Ha cMcTeMa agMUHUCTpPaTOP U oJo6pEH 3a u3non3BaHe.

03/09/2011 13:02

1. HatucHeTte Ha CnpuHLOBKa ETUKET OYTOH.

2. [la ce BkntouBa paspexgaHe uHgpopmaums, HatucHete Ha PaspeneTe npeskntoyBaTen
Ja ce 3aBou To Ha.

e

3. CkaHvpaHe Ha nekapcTBO KOHTeriHep 6apKoa.



Fentanyl
Choose a dilution.
Concentration Diluent

10 mceai/ml MNaormal Salinag
g

@ 5 mcg/mL ‘

ormer Ormer
o S

4. Ako Ha M3bupam a PaspexaaHe nogkaHu avcnnen, nusbepeTe a KOHLEHTpaLuUs 1
paspeguTen.

BHUMAHME: SLS noTtpe6uTtenu ca oTroBOpeH 3a U34uncnsisaHe 1 n3bnpaHe Ha npaBUITHO
KOHLIeHTpauus 1 paspeguTen.

5. HatucHeTe Ha [1oGpe GyTOH.

AKO Ha cucTema e KOHUrypupaH aa ce M3MCKBaT NOTBbPXKAEHNE NPeam neyar Ha
€TUKET, a NOTBbPXKAEHNE NOAKaHN NoKas3Ba.

fentaNYL

Prepared: 12/08/2011 16:14 By: ADN| &S
Expires: 12/09/2011 16:14 &
50 mcg/mL

@ Print Cancel
12/08/2011 16:14

3ABEJEXKA: The eTukeT noTBbpXaeHue nogkaHu e NMokasBa 3a 6e30NacHOCT NpUYMHK fa ce
ocurypeTe 4e Ha NPaBUITHO JieKapCcTBO MHOopMaUuuAa e 6UTHe oTneyaTaH.

6. HatucHete Ha NeyaT 6yTOH Oa ce NOTBbPAETE M NeYaT Ha ETUKET.
7. \3Bnn4yaHe Ha oTneyartaH eTUKET OT Ha U3xo[ KoLuye.

AKO Ha cucTema e KOHUrypupaH aa ce U3WUCKBaT NOTBbPXKAEHWE crieq neyar Ha
eTUKeT, a NOTBbPXKAEHNE NOAKaHN NokasBa.



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

3ABEJIEXKA: The eTukeT noTBbpxAeHMe noakaHu e Nokassa 3a 6e30nacHOCT NPUYNHU Oa ce
ocurypeTe Ye Ha eTUKET MMa ca Gunu oTneyaTaH NpaBUITHO.

8. Cnepn nperneq Ha eTUKET U Ha ekpaH AUCnnei, U3MbMHABa eAuH Ha Ha crieqBallu
CTBIMKU:

e CkaHupaHe Ha 6apkon Ha Ha oTneyaTtaH eTukeT. AKo Ha 6apkoa e npaBUIHO, Ha cuMcTema
nokassa ToOBa U Ha npoueaypa e 3aBbpLUEH.

e AkoO T Mora BuXTe 4Ye Ha eTukeT HanpaBux He ne4yar npaBunHo, HatucHete Ha He 6yToH.
nocreaBaM Ha Ha eKpaHa MHCTPYKLUN.

e AkKO TH ca He cnocobGeH aa ce cKaHupaHe Ha 6apkoa, HatucHete Ha HeBb3moXxHO fa ce
CkaHupaHe OYTOH. nocrieABaM Ha Ha eKpaHa MHCTPYKLMAC.

BHUMAHME: [a ce na ce nsbéerHe HenpaBUITHO eTUKETUPaHe CMPUHLUOBKU, HanpaBu CUTYpPeH 4Ye TU
BegHara npukpenBaHe Ha NpaBUITHO eTUKET Aa ce Ha NOAXOAALLO CMPUHLIOBKA.

BHUMAHUE: HenpaBunHo cnpuHUoOBKa eTuKkeTn TpAGBa 6bAa YHULLOXKEHN Unu pasnopeneHn Ha
[Aa ce ocuryperte 4ye Te ca He U3NON3BaHM.

[leyaTr a CrnpuHLOBKA ETUKET -
Pas3LumpeHo Onepaumm

CryetaBaHe KoHTenHep VA

Cnep ckaHMpaHe Ha NeKapCTBO KOHTeWHep 6apkon, ako TaM ca MHOTOKpaTHM cbYeTaBaHe
HapPKOTULM C Ha cbwoTo KoHTelHep [OKYMEHT 3a CaMONIMYHOCT, Te ca lNMokasBa.



@ Choose a drug to PRINT

Naloxone 0.4 mg/mL

\

Ondansetron 2 mg/mL

Propofol 10 mg/mL

It

e AKo Ha npaBunHo nekapcTBo e [loka3Ba, usbepete 1o u Torasa HatucHete Ha [lo6pe
OyTOH.

e AKO Ha npaBuNHO nekapcTBo e He NMoka3Ba, HatucHete Ha He HamepeH 6yToH. The
npoueaypa 3aBbpuwBa. KoHtakT BawmaTt SLS cystem aagmuHuctpatop unu Codonics
TexHuyeckm nopabpxa (+1.440.243.1198).

[a ce oTmeHu Ha onepauusi, HatucHete Ha OTka3 GyTOH.

KopmpOH Yuutearo MA (CALL Camo)

Cnep ckaHMpaHe Ha NeKapCcTBO KOHTeNHep 6apkoa, ako Ha KoHTenHep AOKYMEHT 3a CaMOJNIMYHOCT
Yye Oelue ckaHMpaHu mora 6bAaa kaptorpacdupaH ga ce NMoeeyve ¥ OTKONMKOTO eAuH Yuutento
AOKYMEHT 3a CaMOJIMYHOCT, Te3n HapkoTuum ca lNMoka3sea.

@ Choose a drug to LEARN

Ketorolac 30 mg/mL

i

Propofol 10 mg/mL

I

e AkKoO Ha npaBunHo nekapcTBo e Noka3Ba, n3déepete 1o U ToraBa HatucHete Ha Jo6pe
OyTOH.

e AKO Ha NpaBUIHO JIeKapcTBO e He HamepeH, HatucHete Ha He HamepeH 6yToH. The
npoueaypa 3aBbpuwBa. KoHtakt BawmaTt SLS cuctema agmuHucrtpartop unu Codonics
TexHu4yeckn nogabpka (+1.440.243.1198).

o [la ce oTMeHu Ha onepauus, HatucHeTe Ha OTka3 GyTOH.

/AekapcTeo [lposepka




AKO Ha nekapcTBO MMa He ca 6Gunu npeau ToBa NPOBEPEHO Aa Ce OCUrypeTe Ye Ha NIeKapcTBO
KOHTeiHep MHcpopMaLMA e Ha CbLLOTO KaTo Ha NeKapcTBO UHdopMauusa B Ha hopMynsp, a
npoBepkKa nogKaHW Nokasga.

3ABEJIEXKA: The npoBepka nogkaHu camo HacTbMNBa BeAHBbX 3a BCEKU NeKapcTBO, Kora cu
KOHTelHep 6apKopn e ckaHMpaHU 3a Ha MbPBO BpeEME.

Is this the correct drug?
Lorazepam 2 mg/mL

e T e

e AKo Ha nekapcTBO UHcopmauus e npaBunHo, HatucHere Ha [la 6yToH. Ty ca noakaHeHuU
OTHOBO [1a ce NOTBbPAETE Ye Ha NIeKapcTBO MHOpPMaLUs e NpaBUITHO.

¢ AKo Ha nekapcTBO UH(opMaLms e He npaBunHo, HatucHete Ha He 6yToH. Tu ca
noaKaHeHU OTHOBO Aa ce NOTBbpAETEe Ye Ha nekapcTeo uHodopmaumsa e HenpaBuITHO.
[a ce otmeHun Ha onepauus, HatucHete Ha OTka3 GyTOH.

MOHI/ITOpI/IHI' CbCTOdHME

Tabao CbecrTogHMe MHGbopmaALms

TIrre

(JCoDONICS [ J () | mesm QL T O
|

SYRINGE BLANK LINES

1. HopmanHo: The cuctema e rotToB ga ce npouec unu e obpaboTtka a pabora (3a
npumep, nevar).

2. TpeBora cbcTosiHMe: The cucrema mora Bce owe npouec paboTHu Mmecta HO
M3UCKBa NoTpedbuTen BHMMaHMe (3a npumMep, HUCKO MacTuIio).

3. KputnuHo nnu rpeiuka cberosiHne: The cuctema 6uxa mornu, moxe He 6baa
cnoco6eH aa ce npouec paboTHn Mmecta. The cuctema nsuckea HezabaBHa
noTpe6uTen BHMMaBanTeuus (3a Npumep, HaBbH Ha eTUKeT Meaun).



4. Be3 3BYK UKOHa: [lucnrien Kora Ha cura Ha 3ByKa e 3armnyLueH.

5. CbcTosiHUE CBHOOLLEeHUS.

Cucrema MHopopmaums

-SYRINGE BLANK il LINES “ v ]‘ PATIENT il

1. HatucHete Ha Cuctema UHdopmauus nkoHa.

System Information

J Status H Printer “ User H Network “ System ‘l——@

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

12/02/2011 12:10

2. HatncHete Ha pasgenu ga ce usrneg AonbJIHUTENEH NHcopmauus.

[1loAAPBXKA

[loka3BaHe HA lNoMoLLHM nporpamm EkpaH



(coponics [ 1 um Q€ D

SYRINGE

1. HartucHeTe Ha MNMomoLyHK nporpamu OyTOH.

The MomoLHKM nporpamun ekpaH nokasea. The GyToHM ca onucaHo B Ha Maca [o-
aony.

Clean Nozzles

Adjust Label Calibrate Screen Clear Errors

Utilities

Dark Print: On Network Manage Features

PATIENT

08f31/2011 15:56

2. [a ce 6nu3o Ha NomoLuHm nporpamu ekpaH, HatncHeTte Ha NomoLLHM nporpamm
OyTOH OTHOBO.

Clean Nozzles
MouncTea Ha MacTMNO NaTPOH A3K
Adjust Label

Mo3BonsiBa T 4a ce KopUrMpanTe Ha eTMKEeT Meauun MbT Aa Ce OCUrypeTe Ye eTUKET
CbAbpPXKaHUE e NPaBUIHO LeHTpupaHo Ha Ha eTukeT.

Dark Print: Off / On
KomnnekTu TbMHO nevaT Ha YepeH TEKCT Aa ce U3KMoYeH unu Ha.
Print My Badge

PasnevaTkn a I'IOTpe6VITeJ'I 3Ha4kKa 3a Ha I'IOTpGGVITeJ'I Kon e noHacTtosLem perncTpmpaHum
B.

Calibrate Screen



Kanubpupa Ha gokocBaHe ekpaH.
Network

Mo3BonsBea TU A4a ce KOHUrypmMpaHe Ha Mpexa HacTPOWKN.
Copy Logs

Konus cuctema Tpynu ga ce a USB cBeTkaBuLa KapaM Ye € BMbKHAT B Ha JOKOCBaHe
ekpaH USB npuctanuwe 1.

Clear Errors

M3uncTtea cuctema rpeluku. Toa HacTporika Tpsibsa camo 6baa n3nona3saHu Ot
cucTemMa agMUHUCTPATOPW Crieq Ha rpeLLku ca BHUMAaTENHO npernenaqu.

Manage Features

lMos3BonsaBa TM oa ce gobaeete SLS XapakrepucTuka.

Perynupa Ha JokocBaHe ekpaH SpKOCT.

Perynupa Ha ayavo cvna Ha 3Byka.

M3umcTBaHe a Etuketr KoHqouTop

1. NpemaxBaHe BawmaT pbkaBuuw.
2. OTBOpeTe Ha oTnpea n ot3ag MNokpuiTec.

3. NopeHTudunumpante Ha MECTOMNONOXEHNE Ha Ha 3aceqHarn Meann 1 U3non3eaHe Ha
noaxoaswo npoueaypa No-gony.

M3uucteaHe a ETuket KoHduTiop B Ha OTnpen Meauns PbkoBoacTeo

1. HexHo MNpemaxBaHe Ha eTUKET Meann OT No4 Ha oTnpes PbKoBOACTBO OT AbpraHe
Harope Ha eTUKeT Meaun 6nM30 4O Ha MacTuNo KapeTa.

BHUMAHME: AHMWOXEH NUITMHI Harope a eTMKeT B HA Megun NbT. T 6uxa Mornu, MoXxe umart ga
ce ApblHeTe Ha Me4uM Hanpea npes3 Ha ¢hpe3a ga ce Aa ce nsberHe NUMMHF a eTUKeT. AKO a
eTUKeT e 06efleHN Harope B Ha Meaun NbT, HanpaBeTe He HaTucHeTe Ha Nenuno cTpaHa Ha Ha
eTUKeT cpeLly Ha INCT MeTan pbKOBOACTBA.



2. N'anonseanTe HOXWUM Aa ce pas3pes3 Ha nognnarta Mmexay nse eTMkeTn ot Ha MacTuio
KapeTa Oa ce no3BsoiidBa Th Aa ce I'IpemaXBaHe Ha 3acegHan eTukeT Megun.

Axko 3agbmxkutenHo, HatucHete Ha 3apeaeTe GYyTOH Aa ce npeaBapuTENIHO Ha eTUKET Meaun.

3ABEJEXKA: Hoxunuu ca npenopbyBa ce 3a psidaHe Ha noAnnara Taka 4e Ha eTUKeT Meauu e
umar a npaB pb0, kpan. The npaB pb06, kpa Wwe HanpaBu 3apexaaHe Ha eTUKeT MeAUU No-NecHoO.

3. HexHo lMNMpemaxBaHe Ha 3acegHan 4acT Ha Ha eTUKET Meaun.

4. Npernepq Ha JleHTa Ha eTUKeTU. HanpaBeTe curypeH 4ye TM Mora CMeTka 3a BCUYKO Ha Ha
€TUKETM N Ye He ETUKETM Ca 3acedHan B Ha OTnpes Megun pbkoBoAacTBo. M3xBbpneTe Ha
noBpeLeH €TUKET Meauun.

5. AKO nopummn Ha Ha eTUKET Meaun ca BCe oLLe 3aceaHan B Ha Megun NbT, MOLLHOCT U3KITHYEH
Ha cuctema (ce oTHacaT aa ce “Usknousam 1 MowwHocT N3kntoveHo”). Manonssante
HemeTarneH NMHceTn U BHUMaTenHo NpeMaxBaHe BCAKAKBU AOMbIHUTENEH eTUKeT Meaun oT

Ha Megun NbT.

6. HatucHeTe Ha Pa3sToBapBaHe OyTOH fa ce obpaTeH BCAKAKBM YacT Ha Ha eTUKET Meauu ye e
BCe OlLle B Ha Meauu MbT.

7. OrnepanTte Ha eTUKeT Meann. 1anonasainTe HOXULM A ce pa3pes U3KITHYEH BCSKaKBU
noBpeneH ETUKETH.

8. bninso Ha oTnpep NokpuiiTe, HaTOBapBaHe Ha eTUKET Meaun, n 6nmnso Ha ot3ag MNokpunTe.

M3uucteaHe a ETuket KoHduTiop B Ha 3agHa Meansa PbkoBoacTBO

1. MoeHTudunumpante Ha MeCcTonoNoXeHWe Ha Ha 3acegHan Megun Nog Ha oT3ag Megun
PbKOBOACTBO.

The oT3ag Meguu NbT Mora 6b4a U3NOXKEHN OT M3NON3BalkN Ha narnel BUHTOBE Aa ce
I'IpemaXBaHe Ha O0T3ag Meann pbKoBoACTBO HOKpMVITe.



2. lanonsBanTte HoXnum ga ce pa3pes3 Ha noannarta Mexay e eTMKkeTn oT Ha MacTuro
KapeTta. ToBa we HamansiBaHe Ha HOMEP Ha ETUKETU ouTtne ApbrHa O6paTHO npes Ha
Megun NbT.

3. HexHo I'IpemaXBaHe Ha pa3pes3 4acCT Ha Ha eTUKeT Meaunn OT Ha oTnpen Mmeamnm pbLKoBoaCTBO
N n3XBbpreTe TO.

4. N3nons3BanTe HOXMLM Aa ce pa3pes Ha nognnaTta Mexay Ha 3acefHarn 4acT Ha Ha eTuKeT
Meaun 1 Ha eTUKeT Meaun HaBMBam

3ABEJNEXKA: Hoxunuu ca npenopbyBa ce 3a psAi3aHe Ha noAnnarta Taka 4Ye Ha eTUKeT
MeAuu We umar a npaB pbo, kpan. The npaB pbO, Kpau LWe HanpaBu 3apexaaHe Ha
eTUKeT Meaumn No-fecHo.

5. HexHo I'IpemaXBaHe Ha 3aceaHan 4yact Ha Ha eTUKeT Mmegun.

BHUMAHUE: AHULLOXXEH NUITUHI Harope a eTUKeT B Ha Meaun NbT. AKO a eTUKeT e
obGeneHu Harope B Ha MeAuMU NbT, HanpaBeTe He HaTucHeTe Ha nenuno cTpaHa Ha Ha
e€TUKeT cpeLly Ha NIUCT MeTan pbKoBOACTBA.

6. MNperneg Ha JleHTa Ha eTukeTU. HanpaBeTe cUrypeH 4ye T Mora CMeTKa 3a BCUYKO Ha Ha
€TUKETM 1 Ye He €TUKETM Ca 3aceHan B Ha 0T3aj MeAuu pbkoBoACTBO. M3xBbpneTe Ha
noBpeaeH eTUKeT Megun.

7. Ako nopummn Ha Ha eTMKET MeauKn ca BCe OlLle 3acedHarn B Ha Meauun NbT, MOLHOCT
N3KMOYEH Ha cucteMa (ce oTHacaT aa ce “Usknousam n MowwHocTt N3knoyeHo”).
M3non3BawiTe HemMeTaneH NMHCeTU U BHMMaTemNHo NpemMaxBaHe BCSKaKBU AOMbIHUTENEH
€TUKeT Meaun oT Ha Meaun NbT.

8. HatucHete Ha Pa3sToBapBaHe OyTOH 4a ce obpaTeH BCAKAKBM YacT Ha Ha eTMKET Meauun ye e
BCe Ollle B Ha Meauu MbT.

9. Ornepawte Ha eTUKET Meaun. N3nonssanTe HOXULM Oa ce pa3pes U3KIMIYEH BCAKAKBU
noBpeaeH ETUKETHU.

10. brnnso Ha oTnpepn MokpuiiTe, HaToBapBaHe Ha eTUKET Meaun, n 6nu3o Ha ot3ag MNokpunTe.

MHCTOAMPAHE AKTYOAM3UPAHE
[lakeTu



M3nonsBanTte ToBa npouenypa Aa ce pb4Ho NHcTanupan chopmynsip akTyanusvpaHe nakeTtu u
KoHdurypauusa updsan nakeTu.

3ABEJIEXXKA: ®opmynsip 1 KOHdUrypauus aktyanusmpaHe nakeTm Mora cblo 6'bAa MHcTanupaH
AUCTaHLMOHHO uanon3sBankn Ha AgmuHuctpaumsa UHctpymenT. 3a NMoeeyve ¥ nHdopmauums, ce
OTHacAT pga ce Ha SLS AgmuHuctpaumsa UHcTpymeHT MoTpebutenckn PbyHo v1.3.0.

BHUMAHME: UHcTtanupaHe cuctema codpryep TpsibBa camo 6bAaa U3NbHEHU KaTo pexucupaH ot
Codonics TexHu4yeckn MNoaabpxa. HanpaBeTte He onuT Aa ce UHcTanupan cuctema cocptyep 6e3
Ha nomouy Ha Codonics TexHu4yecku Moaabpxa.

1. BriesTe B.

2. HanpaBeTe curypeH 4ye Ha SLS e He obpaboTka BCAkakBM nevaT paboTHM MecTa uUnu
KOMYHanHu ycnyru.

3. MNMocTtaBeTe Ha USB cBeTkaBuMua kapam Ha KOWTO Ha akTyanuaupaHe nakeT unm
copTyep e MHcTanupaH.

Tw ca nogkaHeHW Aa ce NOTBbPAETE Ha MHCTanauus.

4. HatucHete Ha [la 6yTOH oa ce npogbiku.

5. Kora Ha nHcTanauus dannose umat ca ounum konmpaHo, lNpemaxsaHe Ha USB
cBeTKaBMLa Kapam.

Kora Ha nHcTanauus e 3aBbpLUEeH, Ha CUCTeMa pecTapTnpa aBToOMaTU4HO.



BHUMAHME: The SLS knueHT e OTroBOpeH 3a ocUrypsiBaHe 4e Ha NpaBUITHO chopMyriapeHy 1
KOHdMrypauma naketu ca 6utme nHcranupad Ha Ha SLS.

BHUMAHMUE: MNMpakTtuka ctaHaapTeH nHdopmMauusa texHonorusa (TO) npeanasHu mepku aa ce
3awmTa AaHHU acoumupaHu ¢ Ha opmynsp (3a npumep, o6e3neyaBaHe Ha CbAbpXaHWe Ha Ha
USB cBeTkaBuua kapam Ha konTto Ha chopmaynapu aktyanusmnpaHe nakeTt e CbXxpaHsiBa).

BHUMAHMUE: The SLS KnueHT e OTrOBOpPEH 3a Ha TOYHOCT Ha Ha AaHHU B Ha chopmynsp,
BKJTIOUYUTENHO NIEKapCTBO AaHHU Ye nMa ca Gunmu KkonvpaHu oT TpeTa cTpaHa fekapcTBo 6a3u
AaHHW.

MN3KAKOYBOM U MOLLIHOCT
M3KAKOYEHO

1. HanpaBeTe curypeH Bcu4ko nevat paboTHM MecTa umaTt 3aBbpLUEH.

Gﬁ@ﬁﬁﬁiﬁs ) Rewy @ @ ADN O

2. HatucHeTe Ha Bneste BbH GyTOH.




Log Out or Shut Down System

“Ceson | o | e ||
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3. HatucHeTte Ha MnbkHn Hagony G6yToH.

4. Kora 13knioyBam € 3aBbpLUEH, 3aBOW U3KITHOYEH Ha MOLLIHOCT npeBknoYvBaTen.

OTCTPAHABAHE HA
HEeEM3NPABHOCTU

Mpo6nem: CtapTupaHe ce npoBans.
o [lpoBepeTe Ha BLbHLUEH MOLHOCT A0CTaBKa U kabenw.
o [lpoBepeTe Ha MOLWHOCT npeBKnto4BaTten Ha Ha oT3aa naHen.
e [lpoBepeTe ye Ha SmartDrive e cBbp3aHu.
Mpo6nem: Cuctema we He molwHocT Ha.
o CmMeHeTe Ha BbHLEH MOLYHOCT fOCTaBKa.
Mpo6nem: Bnusam ce npoBans.
¢ [lpoBepeTe Ha noTpedbuTen ume.
e lposepete Ha MUH.
o [poBepeTe 4ye Ha NOTpPeOUTEN 3Ha4YKa e NPaBUJTHO U Ye cu 6apkoa Ka4yecTBO e
3a0BONUTENEH.
Mpo6nem: The gokocBaHe ekpaH NpaBu He OTTOBOPU NPaBUNHO KOra JOKOCHaT.
e bBsAranm Ha KanubpupaHe EkpaH nomnesHocCT.
Mpo6nem: The hopmynsp ce npoBans Aa ce HaToBapBaHe UM € HeBaliMAeH.



e A HOBO chopmynsip akTyanuaupaHe nakeTt 6Mxa Mornu, Moxe umar ga ce 6baa cb3gageH u

3apepeH. Buxkte Bawmar SLS cuctema agMmnHucTparop.
Mpo6nem: A nekapcTBO KOHTENHEP Ce NpoBanu NpoBepkKa.

¢ The nekapcTBO 6Mxa Mornu, Moxe umar aa ce 6baa no6aBeH Aa ce UM NonNpaBeHo B Ha
cdopmynsp.

¢ HanpaBete curypeH 4e Ha 6apkog Ha Ha nekapcTBO e Ha Job6pe Ka4yecTBO.

¢ BHWUMAHME: ToBa e a cepro3Hu npobnem. YBegomeTe Bawumsar SLS cucrema
agMUHUCTpaTop.

Mpo6Gnem: A TecT eTUKET UNu cnpuHUOBKa eTUKeT HanpaBux He neyart NpaBUITHO.

e U3xBBbpnere Ha eTUKET U ONUTBaAM OTHOBO.

e AKO Ha eTUKeT nevart KayecTBO e nowo: bsiran Ha YncTo [io3n none3HocT, CMeHeTe Ha
MacTurno naTpoH, u CMeHeTe Ha eTUKET Meaun.

e AKO Ha nevart e He nogpaBHeHM nNpaBunHo Ha Ha eTukeT, 6aran Ha HacTtpoute ETuker
nosie3HocT.

e AKO Ha norpeLHo nekapcTeo nHdopmauus e orneyataH Ha Ha eTukeT, Ha nekapcTBo 6uxa
MOIfK, MOXe MMaT Aa ce 6baa nonpaBeHo B Ha hopmynsap. Buxkre BawmnaTt SLS cuctema
agMUHUCTpaTop.

e BHUMAHME: ToBa e a cepuno3Ho npobnem. YBegomete BawmaTt SLS cucrema
agMUHUCTpaTop.

Mpobnem: The 6apkoa ckeHep e He CKaHUpaHe.

e HanpaBeTte curypeH Ha 6apkoa e npaBUITHO NO3uLMOHMpPaH. The YepBeH KpbCcTOCaHa Koca
TpsabBa NuHUA Harope ¢ Ha 6apkoA U Ha KOHTENHep U cnpuHuoBKa TpsiobBa 6bAa KkaTo
6nu3o ga ce Ha oTnpepA lNMokpuinTe KaTo Bb3MOXEH.

¢ UsknouBam Ha cMcTema OT Ha AOKOCBaHe eKpaH U ToraBa LiMKb MOLLHOCT Aa ce Ha
cucrtema.

o HanpaBeTe curypeH Ha Ka4ecTBO Ha Ha b6apkoa e po6pe.

e YucTto Ha ckeHep CTbKIEeHa Yalla npo3opeL.

e The 6apkog cumBonorusi 6uxa mornu, Moxe He 6baa nogabpxa. KoHtakt Codonics
TexHuyeckun nogabpxa (+1 440.243.1198)

Mpo6nem: The eTukeT megun e 3acegHan.

e fAcHo Ha eTukeT KOHUTIOP. Ce oTHacAT ga ce ,,3uncreaHe a ETnket KoHdwmTiop ”.
Mpo6nem: The SLS we He cBbpxKeTe Aa ce Ha Mpexa.

o [lpoBepete ye Ha Ethernet ka6en unu Wi-Fi agantep e cBbp3aHw.

o [poBepeTe 4e Ha SLS mpexa HacTpoMKn ca KOHPUrypupaH NnpaBUITHO.

3ABEJEXKA: 3a gonbnHuteneH OTcTpaHABaHe Ha HEM3NPaBHOCTU BBLIPOCH, Ce OTHACAT Aa ce
Ha Safe Label System lMoTtpebutencku PbuHo.





