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INDICATIONS:

The Scope Warme is indicated to nnse the lens and warm the scope 1o body lemperature 0 0T 10 provent taparoscoge

fogging dunng a laparoscopic procedure

DESCRIPTION:

The Applied Medical Scope Warmer is an insulated container that consists of free COMPONENIS” 3 feusadie bote aresatie

base, and a disposable seal. The bottie hoids warm sterile water usad lo warm 2 laparoscope Mmsmtm

lnadvenenlnppmgollheScopeWMbomemmpucedmamc Thesea‘pwtsm:«csmhscudnm
and provides easy access for the laparoscope

KEY - ILLUSTRATION AND TERMINOLOGY (lllustration )2

A.Disposable Seal

B.Reusable Bottle

C.Reusable Base

WARNINGS:

« Do not use if the product or sterile package is damaged. )

« Disposable Seals: This device was designed and tested tol single patient use only. Do not reuse. reprocess or
resterilize this device. Reuse, reprocessing or resterilization may alter the stmcmnl mdlw functional integriry
of this device which may result in patient injury, infection, iliness or death. Risk of residual contamunation ang
resterilization failure may lead to patient injury, infection, iliness or death.

INSTRUCTIONS FOR USE:

 Prior to use, ventfy the boltle and base have been cieaned and steniized per the instructions prowded below Inspect e
Scope Warmer components visually for any damage resuiting from storage or steriizaton

« Fill the bottle 2/3 to 3/4 full with stenie warm water

 Place the bottle into the base to prevent tipping ([llustration H)

« Position and press the le seal into place (Il =

 Place the laparoscope into the bottle through the slots in the seal Leave the laparcscope in the Scope Varmer und s
ready to be used (lllustration )

o If the lens of the scope becomes dirty or fogged duning the procedure, the laparoscope can be remsentsd nto the Scope
Warmer, bnefly rewarmed and cleaned

© When the procedure 1s complete, dispose of the seal. Clean and dry the base and botie and prepare them for steniizascn
according to instructions provided below.

CLEANING AND STERILIZATION:

The botlle and base are supplied NON-STERILE and must be sterilized before use. Prior to steriization, metculously cean and

remove all adherent matenal from the internal and extemal surfaces of the bottle and base by using an enzymate detergent and

soft brushes as required. Do not use steel wool, wire brushes or highly abrasive detergent cleaners The bottle and base shoud
then be thoroughly nnsed with copious amounts of ambient temperature desonzed water and inspected pnor to steriization

The bottle and base must be completely dned prior to sterilization. Dry the exterior surfaces with clean, lint free wipes The

intenior of the bottle can be dried by inverting and allowing to arr dry

For { ilization of the botle and base, follow these ded steam sterilization parameters

Gravity

Prevacuum

Prevacuum

132°C-*"131°C

132°C-*137°C

132°C-"13rC
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Temperature (270° F -*279° F) (270° F - 279° F) Q70" F-"279°F)
Unit configuration Unwrapped Unwrapped Wrapped
Cycle ime 4 minutes 3 minutes 4 minutss
* Maximum stenlization time should not exceed 30 minutes
WARNING: The Scope Warmer bottle should be positioned hori y during sterilization p g. The Scope
Warmer unit involves a vacuum bottle and to y high sterilizati p and high pressure

may cause structural deformation.

For gas plasma sterilization The Scope Warmer unil has been validated with the STERRAD 1008 steriizaton system
HOW SUPPLIED:

The bottle and base are supplied NON-STERILE and must be sterilzed before use See cleaning and steriizabon. The
disposable seals are supplied stenle and for single patient use.

STORAGE AND HANDLING:

Handle with care. Product should be stored in a clean, cool, dry area away from chemical fumes.




r Do not use if package is damaged

No utilice el producto si el envoltorio esta daiado

Ne pas utiliser si I'emballage est ondommagé

Non utilizzare se la confozione ¢ danneggiata

Nicht verwenden, wenn die Verpackung beschidigt ist
Niet gebruiken indien de verpakking Is beschadigd
Far inte anvandas om f6rpackningen ér skadad

Ma ikke anvendes, hvis pakningen er beskadiget

Ala kiytd, jos pakkaus ei ole ehji

Skal ikke brukes hvis pakningen er skadet

Nio utilize se a embalagem estiver danificada

CAUTION: Federal (USA) law restri
e e —
::;E::iy&: :"I,aé(li?‘l:zlé:érale américaine stipule que la vente de ce dispositif est réservée aux médecins ou sur
:‘T;L?;%IONE: la legge federale statunitense limita la vendita di questo dispositivo a medici o su prescrizione
& 0 N LY ngrilfu?:;g'US-Bundesgesﬂz beschrénkt den Verkauf dieses Produkts an einen Arzt oder auf dessen

b;t,gz;, 2?:;::25 de federale wetgeving van de VS mag dit hulpmiddel alleen door of in opdracht van een arts
FORSIKTIGHET: Enligt f 5 5 o .
B e e T s
marayksests, aitetta saa myyda vain ldakari tai ladkirin
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Not made with natural rubber latex

No contiene latex de caucho natural

Non fabriqué avec du latex de caoutchouc naturel
Non prodotto con lattice di gomma naturale
Ohne Naturkautschuk hergestellt

Niet vervaardigd met natuurlijk rubberlatex

Inte tillverkad med naturlig gummilatex

Ikke fremstillet med naturgummilatex
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W™ Ei sisilld luonnonkumilateksia

Ikke laget med naturgummilateks

Sem latex de borracha natural

REFER TO THE ELECTRONIC SYMBOLS GLOSSARY AT WWW.APPLIEDMEDICAL.COM/SYMBOLSGLOSSARY FOR
EXPLANATIONS OF SYMBOLS USED IN DEVICE LABELING.

IMPORTANT WARRANTY INFORMATION:

1

Limited Warranty. Applied warrants that Product will: (i) conform to the written specifications furnished to the Purchaser;
and (i) comply at the time of shipment with the then-applicable requirements of the U.S. Food, Drug and Cosmetic Act and
regulations promulgated thereunder.

Warranty Claims. For any Product that does not comply with the Limited Warranty set forth above, Applied will, n ts discretion:
(i) repair or replace the Product at its sole expense; or (ii) refund the full purchase price of the Product. Applied's obligations
under this section are subject to Purchaser’s compliance with allinstructions and requirements regarding the use of the Product
Exclusion of Other Warranties and Remedies. Except as provided above, Applied excludes all other warranties, whether
express or implied, by operation of law or otherwise, including without limitation any implied warranties of merchantability
o fitness for a particular purpose. In no event shall Applied be liable for any incidental or consequential loss, damage, or
expense, directly or indirectly arising from the use of any Product. Applied neither assumes, nor authorizes, any other person to
assume forit, any other additional liability or responsibility in connection with the Products. INNO EVENT SHALL APPLIED'S
LIABILITY UNDER THIS LIMITED WARRANTY EXCEED THE PURCHASE PRICE OF THE PRODUCT.

Manufactured By — - European Authorized Representative
“ APPLIED MEDICAL RESOURCES CORP. Wp:(led Medlzc;al Europe BV
22872 Avenida Empresa iekenweg
Rancho Santa Margarita, California 92688 USA C E 1434 3815 KLAmersfoort
TEL: 949-713-8300 The Netherlands
mxwgwlﬁrfﬁ?:al _— Australian Sponsor
.app! s Applied Medical Australia
1/32 Windorah Street
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