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Long Life Reusable Activated Dialdehyde

oterilizing and Disinfecting Solution
Sporicidal, Virucidalt, Fungicidal, Pseudomonacidal,

Bactericidal, Tuberculocidal

Recommended for use in hospitals, medical/dental ciinics, nursing homes,
healthcare institutions and veterinary clinics

Active Ingredient

Glutaraldehyde 2.4%
inert ingredient 97.6%
TOTAL 100.0%

E.P.A. Registration No, 46851-4
E.PA Establishment No. 37265-CA-01 Contents: 1 Gallon

E PA. Establishment No. 39754-Wl- .

{See shoulder of container for £ P.A. Est. No) (3 185 ||ter3)

Note: Contents of attached vial must be added to solution betore this Re Urder NQ .
product is etfective. See “DIRECTIONS FOR USE - ACTiVATE

+ See package insert for specific viryses claimed 0M1 ZBINS
Keep Out of Reach of Children '
DANGER: sev .

See Side Panel for Additionad Precautionary Statement
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INTENDED USE PRECAUTIONARY STATEMENTS NFPA HAZARDOUS
Sterlllzatlon: This sofution shoutd be used for ~ HAZARDS TO HUMANS AND CHEMICAL CHART

the sterilization of hea! sensitive medica DOMESTIC ANIMALS Hoats Rorard T e Harare 7
equipment for which alternative methods of . ; Weliang {3 Beiow 73"
stedliration are not suitable, Medical equipment Bf;NGER. Keep Qut of Reach of Children. . 0 Catinogen 3 Balow 10F
which should always be sterilized is that Direct contact may cause eye damage and skin ;om o pove 101 Mo
which is cateqgorized as critical (e.q.. used in rritation/damage. Do not get into eyes, on skin o oy 0
procedures in v “ich contact will be made with  0f on clothing. Wear goggles or face shield B Rormat e & Qﬁof?.fn

tissue that is normally considered sterile.}

i inati Fhyshed | Hazard Atdeliviy
High Level D*siniection: This solution shoyld ?]r ;} ?;er;lnfén?ﬁ;’;gdcgr[::r;’rc}?é'soe"d?ofﬁg?ﬁg;e O Onduer 8 Mey Deronate
be used for the high fevel disinfection of heat ' O A Shock and Hya
sensitive medical equinment for which STATEMENT OF PRACTICAL TREATMENT; g o O vt
slerilization is nof practical. Medical equipment I «case of conlact, immediately flush ayes or O Uit o Wats Crange
which should always be subiected lo high level  Skin with copious amounts of water for aUEast |53 Ragoacrve | 03, Urstioe e
distnfection or steritization is that »+ich will be 15 minutes. For eyes, get medical attention, | ¥ S J

used in Drocedures categorized as semi-critica)
{e.g . used in procedures in which contact will
be made wilth mycous membranes or other

and chemical resistant gloves when handling

Harmful it swallowed. Drink large quantities of
waler and call g physician immediately.

Product Name. OmeiCide 14 N 5.
Hazardous Chemicals.

: NOTE TG PHYSICIAN: Probable mucosal Glataraidetydy
body_ surfaces which are not normatly damage from oral exposure may Routs of Ertry
considered sterile). contraindicate the use of gastric lavage. v Inhalatign
Intermediate Level Disintection: This solution STORAGE AND DISPOSAL Ingastion

should be used tor disinfection of medical
equipment for which a risk of cross
contamination exists. Mediral equipment
which should always be disinfected is that
whizh is to be used m procedures categorized
as non-critical (e.q., used in procedurer in
which contact will cly be made with

intact skin).

Store al controded ropm lemperalurg

15°C -30°C (59"-RB'F).

Pesticide (ispasal: Discard residual solutign
in drain. Fiush thoroughly with water,
Container Disposal: Do not rey- e empty
container. Wrap container angd put in trash,

Skin/Eye Absorplion
Personal Pratection. Chamical
Resis: -at Gloves, Gogglas or

Face 5oiald

ComrrriL, Lo,

7399 %0ITH T soN Way
ENGLEWOOD, CO 80112 USA

1800 fHL EDGE
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BIRECTIONS FOR USE

1T 1S ViGLATION OF FEDERAL LAW TO USE THIS PRODUCT
N A MANNER INCONSISTENT WITH ITS LABELING.

Activation; Aclivate the OmaiCide NS solution by adding
the entire contents of {he Activator bottle (which is altached
to the OmniCide NS solution container) to the container,
Piace cap oo container and shake weli. On activation the
selution inmediately changes color 1o green, thereby indi-
cating solutton 15 ready 1o use. Record the date of activation
on the indicated space below, 1n a log book or a label
affixed to any secondary container used for actwated solu-
lion. See package insent for addiional instructions and
eformation regarding activated solution.

Cleaning/Decontamination; Bigod and other hody tluids
must be thoroughly cleaned from the surfaces, lumens, and
objects betore application of the disinfectant or sterifant.
Blood and other body Huids should be autoclaved and
disposed of according to all applicable Federal, State and
lucal regulations for infectious waste disposal.

For complete disinfectien or sterilization of medical
mstruments and equipment, thoroughly clean, ninse and
fougn dry objects before immersing In OmniCide NS
solution Cleanse and finse the fumens of hollow
mstraments before Hling with CinniCide NS solution.
Refer 1y the reusable device manufacturers labeling for
mstruchions on disascembly, cleaning and leak testing

of thewr equipment. See package insert for additional
clednmgsdecantanmation instructions.

Merilization: linmerse medical equipment/devices
completely m OmniCide NS soiution for @ minimum of
ten hours at 687F (20°C) 1o eliminate all microorganisms
nciuding Clostndrum sporogenes and Bacillus sublilis spores

Remove equipment from the soiution using sterile technigue
and nnse thoroughly with stenie water. See package insert for
complete wstructions/information on sterifization.

High-Level Disinfection: Immerse medical equipment/
devices completely in OmniCide NS solution {or a
minimum of 45 minutes at 68°F (20°C) to destroy all
pathogenic microorganisms, except for large numbers of
bacterial endospaores, hut mcluding Mycobacteriuin
bowis {(Quantitative T8 Metiiod).

Remove devices and equipment from the solution and rinse
thoroughly with sterile water or potable waler, Tie quaiity of
rinse water used is dependen? upon the intended use of the
instrumentiequipment. See package insert for complete
instructionssinformation on high level disinfection.

Intermediale Level Disinfection: Immerse medical
instruments/equipment coimplefety in OmniCide NS for a
minimum of 106 minutes at 68°F (20°C) to destroy
vegetative bacteria and representative viruses. A nine minute
immaersion at 68°F (20°C) will destrey 99.97% of
Mycobacterium strains {Quantiitative TB Method) as
represented by M. bovis. A twelve minule Immerssion at
68°F (20°C} will destroy 99.98% of Mycobacterium stiains
{Quantitative TB Method) as represented by M. bovis. See
package insert for complele instructions/infarmation on
inlermediaie level disinfection.

Refer to package insert for more detailed usage/product data.

Hole Dales Here. Fxphalion Date For
Aclivation Dale Activated Solutiun

Check soluhon voon actnelien and prioe 1o 8ach use with ProUheh G
Glutarakleityde Concentrdton tnifwators This product must be tiscanted
alter 14 days gven if 1he ProClek G Glularatidenyde Concenlration
TodhCddor rrSCATey s

Congtol Numbee s Eapueation Date lor Ungy tivd12d Solution on Shoukier
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OmniCide"NS

Reusable Activated Dialdehyde
Sterilizing and Disinfecting Solution

CotTrete, L

TR SOUTH Tecaos Wa
EsGrewoen CO RET2 USA
1 800 THE FDGF

A INTENDED USE/DIRECTIONS FOR USE

DOmnliCide NS activaled dialdehyde solution is a liquid chemical stetilant and a high
of intermediate leve! disinfectant when used according to the DIRECTIONS FOR USE.

1. Germicide Level of Activity: OmnlCide NS can be used al the following
germicida levels of activity:

Sterikant: OmniClde NS 15 a steritant when used of reused, according to
the GIRECTIONS FOR USE, at or above its Mimimum Etfective
Concentration (MEC) as datermined by the ProChek G Glutaraidehyds
Concentration Indicator Test Strip at mMmm
of ten howrs 1or a use perigd not o exceed 14 days
High Leval Disinfectant: DmniCide NS is a lagh level disinfectant whan
used or reused, according 1o the DIRECTIONS FOR USE, at or above its
Minimum Effective Concentration (MEC) as determined by the ProChek G
Glutaraldehyde Concentration indicator Test Stip at §8 }y[ZQ_C th apn
! 47 minuies lor a use penied not to exceed 14 days

Intermediale Level Disinfeciant: DmniCide NS 1s an intermediate level
disintactant when used of raused, 3t or above its Minimum Effective
Concentration (MEC) as determined by the ProChek G Glutaraidehyde
Concentratien Indicater Test Strip at ﬁi E {20°C) wilz an immerslon lime
ol fen minytes accotding to the DIRECTIONS FOR USE i SECTIGN E for a
us@ pericd not to exceed 14 days

will destroy vegetative
baclena inciuding 5. aureus. P aerogingsa. £ cofi, represenlative viruses.
wall desirey 99.97% of
Mycobaclerium strains (Uuanmatlve ¥B8 Metho) as represented by M. bovis,,
Atwelve minute immers will destroy 99.98% of
Mycobacterium straing {Ouantl!atwe T8 Melhod) as represented by M bovis.

2. Reuse Pericd: OmniClde NS has demaonstiated elficacy in the presence of
5 percenl oprganic $oid contamination and a simulated amount o micrabio-
Ipgical burden during reuse. OMMNICIDE KS SDLUTION MAY BE REUSED
ONLY WHILE THE MENIMUM EFFECTIVE CONCENTRATION (MEC) AS
DETEAMINEL BY THE PROCHEK G GLUTARALDEHYDE CONCENTRATION
IKDICATOR TEST STRIP, pH AND TEMPERATURL MEET THE REQUIRE-
MENTS BASED UPON MONITORING AS DESCRIBED IN PAOCHEX G
DIRECT!ONS FOR USE. Efficacy of OmniCide NS solution during s use-hig

i

must ba verified by the ProChek G Glutaraldehyde Concentration Indicator
Test Strip 1o determing that at keast the MEC a5 determinad by the ProChek G
Glutaraidehyde Concentration Indicator Test Strip is preserit. This product
must be discarded aftar 14 days, aven il the ProChek G Glutaraldehyds
Concentration ladicator Tast Stiip indicatas pass

3. General iniormation: Choose a2 germicide with the leve! of micrabial aclivity
that is appropriate for the reusable medical device or equipment surface.
Follow the reusable devica labeling and slandard instiutional practices In
the absance of comphele instructions, use 1he lollowing Quidance:

First, tor patieni contacting devices, determine whethar the revsable device
1o be procassed ks ¥ triticat, semi-crilical, or non-critical device.

*  Acnlical device routinely penstrates the skin or mucous membranes during
us# Or are ctherwise used in narmally sterile tissues of the body

J A seml-critical davice makas contacl with mucous membranes
but does not ordinarily penetrate steria areas of the body

+ A non-criticel device contacts only intact skin Guning 1outing use

Second, determine it sterilization, high lavel ar inlermediate level
disinfeciion is requlred,

Critical device;
Sterilzalion 1s raquired.

Semi-¢titical davice:
Although sterilization is recommended whenever practical, lugh leve!
disinlaction is acceptable (e g., G! andoscopes, anesthesia equipment 10 be
usad in the airway, diaphragm-hitting rings. #lc.)

Non-gritical device:
Medical F- nent Surlacas: Inleimediate level disinfection
15 recommunded.
Third, duaterming 1he time tequired 1o achisve the level of disinfection er
sterllization raquired tor the specitied medical device,

4 The germicidal activity o OmniCide NS was demonstiated using strassed
soluttans® in performance, chrcal and simulaled use testing using the
follg ving biganrsms.

ACCEPTED

jooio
Under the Feidrral Incectinide,
Fungict je, und Bodantiacnde Act
as amonde.l, {ur the pesticide
registered under L

EPA Rey. No. R
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Qiganisms_* OmniClfe NS Disinleciion Times
Spares ~ 10 hours

¢ Bacilus subtilis »  Clostidm sporogenes
Wegetative Orgarusms - 10 minutes
»  Staprylococcus aureus *  Saimonelia choleraesuis

*  Pseudomenas aervgingsa v Fscherichia coil

Vegetative Drgarisms - 45 minutes
v Mycohactanum bovis

Paagl = 10 mimutes
v Inchephyton mteringuzie » Techophyton mentagrophyles

Non-bpid Smalt Vuust - 10 munytes

v Pohe 2
Lipid Mediem Vicust - 10 munutes
»  Herpes simplex voORIV-EAIDS vius)

* Teshirg wid b tormed pling Orenelds NG 4olidmre wiuch had been ddisied 1o 1 4 percent
arkding $ peecant bovng Lalt serum

5 Material Compatibility: GmniCide NS solubon is racommended tor usage
with medicai devices made from the materials shown below
prlypropylene vayl and Tygon tubing**
ABS Nickel plating”
acryhe bar®
polyethylent Lubing
PVC*

L]

+

s polyethy'png”
¢ polycarbunale
*

L]

LI I I

black oxide steel”
Mﬂal'
TERDOASHNES 1w wadh s of BeDOSRE T Trapiatants 1] days ol prposuig

Fokgwing steribzztion or grintection, the stenhized or disinlected medical davice
shou'd ba ninsed according to the DIRECTIONS FOR USE, RINSING (SECTION E A),
3nd cred according to manufacturer’s mstructions

6. Pre-cleaning Agent Compalibillty: OmniCide NS s compatible with enzy-
matic deleigents which are neutral in pH_ low toaming and easily rinsed
from equprment Detergents that are erther tighly acidic or #lkaline are
CONTEANC AR A8 Precle e g Agenals since anproper nnsing oould ellec!
e atloyoy ol the OmniCide XS coiyton by altening s pH

k|

CONTRAINDICATIONS

Slerilant Usage: Routing biological monitosing i not possible weh
OmniCiée RS solution and theretors OmniClde NS solution should NOT be
used to sterilize reusable medical devices that ars compatibie with other
stenlization processes thal can be biologically menitored.

GmniClde NS solution should not ba used for starilization of critical devices
intended for singie use (e.g., catheters).

High Level Bisinieciant Usage: OmniCide NS solution should not be used
to hiph levet disinfect a semi-ceitical device when sterization 15 practical,

Endoscope Usage: OmniCide N5 sclution is nol the method of chisce 1o
sterhzation of ngpd endoscopes which the davice manulacturer indicales are
compalibie with steam sterilization,

WARNINGS

OmniCide N5 ACTIVATED {HALDEHYDE SOLUTION IS HAZARDOUS
TO HUMANS AND DOMESTIC ANIMALS,

DANGER Keep Qut of Reach of Chiidren.
CONTAINS Glutaraidehyde

Direct contact is corroswve to exposed Lissue, causing eye damage and skin
irnaticn/damage Do not get into eyes, on skir or on clothing

Avoid contamination of food
Use in well ventilated area in closed containers.

11 casa ol contact, immediately flush eyes or skin with copious amounts of
water for al least 15 minutes Tor eyes, get medical attantion.

Harmtyl if swallowed Drink large quantities of waler and call a
physician immediately

Probable mucosal damage from oral exposure may contrandicate
the use of gastric lavage

Emergency. salety, or fechnical information aboul OmniCkde NS sofution
can be obtained from Cottrell, Lt Hollme at 1-800- THE FOGF (BA3-3343),
of by contacting Infoirac at 1-800-535-5053 or by cenlachng your

Cotirell, [1d represertative

I

PRECAUTIONS

1.

Appropriale hand, aye and face protection as well as liquid-prool gowns
should be worn when chaaning and sterilizing/disinfecting soiled devices
and equipmant.

Moze detadled information regarding the hangling nf the products along with
compatible materials is inclwded in the MSDS sheet available from Cottrell, Ltd.

Contaminated, reusable devices MUST BE THOROUGHLY CLEANED prior to
disinfection or sterilization, since residual contaminatign will decrease
etlachivensss of the germicide

The uset MUST adhers {0 the DHRECTIONS FOR USE since any
modification witl aflect the sz2lety and sflectivenass of tha germic:de

The reusabie device maaulactuser should provids the use: with a
validated reprocessing procedue for that device using OmniCide NS solu-
lion.

The use of OmniCide NS soiution in automated endoscope washers must be
part of a vatidated reprocessing procedu:s provided by the washer
manufacturer. Contact the manylacturer of tha andoscope washer ot
inslruchions o the maximum nuebar of reprocessing cycies which

may ba used betore replacing with frest OmniCide NS solubion Uise
ProChek G Glutaraldehyde Concentration Indicator Test Steips to montor
ghAaraldehyda concentration bators each cycie 1o detect unexpected diution,

£ DIRECTIONS FOR USE
1

Aclivation

Activate the OmniCide NS solution by adding the entire contents of the
Activator bottls {which is aftached to the OmalCIde NS solulion containar)
to the centawner. Place cap on containar ang shake welt On achvation, the
solubion immaediately changes color to green, thereby indicating solution 1s
ready to use. The sotution should than be immadiately tested with the
ProChek & Glutaraldehyde Concentration Indicator Test Strip upen activation
and prior 1o &ach use to assuse glutaraldehyde concentration is above Lhe
MEC OmniCke NS solution is intendad for use in manual {bucket angd tray}
systems made lrom polypropylene, ABS, polvethylene, glass hlied
polypropylene or specialty molded polycartonate piashics

ACCEPTED

/ .
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EPA Reg. No. e
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Record the date of actvatizn {mixing date) and tha expiration date on the
OmniCide NS solution cantainer label 1n the spaca provided, as well as ina
log book 97 3 tabel aMixed 1o any secondary contamer used for the activated
sofution OmniCide RS must be discarded after 14 days, evan il the ProChek
G Glutaraidehyde Concentration indcalar Tast Strip ingicates pass

Cleaning/Deconiamination

Blgod and other body Hluds must be thorgughly cleaned from the surlaces,
iumens, and objects before applwation ol the disinfectant o1 stenlant, Bigod
and pther body fuds should be awtoctaved and disposed of according to ali
apphcable Federal, Stale anc focak reguiations Tor infectious waste disposal.

For complete disinfectinn or sterhzation of medical instruments and egusp-
ment, thervughly clean, rinsa and rough dry chjects before immersing in
OmniCide N5 soiuhion. Cleanse and ninse the lumens of hollow instruments
betore uiling with OmniCide B3 solution Refer to the reusable dewice
manulacturer's tibehng for mstructions on disassembly, decontaminstion,
ciearuny and feak testing of thesr egu.pment

Utage

IT1S A VIOLATION OF FEDERAL LAW TO USE THIS

PRODUCT IN A MAKNER INCONSISTENT WITH ITS LABELING.
gter:hzatien (BuckelTray Manyal Systemy

Priorto mmersing medical equipmentdewices, test tha soiuhon with a
PraChek G Glutaraldetyde Concentralion indicator Test SGtrip to assure that
the glutaraidehyde concentration 1§ above s MEC

Imenesse medo.al equipmentidevices compietely in QmniCide N§ solution
tor a mimmuym of ten hours C) 16 eliminate all micronigan-
ismsincluding Cinstognim sporogenes and Baciius sublihs sportes
Remove agquipment from Lhe solution using sterie tachnique and 1inse
tharqughly with sterite waler [oilowing the nnsing insiructions below
Hgh Lol Lasutiectivn (Bucket Tray Manual Sysiem)

Pror to immetsing medical eguipment/devices, test the salutipn with 2
PraChek G Giutaralgehyde Concentration Indicator Test Stop o assise that
the glutaraldehyde concentiabion s abnve ity MEC

Immerse medical Bguipment'deyices complelely m OmaiCide NS solution

ot 3wy m oo iimm"[e;jLﬁ_ﬂ_fm;Q} to destroy ali palhngenic
]

micrparganisms, except 1of large numbers of bactarial endospores, but
including Mycabactarium bovis (Quantitative T8 Method). Remave devicas
and equipment from the solution and rinse thoroughly

tollowing the rinsing instruchons below,

Intermediate Leval Diginfaciant
Priot to immarsing medical eguipment/gevices, tast the sokution with 2
ProChek G Glutaraldehyde Concentration Indiator Test Strip Lo assure that
the giutaraldehyde concentration is above its MEC.
OmniCide N§ is an intermediate fevel disinfecian! when used or reused, al
or above its Minimum Elfective Concentration {MEC) as determined by the
FroChek G Glularaldehyde Concentration Ingicatos Test Strip at

ersion time of len minyles for 3 use penod not
to exceed 14 days.

y # Inmersion @ '§) will destroy vegetative

bacleria incluging § aureus, P aeruginosa, £. coh, representative vieuses

MMmummmmm_ﬁ_wmnm,smm ‘
Mycobacterivm slralng (Quantnatve TB Methad) as sepresented by M bavis

mﬂummmmm_ﬁ{,zmmmuamt ‘
Mycobacierivm stralns (Quantitative TB Methad) as sepresented by M povis
Rinsing fnsiructions
Folipwing immersion n OmniCide NS solution, thoroughly rinse he equipmenl
of medical device by immers:ng :n two gallons of water. Repeal tus
procedure 2 second hme wilh a Tiesh two gallon volume of waler,
For endoscopic instruments with lumens, a minimum ol 500 mi of waler
should be fiushed through lumens during each separate nnge unless
otherwise noted by the device or equipment manutacturer Use fresh
volumes of water 1or sach ninse Discard the water fellawing each ninse
[ not reuse the waler [u ninsing or any other purpose as it will bagoma
confanhnaleg with glularaldahyre
Reter 10 1he reusable devicelequpment manulacturer's ahebng tor
rnsing instree hons
Sleaite Waler Rinse: Cutwcal devices which are stanlized with OmniCide NS
must e nnsed wilh steale waler
Polable Waler Rinse; A steule water ninse is recommended when
pracheal tor gli devices Alternatively. 3 high quality polable water {oiwe that
meets Federal Glean Waler Standards at poini of use} may be used

7

The use of potable water for rinsing, increases the risk of contaminating the
device or medical squipment with pseudomonades and atypical (fast growing)
mycobacteria that are oftan present in potable water supplies. ihe devices
{8.9., colenoscope) need to be completely drisd, because any moisture
ramaining provides an ideal situation for rapid colonization ol bacteria,
Additionally, mycobactaria are highly resistani io drying. therefore, ~apid drying
wiil avoid possible colonizalion bul may not result in a device fise from
atypical mycabacieria. A linal rinse using a 70 parcent isopropyl alcohol
solution should be used to spsed the drying process and reduce the
numbers of any orpanisms present as a result of rinsing with porable water,

REUSE

OmniCtde NS solution has demonsirated afficacy in 1he presence of 5 parcent
organic soi contamination and a simulatad ameunt of microbiological burden during
reusa. Tha giutaraidehyde concentration of this praduct during its use-lle must be
veritied by the ProChek G Glutaraldehyde Concentration Indicator Test Stup lo
determing the sofution is abova the Minimum Effactive Concentration (MEC) as
gaterminad by the ProChek G Glutaraldahyde Concentration Indicator Test Strip s
presant. This sofutian may ba used and reused within the limitations indicated
above for up 10 14 days atter achvation. OmniCide N§ myst be Ciscarded altet i ¢
days, even if the ProChek G Glutaraldehyds Concantratien Indicator Test Sinp
indicates pass.

MONITORING OF GERMICIDE TO ENSURE SPECIFICATIONS ARE MET

It is recammeanded that the QmniCide NS solution be tested with the ProChek G
Glutaraldehyde Conceniration Indecator Test Strip prior to #ach usage This 15 tc
insure that the appropriate concentration of glularaldehyde ss present and Lo guard
against a dilubon which may lower the concentration of the glutaraldetiyde helow
its MEC Durng the use ot OmniCide NS as 2 high leve! disinfectant and/or
stentant, it 1s afsc highly racommended that a thetmometer and limer be used lo
ensyre that oplimum conditions are met The pH of the activated sofution may ba
penadicatly checked to versty that the pH ol the soiution is between 8 0 and 40

POST-PROCESSING HANDLING AND STORAGE OF REUSABLE DEVICES

Sternized or disintected reysable devices ae afhar (o be mmediately used o stored
1@ manner 1o mininize coalaminabon Reler Ly reusable device equipment
manufacturer’s labeling for adddional storage and/er handling instiuctrons

IACCEPTED
Soo LT /-
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I, STORAGE CONDITIONS AND EXPIRATION DATE

1. Poot to activalion, OmaiClde NS solution should be stored in s onginal
sealad contgwer at conliglled cpom tampatature 59°-86°F {157 30°C)
7. The expration date of the unactrvated OmniCide KS sclution and
actwalot will be Jound on the side of the immediale canlaines
3. Tne use penod for golivated GmniCige NS 1s no fonger thar 14 days
lpilwing acteation: o1 as ndicated by ProChek G Glutaraidehyde
Cencentration ladicator Test Skrip Once activated, the solution
requizes no turther diulion prier 1o s usage
J SAFE!Y INFORMATION
Emergency, salety, of techimcat information about OmniClde NS solution can be
ohtained from Cottrell Lt at 1 800 THE £DGE (8433343, Infutrac a1 1-800-
534-5003 or by contaching your Cottrell, Lid. representabive
K USER TRAINIKG

The user shouid be adequately Lramed 0 the decontamination and disinfechion ¢t
stertlzation ol medical dewices and the handhing of hquid chenwical gernicides
Addibung! itarmaticn abeut OmniCide NS solution can be cblained fom
Goltreil Ltd at 4 B00-B43-3343. or by contacting your Cottrelf, Lt¢ representa-
tive

L. DISPOSAL INFORMATIGN

F7B5 L[ gation) sae contaner myst he thiple nnsed and disposed of
according 1o Feceral State or local regulstions

M. REORDER INFORMATION

Rearde; Descriplion Case Contalns
(IMT128°N5 Yogatien 1 78k 1) 4 gals/case
PLRAN PioChek G 60 strips/canistar
Congentration indirator SINps {6 canisiers/case)
PUGEYY PraChek G 1% strips/canister

Cancentration mdicator Siips {10 camslers/case)

ENDOSCOPE REPROCESSING
A INTENDED USE/DIRECTIONS FOR USE

OmaiCide N3 activated (halgehyde spdution is a hquid chenucal sterilant angd high
ievel disintectant los flexsble endoscopes when used according 1o the
DIRECTIONS FOR USE. {See SECTION £.)

1. Germicide Level of Activity: OmniCide NS can be used at the following
yermicida levels of activity:

Flexibie endoscopes, when expectad {c penetrate the skin or mucous
membranes or ate used in otheiwise normally stenle Lssues of The body
duting use ate codical devices and tharalore, ate required to ba steriie,

Sterifant: OmnaiCide N5 15 a sterilant for Taxible endoscopes when ysed o
reused, accarding to the DIRECTIONS FOR USE, at or above i1s Mimmum
Eftective Concenliahen (MEC) as deterrmined by the ProChek §
Glutaraidenyde Gongentration Indicatos Test Strp at 68 °F (20°C) with an
Immersion lime gt ten hours for a vse period nof 1o exceed 14 days

tlexible endoscopes when expected 10 come in contact without
penetration ol mucous membrangs are semi-Critical devices and
therefore may be bigh lavel disinlected.

High Level Disinleclant: GmniCide NS is a high level disinfectant for
figxibte endoscopes when used or raused, according 1o the DIRECTIONS
FOR USE, at or abova its Minimum Effective Concentration (MEC) as
determined by the ProChe G Glutaraldshyde Goncentration Indicator Test
Snigat §8°F (20°C) withan immersion ime ol 45 @inwtes ccording lo
the OIRECTIONS FOR USE in Sectlon E tor a use penod not 1o exceed

14 days.

8. GENERAL PROCEDURE FOR HIGH LEVEL DISINFECTION
OF FLEXIBLE ENDOSCOPES

[Thes peocedlur 8 15 FCOMMIEnan in tha 2bsency nf spece thepchions from the gavice manulactuce)
1. Trained Personne!

8. Personnelinvolve = ihe 1eprocessing of sedoscopes should have the abilty
to read, understang, and ‘mplement instructions trom manuaclurers and
reguialory ayancies as e, 1etate Lo endoscopic disinfechign
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The person(s) 1o whom the job of reprocessing endoscopes is given shouid
have the opportunity to become completely famibar with the mechanical
aspects of the andoscopi equipment,

Training shoukd inciude familiarization with OSHA regulations and n-house
policies on how Lo appropriataly and salely handle hquid chemical germicides
Traming showd afso include snlormation on the sale handiing ol instruments
that are contamirsated with body fluids after use. This should include
familiarization with universal pracautions

Cleaning of Flexiblu Endoscopes
Clearing ot the Examination Room

Rellyx of body fuids lrom (ha patient may occur in any of the standard
channels. Ciezning of endoscopas and accessories should be performed
prompily after removing the endescope from the patient Lo prevent drying
ol secretions

1. Personnel should donna all parsonnel protective eguipment

2. Prepare an enzyms detergent (e g, ProEZ) of one recommended by
the scope manufacturar

3. Gently wipe all debris lrom the insertion tube wih a moistened gauze
or 1he like.

4 Place the distat end of 1he llaxible endoscope into the water and
sniyme datargent solution and asparale through the biopsy/suction
channe! for 5-19 seconds or until the Sofution (5 wsibly ciean
Altarnate aspiration of the deteigent solution and air several imes
Finish by suclioning air.

5 Flusa or blow gut air and water channels in acgordance with the
endoscope manuvlactwrer's instruchions.

6. Tianspoit Lhe endoscope to the raprocessing area

Cleaning 8t the Reprocessing Aiea

1. Attach any necessary water-tight caps to the electiical portiens
of tha umbilicyus

2. Halore proceading wilh any further cleaning steps. the flexible
endoscope should be leak tested (Reter 1o marufarturer's leakage tes!
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instructions) Foliow the marufacturer's instructions if the instrument
appears damaged

Fili a sink ot basin wih a freshly made enzyme (a.g , ProEl)
datergent salution

Immerse the endoscope Al channely shouid De ngated with copious
amounts of Jetergent and 1ap water to soften, moislen, and dilute the
organic debris All detachable parts (s.9 , hoods and suction vilves)
should be iemoved and spaked in the detesgent sciution. The insertion
‘ube should be wasned with detergent solution and ringed

tse a small soht brush fe scrub all detachable parts

Use a brush 1o clean under the suction valve, airfwater valve and
biopsy port upeninas

Brush the antie suction/biapsy system ingtuding the | ody, the
insertion tube. and the umibilicus of the endoscope in agcordance with
the manutacturer's instructions,

Accessible charnel(st should ba bryshed 0 1:move particulate matter
and the deterge. t soiution must be suctionad or pumped theough ail
channels to remove dislogged materia! Channel ierigators may be
uselut for thes slep Fiil ali charnels with detergent soltion and sozk
2-5 minutas i accordance 16 the Prokl instructions.

Ringe After Cleaning

4
&

Rinse the endoscope 2ad al detachable ports in clean water.

Rinse all (hannels well weth waler to remove debns and detergent
Purge water fram ali channels ang wips dry the sxtanor of the
endagcope wiik 3 soft ciean cloth to prevan! dilutian of the OmrIClde
N$

Ciginfectant used in subsequent siaps

Manual Disiafection

Actwatz te OmniCide HS suluheen by adding the enlire contert of the
A or baftie which o altgched 1o the dmniCide NS solution contan
o Hecap the conrtginer ang <hawe welt On activanon tha solition
immadiately changes coler 1 giepn thargby indicating the solubon s
ise ProChek G Ghutaraidenyds Concentrdtion indicalor Test
fres after achivibioe ta deteming that the solution 15 ahgye the
Mismym Ellecte Concentration (MiG) belore use

12
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Test the aclvated OmniCide NS sofution using the ProChek G
Glutara'dehyde Concentration Indicator at 68°F (20°C), befare
8ach use.

Attach channel w#rigators/adaplers and coves the biopsy padt in
accordance with ihe manulactueer’s instiuctiors

Pour the activatec OmniCide N§ into an appropeiald sized basin

Completely immerse the endoscope in the basin of OmniCide RS,
Note: in order to prevent da.nage to the endoscope, DO KOT soak any
other accessary sguipment wits tha endoscops.

Inject tha OmmiCide N3 solution inte all channels of the endoscope

u itil it can ba seen =xiting the opposita end of each channel Assure
that all channek arg litied with disipfeclant ansd that no ar pockets
temam

within the ¢hannels,

Cover the disinfectant sozking basin with 3 tight ktting 1.d to

minimize chemical vapor exposure.

Soak the endoscupe for 45 minules. Lse a timer {5 ensure

adaquate soaking hime,

Betore compietely remnving the endoscope from the drsinfectant, Tush
all channels with air to remove disinfectant

Ringe Alter Manuai Disinfection

Ripse_1; Fila basin with tavo gaflons of water [preferably sterde water)
Place the endoscope rifa the basin and thoroughly rinse the extenor of
the scope Aitach channe! irngalors/adapters to the endoscope 3nd
tlush with 500 mt of water through the channel rniyator Empty basin
Rinsg Z: Fili & basin with two galions of water {preferably stenie water)
Place the sndascope 'ntn the basin and thotpughly 1nse the extanor of
Ita scope and tush wilth 500 ml of water through the channed o ator,
Purge afl channats with an

Flush all channels with 70% alcehal unbil the 2ksh’ can be seen
eviling The opposia eng of pach channel

Furgs all channels with au

Remove alt arapters and devices
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REFERENCEY;

A ‘

Storage

L 8

b,

Dry the axterior of tha endoscops with a soit {preferably steriie} cioth,
DG NOT attach detachable parts to the endoscope prior 1g siorage.
Storage of endoscopas with the removable parls datached lowars the
risk ol trapping liquid inside the instrument and facilitates continued
dtying of the channals and channel openings. To prevent the growth of
waterbosna organisms, the andoscope and all detached parts should
ba thorgughly dried prior to Jtorage.

Hang the endoscaps vertically with the distal tip hanging Ireely in a
well vantilatag, dust-ires cabinet.

t. ASTMUF 1518-%4, Stndacd hor Claanig and Drttlaction of Flixie fiber 004 And Vioen Endo 4copes L340
0 ihe Examnatian of the Holow YIS, Cyetant pgetion ap0roved gy 15, 1994, Pubktneg July 1994

? Martie, M A MO, Raeichaidertsr, M. APIC quigaihng Kt miechion privantion and contiol m hpoble
andoscopy, Asocolion lor Protessionals in infection Comrol and Epdemciogy. Ing  AJIC Amencan
Jows nal of indaction Controd, 1984, 22 19-34

3 Vesisy Ot ot al, Sgordicant actors In 1he disintection and EriZation of flembi §ndesropes AiC
“nangin Journal of iniechon Gomrol, December 997, by 297

i Acon ATF Bond B 2an+l PM . Cowen AE . Fgsher DE ind Tangon, A K £ ndtos; ipw
drurduction Workng Party Reports Blacicwsl Scsnihc Publcrtons, 1990, 4654
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ULTRASOUND TRAKSDUCER REPROCESSING
(Endocavity, Endovaginal, Endorectal, Transesophageal, wic}
(R 5f 10 I Qhocd gnfacton e 5 instuchion B sppcie procedkees)

INTENDED USE/DIRECTIQNS FOR USE

OmniClde NS actvated duaideryde sohiwn s a bquid chemicat sterdant, high
level disinfectant and intermediate level drsinfectant for ulrasound trans-
ducers when used according 1o the DIAECTIONS FOR USE.

1. Germlicide Laval of Activity, OmnICide NS can be used at the following
lavels of activay

Sterilant: OmniCide NS 5 3 stentant for ukrasound transgucers when ysed
of reused according to the DIRECTIONS FOR USE, at or above s Minimum
Eftectve Concentration {MEC) as determined by the ProChek G
Giutaraidehyde Concentration Ingicator Test Stp at B8 F {
{mmersion time of ten hours for 3 use period not 10 excesd 14 days

High Level Disintectant: OmniCide NS is a high level disinfectant fo:
ultrascund transducers when used of reused, according to the DIRECTIONS
FOR USE ai o7 above its Mimmum Ellective Concentration (MEC) as
detprminad by ProChek G Shitaraidehyde Concentration Test Strep at

& £{20 C) with #n Immers|on time of 4% minutes according o the
nstruchons for use in SECTION E for 3 use penod not to exceed 14 days
Intermediate Levei Disinlectant: OmniCide NS 15 anintermediate lavet
drsinfaciant when ysed ot cevsed sccording to the DIRECTIONS FOR USE,
#t or abeve 4s Minimum tffective Concanitation (MEC) as determined by
the ProChek G Giutaraldehyde Concertration Indicalor Strip at
with an |mmersion time ¢! 19 mingtes according to the INSTRUCTIONS
FOR USE in SECTION E Inr a use period not to exceed 14 days.

EA20°C) will destroy vagetative
actand INCluing 8 aurguy, ¥ Mrugess £ coli rapresentative viryses

b ]
A nine minyte immersion at §8°F §ZQ ¢[ will gestioy 99 97% of
Mycobactarum strains (Quanttatve T8 Method) as capresentaa by M bovrs

A twelve minute mmersion af will destray 99 98% ol
Mycobacteriim sirans (Quanttalve T8 Mathadi as represented by M bovss

GENERAL PROCEDURE FOR HIGH LEVEL DISINFECTION OF ULTRASDUND
TRANSDUCERS (Endocavily, Endovaginal, Endprecial, Transesophageal, eic.)
IRgtgr 10 1P v ice maaldctode s mshgthon foe spacec grorede os]

1

Tralned Personne!

3. Persponed involved in the reprocessing of ultrasound transgigers
shouid have The adity to 1#ad, understand, and implement
instiuct:ons from manufacurer’s and regulatory agencies as they
relate to transducer dismiection

b, The person{s) to whom the job of reprocessing ultrasound
transducars i giver should have the oppostunity to becoma complelaty
familiar with the mechanical aspects ot the gRrasound aquipment

¢ Tramiag should inchude famiiarization with CSHA reguiations and
in-house polcres on how to appiopriately and safely handle hquig
chemucal germiides

g Tramng should also wclude information on the sate hanging of
instruments that are contaminated with body fiuids after yse
This should include famihatization with ynversal precautions

Cleaning of Transéucers

Cleaning of transducers and accessories should ba pertormed promptty

alter palient use 1o prevert drying of secretions

3. Persoanel shouid donne all par-onnet protective equipmient

b.  P:epare an enzyme detergent (e g, Pro£l) or one tecommended by
The transducer manutacturer

& Gantly wipe all debus from vansducer surlaces with 3 moistened
pauze or the kke

4. Immerse the distai e=d 0F Ihs trangducar into {he water and gnzyma
detargent satution for 25 minules or as recommended by the device
manufacturer
ROTE: Reler to manulactuter’s nstructions lor recommended
immersion gapth

r Ringa 3il gt taces with waler g diy by wipeng with 3 solt clean <lolh

Manual Disinfection

Cavtlon: OmniCide NS may discolor tha exterior of some transducars,
however, the acoustic or scanning performance k& nol impaired
Check with the device manufacturer for specitic recommendations
belore proceeding.

& Actvate the OmeiCide NS solut:on by adding the enlie contect ol

the Actrvatoe bottle which is attached ta the OmniCide N§ sobition

containar. Recap tha container and shake well Cn activation, the
solution immediately changes celor to green, thereby indicahing

the solution is ready. Use ProChek G Glutaraldenyds Conceniration

Indicator Test Strips after activation to determina that tha sglution

i5 above the Mimmum Eftective Concentration {MEC) before use

Tes! the acivated OmniCide NS solution using the ProChek G
Giutaraklehyde Concantration Indicator at 68°F {20°C), beloce
#ach use.

b, Pous the activated OmntCIda NS snto an appropriate sized hasin

& Immerse the distal end of the transducer nto the OmniCide NS
spluhion

Rote: Reles to manufacturer's instructions 1or recommerde §
immersion depth

d.  Cower the drsinfectant soaking basm to minimize chemical
YAPO! EXDOSUTE.

¢ Soak the transducer for 45 menutes. Use 3 timer 1o snsure
adeguate soaking time

Ringe Atter Manual Disintection
5 B a1 Fila basin with a minimum of 1 gallon of waler

{p lerably starile water) Place the (ransducer into the waler 1o tha

re _mmanded dapth snd dllaw 16 yoak {or 3 runpias Remoae
th transducer

b, Rinse 2, Holding the transducer aver tha basin, iysh with 1zagh
water (preferably sterile watee) lor one minute

¢ Dry the transduces by wiping with 3 Solt {prafe:abiy starisy ath
Storage
Reler to manufacturers recommandation
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