CAUTION: Be sure lamp’s glass surface is clean and free from fingerprints after assembly. If necessary,

the glass may be cleaned with a soft cloth or cotton ball moistened in alcohol. ADG“ SatinW Larvngoscope

Fiberoptic Light Guide Replacement:

1) Loosen the locking screw with a screwdriver. Blades and Handles:

NOTE: This screw is NOT designed to be completely removed. This prevents the screw from falling

out while the laryngoscope is in use. DO NOT attempt to remove this screw from the laryngoscope blade. standard and Fiberoptic

2) Pull out the green base of the fiberoptic bundle and slide out the light guide (Figure 5).

NOTE: The fiberoptic bundle is tightly fitted and may be difficult to remove. %
3) Insert new fiberoptic bundle by reversing the above steps.

4) Tighten the locking screw, ensuring that the fiberoptic bundle is securely i
attached to the laryngoscope blade. ¥ Figure5

Test Procedures

Laryngoscope blades and handles should always be tested after cleaning/disinfecting/sterilization, and
prior to use. To test, connect the laryngoscope blade to handle and push blade to ON position. If the
unit fails to light or flickers, check the lamp for a secure connection, check batteries, and check
electrical contacts. Be sure to have adequate supplies of replacement bulbs and batteries.

Caps on battery handles should be secure before use. If they are not, it could cause the blade to move
out of position. Laryngoscopes should be visually inspected for wear or aging prior to use and after
long storage periods. It is strongly recommended that back-up laryngoscopes are kept on hand for
emergency situations.

Any serious incident that has occurred in relation to laryngoscope medical devices should be reported .
to ADC and the competent authority of the Member State in which the user and/or patient is established. |nStI‘UC’[I0nS

for Use

For our European Customers
On request, send to ADC by e-mail (info@adctoday.com), we can send to you this manual on paper
form within 7 calendar days at no additional cost to the user.

Our website, https://www.adctoday.com, where you downloaded these instruction for use fulfill require-
ments of personal data protection, according to Directive 95/46/EC and GDPR on the protection of indi-
viduals with regard to the processing of personal data and on the free movement of such data.
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Thank you for choosing an ADG® Satin™ Laryngoscope.

Device Description and Intended Use

A laryngoscope is a two-part, hand-held device consisting of a handle that contains batteries and a
detachable blade. Laryngoscopes are designed to provide illumination within the larynx during the
process of performing intubations. This instruction book covers standard and fiberoptic laryngoscope
models. Fiberoptic laryngoscopes are indicated by an “F” following the item number.

Contraindications

The following are only relative contraindication to tracheal intubation:

1. Severe airway trauma or obstruction that does not permit safe passage of an endotracheal tube.
Emergency cricothyrotomy is indicated in such cases.

2. Cervical spine injury, which requires complete immobilization of the cervical spine, makes
endotracheal intubation difficult.

Symbol Definitions
The following symbols are associated with your ADC laryngoscope blades and handles:

Symbol Definition Symbol Definition

Phthalate free

A Attention. Read operating manual
for cautions and instructions for use.

K

Manufacturer’s Information

Meets general safety and performance

c € requirements of Regulation (EU) Lot/Batch code

S
S

2017/745 of the European Union
Authorized European

Do not dispose of this product
as unsorted municipal waste

Representative’s Information N -
Follow instructions for use

Medical device

Date of manufacture

@ Not made with natural rubber latex -
Keep in a cool, dry place

Type BF applied part

o

Unique Device Identifier

Z | Keep away from sunlight

Consult instructions for use

Product code

Non-sterile

@ >0 HS)|

Do not use if the package is damaged

General Warnings A

A warning statement in this manual identifies a condition or practice which, if not corrected
or discontinued immediately, could lead to patient injury, illness, or death.

WARNING: Federal law restricts this device to sale by or on the order of a physician or licensed healthcare
practitioner.

WARNING: Only trained personnel should use a laryngoscope for intubation.

WARNING: ADC recommends that spare lamps, batteries, and replacement parts always be available for
emergency Use.

WARNING: The sterilization guidelines included in this instruction booklet are intended as procedures com-
patible with specific materials. Sterilization must be performed to approved hospital protocol. ADC cannot
guarantee that any of the recommended methods will guarantee sterility. This must be validated by the hos-
pital and/or sterilization equipment manufacturer.

WARNING: Fiberoptic handles may be used with ALL fiberoptic blades (reusable) that conform to the ISO
7376 standards. Standard handles may be used with any standard blades that conform to the 1SO 7376
standards. Standard and fiberoptic blades and handles are NOT interchangeable.

Operation of all Laryngoscope Models

To activate, attach selected blade onto handle by hooking blade onto
handle rod as shown in Figure 1. Pull blade upward to open position to
automatically activate light.

To turn off, push blade downward into off position and disconnect
from handle. (See Figure 1).

Compatibility/Standards

Standard ADC Satin Laryngoscopes conform to current ISO 7376 standards. They are compatible with
virtually all major brands of standard illumination hook-on blades and handles.

Fiberoptic ADC Satin Laryngoscopes conform to current ISO 7376 standards. They are compatible with
virtually all major brands of fiberoptic illumination hook-on blades and handles. For easy visual
identification, ALL fiberoptic models are clearly delineated by a green indicator on both handle and blade.

Cleaning, Disinfecting, and Sterilization Procedures

ADC Satin Laryngoscope blades are crafted from rugged stainless steel. Handles are machined from
chrome-plated brass or anodized aluminum. To ensure maximum life and optimum performance, the
following instructions should be strictly adhered to.

See the sections on the reverse panel for specific cleaning, disinfection, and sterilization
procedures for your laryngoscope type.

Cleaning Procedure for Standard and Fiberoptic Blades:

Almost immediately after use, laryngoscope blades should be cleaned to prevent blood, saliva, and

other residues from drying. On standard blades, the lamp socket and wires are an integral part of the
blade for cleaning and replacement.

WARNING: Ultrasonic cleaning is not recommended.
Disinfection/Sterilization Warnings for Standard and Fiberoptic Blades:

CAUTION: ADC laryngoscope blades do not come sterilized. The Sterrad® process is NOT to be used
with fiberoptic blades.

WARNING: Flash autoclaving and hot air sterilization are not recommended, as these processes will
damage the instrument. The repeated high temperature and changes in temperature caused by autoclaving
will shorten the life of all laryngoscope products.

WARNING: Do not immerse blades in bleach, betadine, or peroxide solutions. Doing so will severely
damage the instrument. Also, avoid metal-to-metal contact on blades.

Disinfection/Sterilization Warnings for Standard and Fiberoptic Handles:

CAUTION: Do not allow excess fluid to seep into electrical contact. Be sure that the top and bottom of
the battery handle are secure before use. Poor maintenance of this device or failure to follow the warnings
in this instruction booklet could result in device failure and/or patient injury.

NOTE: Remove lamp cartridge, bulb, and batteries before disinfecting/sterilizing.

Basic Cleaning Procedure for Standard and Fiberoptic Blades:

Prepare a Klenzyme®, Manu-klenz", or equivalent cleaning solution as per manufacturer’s instructions
and soak for ten minutes. Rinse devices with lukewarm running tap water for one minute to remove any
residual detergent after cleaning. Dry with a clean, lint-free cloth.

Basic Cleaning Procedures for Standard and Fiberoptic Handles:

Prepare a Klenzyme, Manu-klenz, or equivalent cleaning solution as per manufacturer’s instructions. Remove
both end caps, lamp cartridge and bulb, and batteries from device, and rinse with lukewarm tap water until all
visible contamination has been removed. Soak handle and end caps in the prepared solution for a minimum
of ten minutes, ensuring that all components are fully submerged. After the soak, the components should be
scrubbed with a soft-bristled brush paying particular attention to hard-to-reach areas. Rinse with cool running
tap water to remove all residual detergent. Dry with a clean, lint-free cloth.

NOTE: Always allow handles to completely dry before disinfection or use. Lamp cartridge and bulb can be
wiped with a cloth dampened with 70% isopropy! alcohol. Do not allow solution to enter into the cartridge.
The lamp cartridge and bulb  CANNOT be SOAKED OR AUTOCLAVED.

High-Level Disinfection for Standard and Fiberoptic Blades:

To achieve high-level disinfection, a 2.4% glutaraldehyde solution (Cidex® or equivalent) must be pre-
pared at 77°F (25°C) to the manufacturer's instructions. The blades should be fully immersed in the disin-
fectant for a minimum of 45 minutes. No air bubbles should be visible on the immersed blades during this
soak time. The blades should then be removed from the disinfectant and immersed in purified water to
rinse off all disinfectant. Immersion should be for a minimum of one minute and the process should be
repeated two additional times using fresh purified water each time. Once rinsing is complete, the blades
should be thoroughly dried using a sterile, lint-free cloth. Note: Always allow blades to completely dry
before use.

High-Level Disinfection for Standard and Fiberoptic Handles:

To achieve high-level disinfection, a 2.4% glutaraldehyde solution (Cidex or equivalent) must be prepared
at 77°F (25°C) to the manufacturer’s instructions. The end caps of the handles, lamp cartridge and bulb,
and batteries must be removed. Both the end caps and handles should be fully immersed in the disinfec-
tant for a minimum of 45 minutes. No air bubbles should be visible on the immersed components during
this soak time. The components should then be removed from the disinfectant and immersed in purified
water to rinse off all disinfectant. Immersion should be for a minimum of one minute and the process
should be repeated two additional times using fresh purified water each time. Once rinsing is complete, the
components should be thoroughly dried using a sterile, lint-free cloth.

NOTE: Always allow components to completely dry before reassembling the handles, inserting batteries, or
using the devices. Lamp cartridge and bulb can be wiped with a cloth dampened with 70% isopropy! alco-
hol. Do not allow solution to enter into the cartridge. The lamp cartridge and bulb CANNOT be SOAKED
OR AUTOCLAVED.

Steris Sterilization Processes for Fiberoptic Laryngoscopes:

This product has been validated with the V-PRO 1 Standard Cycle; V-PRO 1 Plus Lumen and Non Lumen
Cycles; V-PRO maX Lumen, Non Lumen, and Flexible Cycles; V-PRO 60 L@umen and Non Lumen Cycles
using the V-PRO 60 Low Temperature Sterilization System with VAPPROX™ HC Sterilant and V-PRO maX
Low Temperature Sterilization System.

Steam Sterilization for Standard and Fiberoptic Blades and Handles:

Sterilizer Type: Prevacuum Sterilizer Type: Gravity
Preconditioning Pulses: 3 Minimum Temperature: 249.8°F (121°C)
Minimum Temperature: 269.6°F (132°C) Full Cycle Time: 30 minutes

Full Cycle Time: 4 minutes Minimum Dry Time: 15 minutes
Minimum Dry Time: 20 minutes

Repair/Maintenance

Battery Replacement: 1 B
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{

1) Unscrew bottom cap of handle and remove batteries.

2) Replace with appropriate size battery, taking care to insert positive ends
first. Screw bottom cap on and tighten. (Figure 2).

Neg

NOTE: Alkaline batteries should be used with your handle for maximum
performance and are recommended for replacement. Ordinary carbon zinc

el G

batteries may also be used. < 'E.
Battery Replacement: (4067F Stubby Handle) Figure 2
1) Unscrew bottom cap of handle and remove battery insert.

2) Replace with appropriate size batteries. Insert one battery positive end first .
and the other negative end first into battery insert, paying attention to the | andle
polarity markings. Slide battery insert back into handle following the direction
of the “Insert This Way Only” arrows. Screw bottom cap on and tighten. (Figure 3) Batery

NOTE: Alkaline batteries should be used with your handle for maximum 1
performance and are recommended for replacement. Ordinary carbon zinc
batteries may also be used.

Lamp Replacement: (Standard Models)

For correct illumination, alignment, and assurance of watertight seal during

immersion/autoclave, we recommend using only ADC #4500-1 and #4501-1

replacement lamps for standard blades.

1) To remove lamp on standard blades, grip lamp collar and rotate lamp counter
clockwise until free.

2) Replace the lamp with a new ADC lamp.

3) Verify that lamp is sufficiently tightened before use.

's)

Figure 3

CAUTION: Be sure lamp’s glass surface is clean and free from fingerprints after assembly. If necessary,

the glass may be cleaned with a soft cloth or cotton ball moistened in alcohol.
N

Figure 4

Lamp Replacement: (Fiberoptic Models)
For correct illumination and alignment we recommend using only ADC replacement
lamp model #5111N-4 (Figure 4).
1) Prior to removal, allow lamp time to cool.
2) Unscrew the laryngoscope head from the barrel of the handle in a
counterclockwise direction.
3) Pull lamp out of the laryngoscope head. The lamp is friction fit and does not
need to be twisted.
4) Insert replacement lamp by firmly pressing into head until it is completely seated.
5) Screw the laryngoscope head onto the barrel of the handle. Tighten by hand only.
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