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INTEXDED USE

Sturltization: This solution shoukd be used
fo11he sisrillzation of heal sanshive medical
squipment lor which altesnative methods of
sleritization are nol suitable. Madical equipment
which should abways b slerbized s that which
& calegorized as criteal (e, used b
procecures n which conlact will be made wih
tissve Ihal is ansmally considerad slerile),

High Level Ditinlection: This solution should
ba used for the high bevel disinfection of heat
sensitive medical equipment lor which
sterilization s aet praclical. Medical squipmant
which shoukd shways be Subjected 1o high level
Siinlection or sterilization Ig thal which will be
used In procecures calegorired as senil-critkyl
(0.0, vsed In proceduies In which conlact wil
be made wilh mugous membranes o! othat
Dody Sufaces which aiw not rormaily
considead slaidls).

Intermedtyte Layel Dtsintection: This sctullon
shoukd be used for disinfachen of medical
equipmant for which & risk of ¢ios
conlaminalion exists, Madical equipment which
theuld atways be disinlectad is thal which s to
b used In proceduren categoized 33
non-ctiical (0.0, ysed in procedures in which
contact wil only Ha made with intact skin),

PRECAUTIONARY STATEMENTS

HAZARDS T0 HUMAKS AND
DOMESTIC ANIMALS

DANGER: Keap Ot of Reach of Children

Diract ontact may cause #ye damage and skin
inkatlorvdamage Do not gel inlo #yss. on skin
or on clothing. Wear goggles or face shield and
chamic resistant gloves whan hangling o
pouring. Avoid contamination of 1ood. Use In »
well vantHaled area In closad containers.

STATEMENT OF PRAC) .. AL TREATMENT: In
cass ol contact, Immedialely flush eyas or skin
with coplous amaynls
of watsr 101 3} legst

i

*HB 160M3226805%

15 minutes. For oyes, gt madical sttention.
Hasentul h gwallowad. Drink larga quantites ol
waler and cait 3 physiclan kmmodiately.

KOTE 10 PHYSICIAN: Probable mucosai

damage from oral sxposuré may ¢ontiaindicale
1he use of gashric lavage.

STORAGE AND DISPOSAL

Store at controked reom temperaluie
15°C-30°C (59-86F),

Peslicide Ditpemal; Discard residual solution In
deain, Flysh tharoughly with water,

Conlainer Digposak: Do not reuss empty
cortaines. Wiap conlainar and put In irash.

NFPA HAZARDOUS CHEMICAL CHART
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Product Name: GmniClde
ttazardous Chemicals: Glulsrsidehydy
Ryuls ol Enlry;

inhalation

Ingastion
v Skin/bye Apsorption
Personal Protectlon Chenilcal Regislant
Gloves, Gogples ar Face Shinld

Corresit, Lo,
7399 Soutn Tucson Way
ENcLEwoon, CO B0H2 USA

1800 THE EDGE
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OmniCide:

Long Life Reusable
Activated Dialdehyde

Sterilizing and Disinfecting Solution

Sporicidal, Virucidal!, Fungicidal,
Pseudamonacidal, Baclerlcidal,
Tuberculocidal

Recommended for use in hospitals, medical/deanial
clinles, nursing homes, healthcara institutions and
vetesinary clinlcs,

Active Ingredlent

Glutaraidehyde 2.4%
Inert Ingredient 97.6%
TOTAL 100.0%

£ PA Registration No, 46351-2
E PA. Estzblishinent No. 37265-CA-0t
E.PA, Establiskment No. 39754-W-1

{See shoulder of container lor E.FA. Est. No)

Contents: 1 Quart

Nels: Contents of atachad vial must be added

to soktlan belore this product I ellec- (946 ml,

live. See “Di "ECTIONS FOA USE -

ACTIVATE - Reorder No.
1 Soe package inser 1or specil virvses claimed. 0ma3z/28

Keep Out of Reach of Children

DANGER. See Side Panel for Addillonal Precautionary Siatemenis

DIRECTIONS FOR USE

IT 15 VIOLATION OF FEDERAL LAW TO
USE THIS PRODUCT 1N A taANNER
INCONSISTENT WITH 1€ [APELING

Activation: Activale Ihe OrniClde 50%ation
by adding the entie conten’s of 1h
Aclivator Botile (which It atlached 1o

the OmniClde solullon container) 1o 1he
contalner. Pla_8 Cap on conlainet and
shake wall. On aclivation the solution
Immadiately changoes color to blus, thateby
indicating sulytlon Is ready lo use. Racord .
the date of activation on the indicated
space balow, in 3 log book or a label
#Hilxid to any secondary conlaling: used
for activated s0kullon. See package insail
for additional insiructions and Information
regarding activated sokution

Cleaning/Datontaminstion: Blopd and
other body Nukds must be thoroughly
cloaned from the surfaces, ‘umens. and
obiects befon apphication of the disinfactant
or sterliant. Blood and other body flulos
should be autoclaved ang dlsposed ol
sccording \o all appiicable Fegeral State
and local requlations for Infectious

wasie disposal.

For complete disinfection or sterlizalion

of madical insliuimwnis gnd squipment,
tharoughly chan, rinse and 1ough dry
objecis bators immersing in OmniCide
solution. Cieanse and rinse tha lumens

of holiow inslruments belore filling with
OmniCide solution. See package insert for
ddRional cleaning/deconiamination
instructions.

Slerltizatlon: knmerse madical equipment/
davices complelely In OmniCide Solution
for a minilmum of len hours »1 68'F {20°C)
to eliminate 3 microorganisms. including
Clostridhum sporogenss and Bachus

Pl

sublils spores. Rern
salutlan using sharil
haroughly pih ste
ncerl for complate
m.orm:ri.otron st

High Lewl Diginlec
medfeal Yquipmeny
OmniCide solution
45 minutes at &8
pahpgenic micgaon
laru?%euc_\m éfa:

bt e
(Ou&m%

2

“Rerflove davles My
solulion and tinsa 1)
witar o7 polable wa
walet used is dopen
usa of tha Inglryroen
package insert for co
Informgtion on high |

Intermadiale Love!
medical ingliymants
b OmnlCide fora
Al 68°F {20°C)tod
bacterla, 34 pathogen
viruses and 99, 99%
strains (Quantaathg
reprasanted by bovis
for complets nsirug
intermedizie fevel gl

Reler to package ins
usaga/product daty.

Wole Dites Huy:

Activation Date:

Check it upan &
54 wbh ProChe
Concentiatin Indicaly
dscamiad atte §
ProOwk G Gtaan

indcir
Contspl Number sn
Unaclivivd So




OmniCide

Long Life Reusable
Activated Dialdehyde

Sterluzing and Disinfecting Solution

Corireer, 1300

7399 Soun Tucson Way
Erctrwoon, CO 82 USA
1800 THE CDGT

A INTENDED USE/DIRECTIONS FOR USE
OmniCida long bfe sctivalad dialdshyde sohdion is 3 liguid chemical sterilant and
lrmlg; 3 iEnIermﬂfiau devel disinfectant when used according lo the DIRECTIONS
SE,

t.

Germicide Li vel of Actlvity: OmniCidw can be used at the foflowing
germicide levols of activity:

Stetltand; OmniCldy is 3 steriant when used or 1eused, accotding o the
Oireclions For Usa, at or above its Minimum £ife<live Cancanlration (MEC)
as detarmined by the ProChak G Ghntaraldahyde Concantration indicator Tast
Strip at tor 3 ust peripd
nal lo excead 28 days,

High Level Disinfectanl; OmnlClde ks a high level disintectant when used or
reused, according lo the DIRECTIONS FOR USE, al o above ils Minimym
Eftactive Conceiiration {MEC) as detarminad oy the ProChek §
Glutaraldehyde Concantration Indicator Test Stilp at B3 °F {

immerslog 1} I£s tor 3 yse pariod not 1o axceed 28 days.
Imermadiste Lovel Oisinfectant: DmniClée is an Intermediate level disinfactant
whea used or reused, at of abova ils Minimym Etfeciive Concentration (MEC)
a5 detesmined by the ProChek G Glinaraldehyds Concentration Indicator Tast
Suip ot GA°F (20 C) whh anlmoaersian g oblen ming'es according to the
DIRECTIONS FOF. USE in SECTICN E {or & use period not 1o exceed 28 days.

Adgn minule Immersion ot 68°F £20°C} wit destioy vegetalive bacterls
inchuling §. aureus, S. choleraesuis, P agruginosd, €. coll, all pathogesuc
tungi, represenialive vicuses and $9.99% of Mycobacieriva sbaing
{Quantitalive TB Method) 25 eptesente 5. "t HiV-T(NIDS vis) s
desiroyed in 60 seconds with Wil strenglh solution

Reuse Perlod; OmniCide has demansirated elficacy in the presence ol

§ percanl organic soil contamination and a simulated amounl of micro-
bioloqical burden during revsa. GMNICIDE SOLUTION MAY BE REUSED ONLY
WHILE THE MINIMUM EFFECTIVE CONCEHTRATION {MEC} AS DETERMINED
BY THE PROCHEK G GLUTARALDEHYDE COMCENTRATION INDCATOR TEST
SIRIP, PH AND TEMPERATURE MEET THE REQUIREMENTS BASED UPON
MONITORING AS DESCRIBED IN YHE PROCHEK G EHRECTIONS FOR USE.
Efficacy of OmniClde solution dusing its use-lite must be verified by the
ProChed G Glutaraidehyds Concenliation dndicator Test Stup lo determine
1hat al beas! the MEC as determined by the ProChek G Glularaldehyde
Concembration Indicator Test Strip s presert This preduct st be giscarded
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Genural Informalion: Choose a germicide wilh 1h
that Is appraprials lof tha reusable medical device
Follow the reusable device labaling and standard ir

. absance of complele instructions, use the Tollowin

Flrst, lor patisnt cortacting davices, delerming w
1o be processed is a cricical, xami<critical, or nor
*  Acrilical device routingly panstrates the siir
during use of 3e otharwise used in normally
*  Aseml-criticat éavigy makas contact with m
but dowt not ordinarfly penelrate sterily aiea:

* A non-crillca) device conlacts only inlact ski

Second, delerming X stertiization, high level or [
ditintection Iy required.
Critica) davien:
Stesilization is required
Seml-critical device;
Although steritization is iecommended whene
disinfection is acceptabla (e.0., GI endoscope
be used in the airway, diaphiagm.fitting rings
Non-eatlics! davice:
Medical Equipmen! Surfaces: nlermediale fey
it recommendad. )
Third, determing the Uma required 1o achieve the
serflization-required for the specified medical de
The gesmicidal activity of OmniCide was demonsitr,
solutions* in periormance, clinical 304 simulsted «
tollowing prganisms,
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Creantsma » JtmolCide Stecllleal on/Disltection Nimes
Spores = 10 houts
*  Bacillus subliles v Clostiidium sporogenes

Vegetative Organisms ~ 10 minule s
v Staphylococcus apreus v Salmonella choleraesuis
*  Pseudomonas aecuginosa +  Escherichia coki

Vegetative Organisms — 45 mini tes
¢ Myvobacterium bovis

Fungi = 10 minutes
»  Trichophyton interdigitale  »  Trichophyton mentagrophyles
Non-lipid Smaf? Vius! « 10 rinutes
*  Folio 2
Lipid Megium Vitust
v Herpes simplex (7o nie Yo HIV-1 AIDS virus)* - & © Sed")
* Tosting was parformid usng Or wiCide Sohmon which had been dhuted I 1 8 piresnt using
§ prcont bowving LN ghium
Malerist Compatibllity: imalClda solution Is recominendad for usags with
medical devices made fum the malsrals shown below.

. 9o’§prowlene ¢ viryl and Tygon tubing""
+ AB +  Hicke! plaling*

*  polyelhylene” v acryhe bart

*  polycarbonate «  polysthylens tubing*

¢ black oxide steel . PG

o Rylar®

“eoprasentt lour weekd fpotirs CTrepressnts 1 days of tvposine

Febowing sterdiza ion o disinfection, the sletilizad or disinfected medica!
device should be rinsad according to the DIRECTIONS FOR USE, RINSING
{SECTION E.4}, ind diied according to manulactuiars Insiructions.

Precleaning fgent Compalibility: OmniClde is compalible with enzymalic
delergants which are nautial in pH, fow foaming and easily ringed lrom
tquipment Cetespents that are nither highly acidic or atkaline are
conlraindica.ed as pracleaning agents since improper rinsing could

elfect ihe eticacy of the OmniCIde solution by aliering its pH.

3

b

B, CONTRAINDICATIONS

1

Starilant Usspe: Routing blological mondtoiing is not possibie with OmniClde
solution and thareiois OmniClds solution should NOT be used Lo starilize
teusabls medical davices that aie compatible with olher sterifization
procasses Lhat can be bioiogically monitored.

OmniClde solulion should nol be used lor sterilization ol criticat devices
intended lor single use (8.0, cathelers).

High Level Disintectant Usage: OmniCide solution should nol be used to
high leve! disintect a semi critical devics when sterilization is praclical,

Endoscope Usage: OmniCide solution is pot the mathod of choice for
sleilization of rigid endoscopas which the device manufacturer indicates
a1e compaltible with staam sterilization.

€. WARNINGS

OmniClde ACTIVATED DIALDEHYDE SOLUTICN IS HAZARDOUS
T0 HUMANS AND DOMESTIC ANIMALS.

DANGER: Keep Out of Reach of Childeen,
CONIAING: Ghutaaldohyde

1.

2
d

Direct contact Is corrosive lo exposed tissus, causing aye damage and skin
Irritation/damage. Do nct get inlo #yes. on skin or on clothing

Avoid contamination of food.
Usa in well ventilaled area in closed containess.

In case of contacl, immadialely Nush eyes o skin wilh copious smounts of
waler for 3l least 15 minutes, For eyes, gel medical atlention.

Harmiul if swailowed. Orink large guantities of waler and cail 3

physician immedialely.

Probable mucesal damage fiom o3l sxposuie may conliaindicals

the use of gasitic lavage.

Emergency, safety, or technical information aboul OmnliClde solulion

can be oblained trom Cottrelt, Lid. Holling at 1-800- THE LDGE (843-1343),
o by contacting inloleac at 1-800-535-5653 o by contacling your

Cottredl, Lid 1epresentalive.

—

1
]
1
]
]
]
L]
1
1
1
1
i
]
]
t
t
1
1
'
k
]
]
1
[}
1
[}
1
1
]
¢
|
1
]
L)
i
]
1
1
|
L]
L]
1
1
1
1
]
I
!
1
]
'
t
I
]
!
t
|
|
!
L]
]
!

0. PRECAUTIONS ’ »

1
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PRI *
Appropriale hand, eye and lace protection, as well a5
should be worn when citaning and sterlizing/disinte
and squipment, .
Mory detailed information regarding the hangling of tt
compatible materials i Included in the MSDS sheet
Contaminated, reusstis devices MUST BE THOROW(
disinfection or slerilization, sinca residual contaming
sffectiveness of the germicide.
Tha user MUST aghere to the DIRECTIONS FOR USE
will atfect the satety and eifectiveness of Lhe germicii
The teusable device manufaciyier should provide the
reprocessing prosedure for that device using OmniC

£ DIRECTIONS FOR USE

1.

Activation

Activate ta OmniClde solution by adding the sntire 4
bollls {which is attached to the OmniCide solutlon ct
Place tap on contalnat and shake well, On activation,
changes color to bius, thervby Ingicaling solution is ¢
should then by immadiately tested with the ProChek

Conceniration Indicator Test Strip upon activation ani
assuze glutarpidahyde concaniration is above the ME!
intended lor use ¥ manual (buckei and biay} systams |
ABS, polvathylene, glass-fifled polypropylens of specia
plastics. Record the dale of activation {mixing date} 1
the OmpiClds solution containar label in the spaca pr
log book or 2 labsl atfixed to any sacondary conlaine
solution. OmalCide mus! be discarded aMer 28 days,
Glutaraldehyde Concenliation Indicalor Test Strip indi

Clasning/Decontamination

Blood and olhe: body thuids musi be tharoughly chear
lumens, and objects befors application of the disinlec
and othar body liuids should be autoclaved and dispg
applicable Federal, Stale and local regulations lor infe

5
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For complets disintection or sterilization of medical instruments and squipmen),
thooughly clean, riase and rough dry objects balore Immezsing in OmalClge
salution. Cleanse and ringe the lumens ol holiow Instrements betors filling
with Omnilide salution. Raler 1o The reusabla device manulacliwer’s labeling
lar ingtructions on disassembly, dacontamination, cleaning and leak lesting of
thelr pquipment.

Usape

IT15 A VEOLATICN OF FEDERAL LAW FQ USE THIS
PRODUCT IN A MANNER IMCONSISTENT WITH 1T LABELING.

Sterlizatign {BuckalTray Manual Systami
Priar 1g immarsing medical equipmentdevicas, test the solubon with 3

PreChek G Ghtaraldehyds Conceniration indicater Test Sirip Lo assure that
the glytaraldehyda concentsation is above its MEC.

Immerse megical equipmant/davicag complately in OmniCIde sofution for a
manimum of (e o to aliminats a# microorganising
including Clostradiym sperogenes and Bacillys sublils spores. Remove
tquipment from the Solulion using sterile tachnique and ringe thoroughly
with sterlia walar (ollowing tha ringing inskuctions belnw

Uit Leyel Disinfection (BucksvTiay Manual Sysiem)

Prict tg immersing medical equipment/davices, test the solution with 2
PeoChek § Glutaraidehyda Concentralion Indicator Test Slrip 10 assura that
1he Qiutaraidehyds concentration is abave its MEC,

Immerse medica! squipmenl/davices completely in OrniClde solution for a
mitsmum of £5 minites lo destioy alf pa.hogenic .
mictoorganisms, excepl for large numbers of bacterial endospores, bt
Including Mycobacterium bovis (Quantitalve 18 Method). Remove devices
and tquipment lrom the solution and tinse \horoughly lollowing

Ihe tinging instractions below.

(ot mediate Level Disinfectant

Friot to unmer sing medical pquipment/de vices, lest e solutian wilh a
ProChek G Glutaraldehyds Cencent: ation Indicator Test Stip 1 assure that
the Qlytataidenyde concentralion ts gbove ils MEC,

OmniCide fs an intermadiate level disiniectant whan used or reused,

# {ult strength for 3 maximum of 28 days or abovs Hs Minimum EHective
Concantration (MEC) a5 datesminad by the PreChek § Glutaraldehyds
Concenlration Indicator Tast Strip at 68°F (20"

[20 mlnwes for 2 use perlod not 1o excaed 28 days.

Rinsing Insbucilons

Follgwing immarsion in BmniCl6e solution, thoroughly rinss the equipmant of
medical device by mmessing In two galions ol water. Repeal this proceduie a
second Lima wilh & frash two gallon volume ol water,

For endoscopic insliuments with tument, 2 minimum of 5060 mi of water
should be Tlushed Ivough lumens during tach separaie rinse unless
otherwise noled by the device or equipment manulactures. Use lresh volumas
of water for each rinse. Discard the waler loKowing each rinse. o nol reuse
the water lof rinsing or any olhar purpose as & will becoms contaminated
with glutarzlde hyde.

Refei lo the reusabla device/equipment manufacturer's tabeling for
1insing inslructions.

Siarite Water Minse: Critical dovicas which ae stmim;\d wilh OmniClde nwisl
be rinsed wih slerila waler,

Polabls Waler Rinse: A sterie water 1lnse is secommended when
practical, for all devices. Alternatively, 3 high quaiity potable water (one that
meets Faderat Clean Water Slandards ot point of use) may be vsed.

The use of potable waler for tinsing, Incztases Ihe risk of contaminating the
device or medical wquipment with pseudomonadas and atypical {1ast growing)
mytobaciesia hal are oflen prasent in potabile waler supplies. The devices

{e 9., colonoscope} nead to be complelely dried, because any maislyre
remairing provides an ideal situation Tor rapid colonization ¢i bacierla.
Additionally, mycovaciesia are highly resistan! to diying, therelove, rapid
tiying will avaid possibie colonization bul may not result in 2 device Iree from
atypical mycobactriia A linal rinsa wsing & 70 percent isoprony! akahol
solution shoutd be used to speed the drying process and raduce the numbers
of any oiganisin present a5 a result of ringing with potable water

]
t
]
1
|
|
|
|
]
]
]
]
1
1
1
1
1
'
f
]
'
1
}
]
|
¥
t
1
1
1
!
1
]
1
]
b
t
1
[}
[}
L}
]
I
i
i
[}
1
]
[}
I
i
}
i
1

ACCEPTED]
VAR 41996
Unzer tha Padaral Insgcii i s,

Fungicide, and Nedent; ;
as amended, for the pegiic

189i.!ored de.
LPA Reg. 1';1;: t ‘/‘{;8’{-[.—3..

- e

- e 8w
-
-
L]
Ll
- %
)
»uu LN
L] - LJ L]
- w - L -
w e »
REUSE . . .

CmalCide solution has demonstrated aficicy t the prets
o contaminalion and a Simulated amount of micsobioky
Tha glutaraloehyds concantration of thig product during #
by the ProChek G Glularaldehyde Concentration indicator

sofuticn Is sbove the Minimum Efective Concantration (M
PraChak G Ghtaraldetyde Concantration Indicator Test Stii
vied and raused within ihe kmitations indicalad above o0
activation, QmaiCldy must be discarded attar 28 days, ave
Glutaraldehyds Concentration Ingicator Test Strip indicate:
MONITORING QF GERMICIDE T0 ENSURE SPECIFICATIO

W is recommandad that 1he OmniClde solution be tested v
Glularaigehyde Concanliation Indicator Tes! Strip prios fg.
insure thal the appropriate concantralion of glutaraldshyds
#gainst g diution which may lowar (ha concantralion of th
MEC, Dyring the use of OmniCHe a5 2 high level disinfact
#lsa highly recommended 1hat a thermomatar ang timat b
mum condilions ate mel, The pH of |he activaled solution
checked to varlfy that the pll 31 1 solution s batwesn B

POST-PROCESSING HANDLING AND STORAGE OF REUS

Sterilizad ot disinfected reusable davicas ars sither 1o ba u
stored ln 2 mannet to minimiza contamination, Reler to re
manufaciuier's labeling for additional slorage andior hang

STORAGE CONDITIONS AND EXPIRATION DATE

1. Prior o activation, OmnICige solution should be sio
conlainer 3t conliotted room lemperature 59°-86°F {1

2. Tha expiration dale of the unactvated OmniCide sol,
activator will be fourd on the side of the immediate

3. The use period tor activaleg OmnICIde b5 Yor no long
{oliowing aclivalion or as indicatad by ProChek G Gl
Concentiation Indicalar Test Strip. Once activated, th
turther diution pris to it usage.
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SAFETY INFORMATION
Eme:gancy, safety, or technical Information aout OmniClde solution can be

ctlined fiom Cottrelt, Lid. at 1-800- THE FDGE (843-3343), Infotrac at +-B00-535-

5653, or by comacling your Coltrel, Ltd reprasentativa.
USER TRAINING

Tha user should be adequately ttalned in the decontamination and disinfection or
stenfization ol medical devices and the hyndling of liguid chamical garmicides.

Additional infosmation about OmniClde soiution can be oblatned trom Gottrall, Ltd.

#11-000-843-3343, or by contacting your local Cottrell, L1d. reprasentalive,
PISPOSAL INFCRMATION

0946 L {1 quart), 1,352 L {4/2 galion) and 3.785 L (1 gallon) size contalner
must be tiipla insed and disposed of in accordance with Federal, State o
tocal requlations

REGRDER INFORMATION

Bearder Cescrlotion Case Contalns
OM2228 1 quart (09451} 4 qis/case
0OM128/28 1 gaflan {3.785 1) 4 gals/case
PCGHAD ProChek G 60 stiips/canister
Congentralion Indicator Strips (6 canistars/case)
FCGR1S FroChek 15 sirips/canister

Concentration Indicalor Sirips {16 canistersicase)

ENDOSCOPE REPROCESSING
A INTENDED YSEDIRECTIONS FOR USE

OmniClda is a liquid chamical sterilant and high lavel disinfectant for Hexible

endoscopes when used according to the DIRECTIONS 7OR USE (SEE SECTION £),

1. Germiclds Leve! of Actlvity; GmniCide can be used at the following
rarmicide levals o1 activity:
Flexiyi andoscopes, when expected 1 penalrats Ihe skin or mucous
membranss or are used in olharwise normally steria tissues of the body
Iduring wsw are critical devicas and Iherafore, are réquired 1o ba sterile.
Sterilant: OmnICIde is # Sleriant for Rexible sndoscopes when ussd o
tused, according to v DIRECTIONS FOR USE., &l 0t stangth for & maxi-
mum of 28 days or abova its Minimum Elfective Concentration {MEC) as
determined by the ProChek G Glutaraldehyde Concentialion Indicator Test
Strip at 68 F {20 C) with sn immersion time of ten houcs for » vse patied
not {o exceed 28 days.
Flexible sndoscopes when expeciad (o cume in cortact without pensiration gl
mutous n&embranes e semi-ciitical davices and Ihersfare may be high level
disintecte

High Level Disintectanl: OmalCide Is 3 high level disintectant lor flexibis
endoscopes whan used or reused, sccording to the DIRECTIONS FOR USE,
at or above its Minimum Efleciive Concantralion (MEC) as detarmined by |he
PeaChek f Glularaldehyde Concaniration Indicator Tesi Strip 2 i!_f_ﬂyﬂ_l;]
with an immersion 3 minules according I the GIRECTIONS FOR
USE in SECTION E for a pariod not to excesd 23 days.
B.  GENERAL PROCEDURE FOR HIGH LEVEL DISINFECTION OF
FLEXIBLE ENDOSCOPES
(s procadie 15 (ocommendid B ing sbsence O SeOK debctions ¥om Hhe dpick Mimditiee)
t. Tained Personnel
3. Peisonnel involved in the reprocessing of sndoscopes shauld have the
ability lo read, undersland, and implement instiyclions from
manutactuiar's and regulatory agenclas as they telate to
endoscopk disinlection

b.  The parson{s) to whom tha job of reprocessing endoscopes IS given
should have the opporiunity lo becoma complelaly lamiliar with \he
mechanical aspects ol the andoscopic equipn:en!,
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¢ * Training Should inchud:. tamikiar.zation wih OTHA ¢
In-houss policies on huw tu apyroptiately an. salel
chembcal germicides.

4. Training should also Include infoimation on the sat
insirumenty that aie contaminated with body lluids
should inciude familiarization with universa! precauy

Cleaning of Nexibly endoscopes

Cleaning st the Examination Roem

Aallux of body fluids from tha palient may occur in
channels. Cleaning of andoscopes and accessories
promplly aler removing the endoscopa from the p:
drying of secretions,

{.Personnal shduld danne afl personnel piotactive equips

2. Prapary on enzyma detncgent (e.g., Prok2) of one s
scope manulacturer,

3. Genily wipa all dadris lrom the inserlign tybe with 3
the ilke.

4. Place tha distal and of the llexible endoscops inlo
detasgunt solulion and aspiraté thigugh the biopsy:.
5-10 seconds or until the sohation is vigibly clear, A
the detergent solution and air Several times rinish

5. Flush or blow out air and water channels in actorda
endoscopa manutactuier’s instruclions

6. Transport the endoscope to the 1eprocessing area
Cleaning atths Aeprocesting Arep

1. Atlach any necessary waler-tight Caps 1o the electric
of Ihe ymbilicys,

2. Bafoie proceding with any further cleaning steps, ¢
andoscope should be laak tasted. (Reler to manutag
ingliuctions). Follow tha many'acturer’s ingtivctions
appears damaged.

3. il 3 sink o1 basin with 3 lreshly made enzyma (89
dalergant solution.

"
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tmmersa tha endascops. All channels should be krigated with coplous
amounls of dam?mt 306 [3p walet lo soltan, moisien, and diluls the
oiganic debuis. All detachabis parts (1.3.. haods and suction vatves)
shoukd be removied and soakad In tha gelergent solution. The insertion
lube hould be washed with detesgeni solution and ringed.

Use 3 small solt brush to sciub ak detachabie paits.

Use a brush to clean unde: the suction valve, alfwaler vatve and biopsy
port openings.

Brush the entire suctionblopsy system Including the body, the insettion
luba, anc the umbilicus of the andoscope in sccordance with the
manulacturer'y Instruclions,

heceasibly channel(e} should be brushed 1o remove particulaty matiny,
and the detergant solulion must be suctioned of pumpad through all
channels 1o ramove disledged malarlal. Channel krigators rruz usalul
lor this t1ep Fill all channals with detergani solution snd sos

2-5 minutes In accordanca to the ProEl Instructions.

Ringy oNer cleaning

L
b.
3

Rinse thy endpscope and 2l 6o’ “hable paits in chean walar,
Rings 31l channels well with ware+ 10 remove debris and detergent,

Purge waler Jiom af channels and wips diy the axterlor of the
endoscops with 3 soft claan cloth 10 prevet dil tion of the OmniCide
disinfeciant used in subsequent sleps.

Manusl Disinlectlon

Activale the OmniCide solution by adding the entira content ol the
Activalor bottis which i attached to the OmniClde solulion confainer
Recap the container and shaka welt On activation, the solution
immediataly changes color (o blue, thereby indicating the solution is
teacy. Use ProChek G Ghutaraldehyda Concantiation indicator Test Strips
atier aclivation to dalerming that the solution is above thy Minimum
EHactive Conceniration {MEC) batore usa.

Tast Ihg aclivated OmniCide solution uslng the ProChek G
Glutaraldehyde Concentralion indicator at 68°F (20°C), befora each use

Attact: charnal brigalors/sdaptars and cover the blopsy pert In
accordancs with the manufacturer s insliuclions.

h

Pour the activated CmaiCide into an appropriats sized basin,

Complelely invinei se the andoscop in the basin of OmniCida.

RGIE: in order 1o prevent damagd 1o the sndoscope, U0 NOY soak any
olher accassory equipment with the endoscope.

Injtct the OmniClés solution inta all channals of Ihe endoscope until K
can ba seen exiting the opposite end of each channel. Assies that all
chanpals are Jilled with disinlactant and that no air pockals remain
wilhin \he channsis.

Cover the disinlsctant soaking basin wilh 3 tight titing Iid 1o

minimize chamicat vapor axposuid.

Soak the endoscopd for 45 minutes. Use 3 limst 10 ensure

adequale soaking lime.

Balore complelaly removing the endoscops Irom the disinfactant, flush
a channaly with air (o remove disinlectant.

Rings Aler Manusl Disintection

flinsg L Fill a basin wilh two gallons gt water {prefetably siarile waler)
Placs the endoscope inlg the basin and thoroughly ninse the exterior of
the copa. Atlach channel krigators/adaplers to the atdoscopa and llush
wilh 500 mi of water through the channel i1igator, Emply basin,

Binse 2: Fill a basin with two gations of water (pielerably sierils water).
Place the endossope Into thw basin and thotoughly tinse the extesior of
Ihe scope and lfush with 50 ml of water through the Channel hrigator.

Purge all channels wilh al

Flush all channeis with 70% alcobol until the alcehol can be seen exiting
the opposite end of each channel.

Pyiga all channels with alr.
Remove afl adaptars and davices.
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b Storage . - o o

& Dry the exterior of the endidkdbpewith a s (phet
DO HOT atiach detachable pris to 1be andoscops
Starage of endascopes with the ramavatle pars: d
tigk of trapping Mquid Inside the instrument and fa:
drying of Lha channals and channsl openings To p
wateiboma organismi, \he endoscope and all dela
heiougily drkd prior to storage.

b Hang the sndoscope vartically with the distal lip b
venlilaied, dus'-fiae cabingt.

MVIRINLL:

1

3

3

)

ASTALF 1518-M, Sandaid ke Chnarr) and Diviraction of Fiendie Fibw oglic 3
the Expinaiion of 1N Holow Vosery. Citril adition kpprowid Wy +5_ 194,

Maitie, MA, MO, Raicholdertor, M APIC piridelng Lor iiactian provertion s |
Apsociplion bor Frodet plonghn i inbaction Cortiol s [ pitemivlomy. Ing , AJIC. A
Coniol, 19422 1100

Visloy. 0 ot &1, Sondicsnt tactars i I Gaininchon wd s Fireon o Jediw

Jonnal of Iniec o Contird, Doromibin 1452, 09 797

Aaon AT Bond. B, Boredt P Cowen, Af  Swiyia 0 E and Tyndon A

dislnduction, Working Party Rypods, BHckwsd Scmrtie Pyblcatons 1990 46 S
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B.

ULTAASOUND TRANSDUCER REPRBCESSING
{Endocavity, Endevaginal, Endorectal, Transasephages, sic)
{Rutec 1 1hE GIACE AT gt 3 batriction o' specsc procedi e}

INTENDED USE/DIRECTIONS FOR USE

OmniCide actvated dialgehyds solution is 2 liquid chamical stritant, high level dig-
infectant ang inteimediate avel disinfectant lor Litiasound ransducers whin usad

according o the CIRECTIONS FOR USE.

1. Germiclde Lavel gl Activity; OmniCida can be used at the fotiowing
fevels of achivtty:

Sterilanl: OmalClde 5 a stazilant lor uMrasound Lransducers whan used or

regsed according to Lhe DIRECTIONS FOR WSE, at o above its Minimum
Ettective Concentralion (MEC) a5 determinad by the PraChek 6

Glutaraidahyda Concentration Indicator Tasl Strip al ﬂ_ﬂlﬂ%lllh.ln
(mmenilon lime ol tee boues tor & use period rot 1o excead 28 days.

High Level Dlsinlzctant: OmaiCide is 0 high level disiniactant for ulrasound
transducers when ysed or reused, sccording Lo the DIRECTIONS FOR USE, at

or above its Minimu Effactive Concentration {MEC) a5 datermined b
ProChek G Glutaraidahyde Concentration Test Strip a1 § zu#}ﬂ‘m
mmewlen e of 45 minptag according to 1w DIRECTIONS FOR USE In
SECTION £ lor # use peciod nol "o excesd 23 days.

intetmudiaie Level Disinlec ' crt: OmniCide Is 2n intermagiata laval disintee.

tant when used or rused according to the DIRECTIONS FOR USE, at o
atove ds Maimum Etlecti.2 Concenteation (MEC) ag determined by the
FroChek G Giularaidehyg : Concentration irdicator Strip at 88°F(20°

12 Immerslon U
SECTION E for a use perind nui o exceed 28 days

GENERAL PROCEDURE FOR HiGH LEVEL DISINFECTION OF ULTRASOLND
TRANSDUCERS {Endocavity. Endovaginal, Endorectal, Transesophageal, otc )
1Firler 1 tne Sesce masfaTLe ) mslaution for ipect pocedures)

1. Tiained Fersonnel

3. Fersonnei invoived m the reprocessing of ullrasound transducers should
have the abirty 10 1ead, wnderstand, and implement instiucticas from

manulacluier s and tequiatory agencies as they relale to
Wansducer disinlection

15

me ol 1. minytes >.aoiding to the DIRECTIONS FOR USE in

b The person(s) 1o wwham the job ol repiocassing ultrasound lansducers
is Qiven should have he oppartunity 1o become complately familiat with
the mechanical aspacls of the ultzasound squipment,

¢ Training should inchsda lamiliatization with OSHA regulations and
in-house policies on how to appropriately and salely handly liquid
chemical germicides.

4. Trsining should also includs inlormation on the safe handling of
instruments thal are contaminated with body fuids atter + p.

This should includs tamiliaiization with universal preceutions.

Clasning ol Transduceis

Claaning of transducers and accassories should be petlormed promptly after
pabent use lo pravent drying of secretions.

. Personnel shot'd donna all passonnal prolective equipment.

b Prepaie an enzying delergent (0.9, Pro E2) or ona recommended by the
transgucer manulacturer,

£ Gently wipe il debris lrom transducer surtaces with a moistensd gauze
of tha like, -

£ lnmarse tha distal and of the Lransducer int Lhe walsr and enryime
dateigani solition for 2-5 minutes or a5 1aconnhanded by the dovice
nighutactursr.
ROTE: Rater 19 manulaciurar's Instruclions lof recommended
immargion depth.

. FRinsa all surlaces with watar and dry by wiping with a solt clean cloth.
Manual Distatection

Caullon: OmniCide may discolor the exierior of some transducers, however,
the acoustic of scanning performance is not impaired. Check with ite
device manutacturer for spacitic recommendelions before proceeding,

4. Activate the OmniCids long iils actisaied dizldehyde by adding the entire
content of the Aciivator bottle which is attached 10 the OmniClda solu-
tion container. Recap the centainer and shaka well. On activation, the
solulion immadiately changes cofor 1o biye, ther~by indicating the
salulion is ready. Use ProChek G Glutaialdehyde Noncentration lodicato:
Test Strips afler activation Lo determing that the soluticn is above the
Minimum Etlective Concentration {MEC) belore use.

18
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Test the activated OmnlC.ge soiutron usingstin Prol
Ghtarakdehyds ConcentsoJian fndifatos at QL0
sach use.

b Pour the sctivated OmniCide into 2n appropriate siz
€ Immerse the tistal and of the transduter inte the Om

Nete: Raiar 1o manulacturer's instructions lod recor
. Immersion depth

4. Cover the disinlectant soaking basin to minimize ch
Vapor exposule.

¢ Spak the transducer for 45 minutes Use a timer o
adequate soaking lime.

4. RAinza ANer Manval Disinfection

a Binga 1; Fil 3 basin with 3 minimum of 1 gallon of ¥
{prelesably starile water), Place the lransducas into !
recommended depth and allow lo soak lor § minute
transducar.

k. Rinsg 2: Holding the Wiansducer ovar the basin, flus
waldd {praferably sieile watar} lor one minute

¢ Diy the bansducer by wiping with 3 $ofl {p1ele:ably
5. Storage :
Reler to manufacturer's recommendation.

ACCEPTED!
MAR 4[996
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