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us ENVIRONMENTAL PROTECTION AGENCY 
OFFICE OF PESTICIDES PROGRAMS 

REGISTRATION DIVISION (TS-767} 
WASHINGTON. DC 20460 

NOTICE OF PESTICIDE: I ~ nf.GISn~AlION 

1'"1 REREGISTRATION 

fUtHIt'r till' [-"(,(!t-ral InM't:llnUt', FIIU~/I"I(b·. 

am} f?odt'll/jl"j(}l' At"I, iI." iUJU"ut/.·t/l 

NAME AND ADDRESS OF REGISTRANT (Include ZlP I.'ode) 

NAME OF PESTICIDE PROOUCT 

omnicide Plus 

r I 

ProChem Company 
A Wholly Owned Subsidiary of Cottrell, Ltd. 
7399 South Tucson Way 
Englewood, CO 80112 

L ~ 

NOTE: Changes JO labeling formula differing in substance from that accepted in connection with thi~ registration must he 
suhmltli'd to and accepted by the Registration DiVision prior to use of the label in commerce. In any cNrespondenc(> on this 
product always refer to the above U,S. E.PA regIstration numher. 

On the '}8sis of information furnished by the registrant, the .J:"ove named pesticide is hereby Registered/Reregistered under 
the Fe. Na) Insecticide, Fungicide, and Rodenticide Act. 

A copy (; the labeling acet-pted in connection with this Registralion/Rercgistration is returned herewith. 

Rcgistrfllj, '1 IS in no way to he construed as an indorsement or approval of this product by this A,:t·l:ry. In order to protect 
health and ~e cO\'uonmt!nt, the Administrator, on his motion, may at any timp suspend or canccl th(" registration of a pest­
icIde In accci lance with the Act. The acceptance of any name in connection with the registration of a product under this 
Acl is not to Lt' construed as giving the registrant a right te exclusive use of the name or to its use If It has been cO\'€,rcd 
by others, 

This product is conditionally registered in accordance with 
FIFRA sec. 3(c) (7) (A) provided that you: 

1. Submit/cite all data required for registration/ 
reregistration of your product under FIFRA section 3(c) (5) 
the Agency requires all registrants of similar products to 
such data; and submit acceptable responses required for 
reregistration of your product under FIFRA section 4. 

when 
submit 

2. Make the labeling changes listed below before you 
release the product for shipment. 

3. On the container Labeling: 

a. Add the phrase "EPA Registration No. 46851-9". 

b. 
the 

The "Virucidal" claim must be keyed by a symbol 
paragraph listing the specific tested viruses. 

c. specify the major areas in which the 
recommended for use (e.g. homes, school, 

D ATTACHMENT IS APPLICABLE ~ 

product is 
hospitals) . 

to 

SIGNATURE Of APPROVING OffiCIAL -----/l1C-R l~ 
DAT3-/;;.. /9.5 

EPA Form 8570·6 (Rev. 5·76) pnEVIOOS F.DI(ION M{Y BE USED UNTIL SUPPLY IS FXHAusr/D. I 
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d. Delete the term "ProCide Plus" wherever it may 
appear on the label. This is not your product name. 

4. On the package insert labeling, change the product name 
"ProCide Plus" to "Omnicide Plus". 

5. You are reminded that the container labeling must meet 
EPA's current labeling requirements. 

A stamped copy of the labeling is enclosed for your records. 
Submit one (1) copy of the final printed label prior to release 
of the product for shipment. 

If you have any questions concerning this letter, please 
contact Martha Terry at 703-305-6982. 

Enclosure 

Sincerely 

/71"----1 
Marion J. JoH son, Jr. 
Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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OmniCi( 
Long Life Reusable Acti' 

Sterilizing and Disinfect 

Sporicidal, Virucidal, Fungi 
Bactericidal, Tuberculocida 

Active Ingredlenl 
GJul;uJldchydc 
Incrt Ingredienl 
TOTAL 

E PA Rey,'llalion No. 46851· 

3Atl/~ 

96.6% 
1000''!. 

EPA. Eslahlishmcnl No 37265'CA,Ot 
EPA ESI::lhlishmr.nl No 39754·WI-l 
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DIRECTIONS FOR USE 

II IS VIOlAIlON Of flQ[BAlLAW TO USE IIlIS PIlOOUCT 
IN A MANNER INr.ONSISTENT WlTIllIS LABELING 

AcUyallon: A.ctivate fhe I'MC'idl' I,IIf" sollllion hy adding the 
tnlll(' WIlIr.nl ... of Ihe Ar.livatOi BollIr. (which is aUached 10 
11m rrnCiut Ill,,, sl)llIllon CQnlaifWIr) 10 Ill!!: r.olllalnnr. Placl\ 
1.:1[1 on r.onlainr.r al'lll ~hakr. well On .1c,1Iv.1110n Ihe !;olulion 
rrnmr.dldlfllV CII;II1PC~ color In blIlO. therehy InrliCollinn 
o:oll1l1ou i\ rr..u1v 10 11~P. RN.ord Itl(! dale of activation on 
Iht" Imlil:AIr.tI $.I.a(.(' he/uw. In a lOU hook (It .. Llbcl allixr.d In 
.1"'1 !-cu1I1l1ary r.unl.llu{1J 1I~lId 101 ilchY<ltod soluhtm. S~(! 
,u-:bW' l'IS('It {(If .1ddi/i(jn,11 ,ilSlttll;t1nns tlml illlmtnJlillll 
,,'mll/"'II .11:lImt,'(f stll"tillll 

Cicallinofficconlaniinatlon: lIIo(w:J 31111 olhr.r hndy thuds 
11111'.1111' IhorollUh1y dr.An.'il hOIl! tim !>1111;\r .• ~\, IlImrno;, .Iod 
11l'll'tl,> heltllf' alJllhl;\UOIi of Ihe disillfctl<tlll or ~Ic!lilAnt 
Illuml allli !llhl'r hollV fluids Should l~ :tlllodav!!11 ~nd 
,h',IIO',rll 01 =tf.(.ordlno 10 AU 3(lplic: .. hle r ('dcr"l. SIJlr. ;l1l{! 

Irt' .11 r!'ouI.Uml1r. IN 1111r.r:llou!I. w.1s1c d.sposal. 

flit 1.:0111111"11' {USilllm.:li{lII 01 f;lllIlhl:tho:1 01 mr.rilt,al 
1I,'.hWI1I'!I1!o; ,llltl f:I"JIItJlnlp.1I1. Ihorollqhly clP.M. rinse and 
10llUh tlly olJlrr.IS hrfOlI! immersIng ill rm(jtl~ ,.111$ 
~.llullflll f.1P,:lIlSC .111r1rill~1"l Ihe 111mI'm;, 01 hollnw 
'1I\lllJlnrnls hr.lorr. MlnO with l'I00M "'11~ solution 
SI'l·I'''(~.lat' /1I5mt (OI,1t(,/lti()IIJI Cfl!;!l1ilm:dl~cfml,fmin,l'm" 
"'~tll/ctlntl5 

SlI:Irlllullon: Imnlrl!:1"l mcdlc.ll eQuillmt':nUdrvicrs 
1;I/1I11,If:lcl1 UI ,'rnCi,I(' 1,lu5, Sohllkm lor it mihirnum til 
ten hours at 68"F (20"C) 10 elinul1ah'! All mlclOor{lalli~m!. 

illdudina C/rls!ridiul:J sr0109t?11(!$ and {l.l(.lffm: slwMs 
SpIIICS. Remnve f:Quipllll"!ul hllm HI(! ~oluholl tI~il1n $1('1I1~ 
Icchnique 3nd rinse thoroughly wllh sterile waler. 
See PJckaue il1$l!rllm cOl1'p/clc instfltCllOns./mform.lI1ofl 
on stt"'Ii/iutiOfl 

High level OIslnlecUcn: Imlller$t'! mr.di(.il eqllipmfloV 
devices complelely in l't()("j,It' "IH1 solution lor a 
minimum 01 45 minutes al 6S·F (20·C) In dt!SlfOY all 
pallilltll'II1C mjc:tuOluallj~rn ... r.xCcllllor lalon IlIImhtls 01 
OOr.Ir.li.ll ftllliospolf:s. h"llncluding Ml'cIllMCINllJtII bm'ls 
(Ollill1ht,1t1~ T9 Mr:lhOfl) 

Or.muw: dr.VI(r.5 .met r.f111 jlllll('lll Imm Ih .. r,olulinll ami 11Il ... !! 
1I101OIIal1l1 "'tlh !-h',iI(! waiN III ItlJI.tItIr: \'10111'/ thr. f;'I~!'ty 01 
WISt'! wal!!1 used is dr.pcnrff'olupOll Ute rnll'l:l1t!1l nSf"! ollhl' 
dI!"lrlll1lr:nlfcllllIllllll~nl St.I' JJiif~,1I1" illS,.,' tm COftll:/j'lr 
tn.'.lli/clioflS:;lIfllllll.l/Ill:I cmlmJ/1 Irwl d'sml,'flll/Jl 

Inlerml!llI .. le levet Dh:lnlettlon; Iml1\t'f .... ~ lII~d.(al 
In~UIlI1l('nls.1f:quilllllCnl r.omplelrly in I'wri.lt "'If~ 101 ;r 
minimum of 10 minutes at 68"F {20"C} 10 tlj\~"oY.:l1! 
v.~U'":lahve h.:lcleria. s.prcih!~lI'/llIIsc~ Jnd fllo!)!. al1d 99.9!l-:~ 
01 Mt'cnl)"cI(',;/lfI/ :;Ifaillo; (Otl~II'tliUIVC lRJ as fClln'!~rn'''11 
hy 1!/lVis aLld leuJf! S,'r 1,~("r..l(1l· //Isml fOI complf'lr. 
mslmct/(l/IS/l/Iloltn.ltml1 on mfrtlllf(lioltl' levt'l r//5111Irr/loT1 

Ot!('I :"11)"1r:.~'\ir. 1Ii~.~11 for :tlI)1C dr.l;;llr.d lI~lgp.:fllmlllr.' rl.11-1 
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"M"/:(>l 1".I'fllrt -r-/II" 

r,"~ .. • ':-.'.'" .... , ( ..... ,"' •• ,"" •• 10 .. 1.1 .... "1\''''' ~,,).,.."' ..... !.l~d.1r' 
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intermediate level disinfectant when used according to the Instructions for Use. 

1. Germicide Level of Activity: Omnicide™Plus can be used at the following 

germicide levels of activity: 

Sterilant: Omnicide TMPlus is a sterilant when used or reused, according to the 

Directions For Use, at or above its Minimum Effective Concentration (MEC) as 

determined by the ProChek G Glutaraldehyde Concentration Indicator Test Strip at 

68°F (20°C) with an immersion time of ten hours for a use period not to exceed 28 

days. 

High Level Disinfectant: Omnicide™Plus is a high level disinfectant when used or 

reused, according to the Directions for Use, at or above its Minimum Effective 

Concentration (MEC) as determined ')y the ProChek G Glutaraldehyde Concentr:!tion 

Indicator Test Strip at 68° F (20° C) with an immersion time of 45 minutes for a use 

period not to exceed 28 days. 

Intennediate Level Disinfectant: Omnicide TMPlus is an intermediate level disinfec· 

tant when used or reused, at or above its Minimum Effective Concentration (MEC) 

as determined by the ProChck G Glutaraldehyde Concentration Indicator Test Strip 

at 68° F (20° C) with an immersion time of ten minutes, according to Directions for 

Use in Section E, for a use period not to exceed 28 days. 

A ten minute immersion at 68° F (20° C) will destroy all vegetative bacteria including 

S. aureus, S. choleraesuis, P. aeruginosa, E. coli, all pathogenic fungi, representative 

viruses and 99.99% of Mycobacterium strains (Q~~~v.~ TB) as represented by . ~.. ~ 

bovis and terrae. 

Cottrell 51Q(k) K932~22 Response 6/29/95 
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2. Reuse Period: Omnicide™Plus has demonstrated efficacy in the presence of 5 

percent organic soil contamination and a simulated amount of microbiological burden 

during reuse. OMNICIDETMPLUS SOLUTION MAY BE REUSED ONLY 

WHILE THE MINIMUM EFFECTIVE CONCENTRATION (MEC) AS 

DETERMINED BY THE PROCHEK G GLUT ARALDEHYDE 

CONCENTRATION INDICATOR TEST STRIP, PH AND TEMPERATURE 

MEET THE REQUIREMENTS BASED UPON MONITORING AS DESCRIBED 

IN INDICATOR DIRECTIONS FOR USE. Efficacy of Omnicide™ Plus solution 

during its use-life must be verified by the ProCheK G Glutaraldehyde Concentration 

Indicator Test Strip to detemline that at least the MEC as determined by the ProChek 

G Glutaraldehyde Concentration Indicator Test Strip is present. The product must be 

discarded after 28 days. 

3. General Information: Choose a germicide with the level of microbial activity that 

is appropriate for the reusable medical device or equipment surface. Follow the 

reusable device labeling and standard institutional practices. In the absence of 

complete instructions, use the following guidance: 

First, for patient contacting devices, determine whether the reusable device to bE 

processed is a critical, semi-critical, or non-critical device. 

• A critical device routinely penetrates the skin or mucous membranes d~ring use 

or are otherwise used in nOmlally sterile tissues of the body. 

• A semi-critical device makes contact with mucous membranes but does not 

ordinarily penetrate sterile areas of the body. 

• A Don-critical device contacts only intact skin during routine use. 

Second, detemline if sterili7.ation, high level. or intermediate level disinfection 
.. -~ '---. ·0 • 

Critical device: Sterilization is required. 

Cottrell 510(k) K932922 Response 6129195 
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Semi-critical Device: Although sterilization is recommended whenever practical, 

High Level Disinfection is acceptable (e.g. GI endoscopes, anesthesia equipment to 

be used in the ailway, diaphragm-fitting rings, etc.) 

Non-eritical device: Medical Equipment Surfaces: Intermediate level disinfection is 

recommended. 

Third, determine the time required to achieve the level of disinfection or 

sterilization required for the specified medical device. 

4. The germicidal activity of Omnicide™Plus was demonstrated using stressed solutions* 

in performance, clinical and simulated use testing using the following organisms: 

Orgamsms Omnicide™Plus Disinfection Times 

Spores 10 hours 

• Bacillus subtilis 
• Clostridium sporogenes ~-

Vegetative Organisms 45 minutes 

• Staphylococcus aureus 
• Salmonella choleraesuis 
• Pseudomonas aeruginosa 11 .. 

• Escherichia coli 
• Mycobacterium bovis 

Fungi lO minutes 

• Trichophyton interdigitale 

Non-lipid Small Virus 10 minutes 

< Polio 2 

Cottrell 51O(k) K932922 Response 6/29/95 Page 3 
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Lipid Medium Virus 10 minutes 

• Herpes simplex 
• HIV-l (AIDS Virus) 60 seconds at full strength 

* Testing was performed using Ornnicide™Plus solution which had been diluted to 1.5 
percent including 5 percent bovine calf serum. 

'5. Material Compatibility: Ornnicide™Plus solution is recommended for usage with 

medical devices made from the materials shown below. 

polypropylene 

ABS 

polyethylene* 

pol ycarbonate 

black oxide steel* 

Mylar* 

vinyl and Tygon tubing** 

nickel plating* 

acrylic bar* 

polyethylene tubing* 

PVC' 

*represents four weeks of exposure 

**represents 13 days of exposure 

Following sterilization or disinfection, the sterilized or disinfected medical device 

should be rinsed according to the Instruction for Use, Rinsing (Section EA), and dried 

according to manufacturers instructions. 

6. Pre-cleaning Agent Compatibility: Omnicide TMPlus is compatible with enzymatic 

detergents which are neutral in pH, low foaming and easily rinsed from equipment. 

Detergents that are either highly acidic or alkaline are contraindicated as precleaning 

agents since improper rinsillg·coilld~eff~.s:tthe officacy'.of the Omnicide™Plus solution 
, ."".,~~ :.~ ...• ~ ..... "" .,- ," . 

by altering its pH. A' 
fJGEP""""' 
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n. CONTRAUWICATIONS 

1. Sterilant Usage: Routine biological monitoring is not possible Wilh Omnicide TMPlus 

solution and therefore Omnicide™Plus solution should NOT be used to sterilize 

reusable medical devices that are compatible with other sterilization processes that can 

be biologically monitored. 

Omnicide TMPlus solution should not be used for sterilization of critical devices 

intended for single use (e.g. catheters). 

2. High Level Disinfectant Usage: Omnicide™Plus solution should not be used to high 

level disinfect a semi-critical device when sterilization is practical. 

3. Endoscope Usag(': Omnicide™Plus solution is not the method of choice for steriliza­

tion of rigid endoscopes which the device manufacturer indicates are compatible Wilh 

steam sterilization. 

C. \VARNINGS 

OMNICIDETMPLUS ACTIVATED DIALDEHYDE SOLUTION IS HAZARDOUS TO 

HUMANS AND DOMESTIC ANIMALS. 

DANGER: Keep Out of Reach of Children 

Contains Glutaraldehyde 

1. Direct contact is corrosive to exposed tissue, causing eye damage and skin irrita­

tiOn/damage. Do not get into eyes, on skin or all clothing. 

2. A void contamination of food. - . 
! .... ACCEPlJ'".n ) ~th C __ a 

II '1 d . I d . / fit,.,,., CO.11.;:CiI.'TiJ 
3. Use in we venti ate area In C ose contamers. .' c..,~ 1,"Her D"te!l~ 

AUG 2 
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In case of contact, immediately flush eyes or skin with copious amounts of water for at 

least 15 minutes. For eyes, get medical attention. 

Harmful if swallowed. Drink large quantities of water and call a physician immediatelv. 

Probable Mucosal damage from oral expcsure may contraindicate the use of gasnic 

lavage. 

Emergency, safety, or technical information about Omnicide™Plus solution can be 

obtained from Cottrell, Ltd. Hotline at 1-800-843-3343, or by contacting Chemtrac at 800-

535-5053 or by contacting your local Cottrell, Ltd. representative.· 

D. PRECAUTIONS 

1. Appropriate hand eye, and face protection as well as liquid proof gowns 5hould be 

wont when ~Ieaning and sterilizing/disinfecting soiled devices and equipment. 

More detailed information regarding the handling of the products along wilh 

compatible materials is included in the MSDS sheet attached to the product container. 

2. Contaminated, reusable devices MUST BE THOROUGHLY CLEA~'ED prior to 

disinfection or sterilization, since residual contamination will decrease effectiveness 

of the germicide. 

3. The user MUST adhere to the Directions for Use since any modification will affect 

the safety and effectiveness of the germicide. 

/0 

4. The reusable device manufacturer should provide the user with a validated 

reprocessing procedure for that device using Omnicide™Plus solution. 

Cottrell 510(k) K932922 Response 6/29/95 Page 6 

I 



E. DIRECTIONS FOR USE 

1. Activation 

Activate the Omnicide™Plus solution by adding the entire contents if the Activator 

Bottle which is attached to the Omnicide™Plus solution container. Place cap on 

container and shake well. On activation, the solution immediately changes color to 

blue, thereby indicating solution is ready to use. Tne solution should then be 

immediately tested with the Prochek G Glutaraldehyde Indicator Test Strip upon 

activation and prior to each use to assure the glutaraldehyde concentration is aoove 

the MEC. Omnicide™Plus solution is intended for use in manual tbucket and tray) 

sy~ems made from polypropylene, ABS, polyemylene, glass-filled polypropylene or 

specially molded polycarbonate plastics. Record the date of activation (mixing date) 

and the expiration date on the Omnicide™Plus solution container label in the space 

provided, as well as in a log book or a label affIxed to any secondary container used 

for the activated solution. Omnicide™ must be discarded after 28 days, even if the 

ProChek G Glutaraldehyde Indicator Test Strip indicates pass. 

2. Cleaning/Decontam ination 

Blood and other body fluids must be thoroughly cleaned from the surfaces, lumens, 

and objects before application of the disinfectant or sterilant. Blood and other body 

fluids should be autoclaved and disposed of according to all applicable federal, state 

and local regulations for infectious waste disposal. 

For complete disinfection or sterilization of medical instruments and equipment, 

thoroughly clean, rinse and rough dry objects before immersing in Omnicide™Plus 

solution. Oeanse and rinse the lumens of hollow instruments before filling with 

Omnicide™Plus solution. Refer to the reusable device manufacturers labeling for 

instructions on disassembly, decontamination, cl.9.~~:l.l.nd leak testing of their 

equipment. 
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3. Usage 

It is a violation of the Federal Law to use this product in a manner inconsistent 

with its labeling. 

a. Sterilization CBucket{Trav Manual System) 

Prior to immersing medical equipment/devices, test the solution with a ProChek G 

Glutaraldehyde Indicator Test Strip to assure that the glutaraldehyde concentration 

is above its MEC. 

Immerse medical equipment/devices completely in Omnicide™Plus Solution for 

a minimum of ten hours at 68°F (20°C) to eliminate all microorganisms 

including Clostridium sporogenes and Bacillus subtilis spores. Remove equipment 

from the solution using sterile technique and rinse thoroughly with sterile water 

following the rinsing instructions below. 

b. High Level Disinfection fBucket{Tray Manual System) 

Prior to immersing medical equipment/devices, test the solution with a ProChek G 

Glutaraldehyde Indicator Test Strip to assure that the glutaraldehyde concentration 

is above its MEC. 

Immerse medical equipment/devices completely in Omnicide™Plus solution for 

a minimum of 45 minutes at 68°F (20°C) to destroy all pathogenic 

microorganisms, except for large numbers of bacterial endospores, but including 

Mycobacterium tuberculosis (Quantitative TB Method). Remove devices and 

equipment from the solution and rinse thoroughly following the rinsing 

instructions below. 
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c. Intermediate Level Disinfection 

Prior to immersing medical equipment/devices, test the solution with a ProChek G 

Glutaraldehyde Indicator Test Strip to assure that the glutaraldehyde concentration 

is above its MEC. 

Omnicide™Plus is an intermediate level disinfectant when used or reused, at or 

above itsMinimum Effective Concentration (MEC) as determined by the ProC;.~k 

G Glutaraldehyde Concentration Indicator Test Strip at 680 F (200 C) with an 

immersion time of ten minutes for a use period not to exceed 28 days. 

4. Rinsing Instructions 

Following immersion ''1 Omnicide™Plus solution thoroughly rinse the equipment or 

medical device by immersing in two gallons of water. Repeat this procedure a second 

time with a fresh two gallon volume of water. 

For endoscopic instruments with lumens, a minimum of 500 ml of water should be 

flushed through lumens during each separate rinse unless otherwise noted by the 

device or equipment manufacturer. Use fresh volumes of water for each rinse. 

Discard the water following each rinse. Do not reuse the water for rinsing or any 

other purpose as it will become contaminated with glutaraldehyde. 

Refer to the reusable device/equipment manufacturers labeling for ilitsing 0siDlct-ions. 
'-'=:'" . •• '-I,." 

Sterile Water Rinse: 
AtX::E'l'T~;) 

l'r~E1 fiO,;\.(.1':j t.: .......... 
• "1:O7}'\ :... r. ~-J.&.t.:I 
m l.I.&. .. .1. ~ .. ;.Jt!~r D, .. ~c!!: 

Critical devices which are sterilized with Omnicide™Plus must be rinsed\t1tll"sterile 

Potable Water' Rinse: 

:,~';;<:t ":.:,', .... ,,.;,:, ',:-:',j:t 
nO\.- ·p·, ... ·I.'·· - . .~~ 
l~tJ~:..!-;.':t:;..~t) hT Y . ':'I'! :I~·:~l(l . 

• < '~'17··1l~~.:: 

water. 

A sterile water rinse is recommended when practical, for all devices. Alternatively 

a high quality potable water (one that meets Federal Clean Water Standards at point 

of use) may be used. 
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e use 0 pota e water ,or nnsmg. mcreases tens 0 contarrunatmg t e eVlce 

or medical equipment with Pseudomonad and atypical (fast growing) Mycobacteria 

that are often present in potable water supplies. The devices (e.g. colonoscope) need 

to be completely dried, because any moisture remaining provides an ideal situation for 

rapid colonization of bacteria. Additionally. mycobacteria are highly resistant to 

drying. therefore. rapid drying will avoid possible colonization but may not result in 

a device free from atypical mycobacteria. A final rinse using a 70 percent isopropyl 

alcohol solution should be used to speed the drying process and reduce the numbers 

of any organism present as a result of rinsing with potable water. 

F. REUSE 

Omnicide™Plus solution has demonstrated efficacy in the presence of 5 percent organic 

soil contamination and a simulated amount of microbiological burden during reuse. 

The glutaraldehyde concentration of this product during its use-life must be verified by 

the ProCheK :] Glutaraldehyde Concentration Indicator Test Strip to determine the 

solution is above the Minimum Effective Concentration requirement (MEC) as determined 

by the ProChek G Glutaraldehyde Concentration Indicator Test Strip is present. TItis 

solution may be used and reused within the limitations indicated above for up to 28 days' 

after activation. Omnicide TM must be discarded after 28 days, even if the ProChek G 

Glutaraldehyde Indicator Test Strip indicates pass. 

G. MONITORING OF GERI\1ICIDE TO ENSURE SPECIFICATIONS ARE !VIET 

It is recommended that the Omnicide TMPlus solution be tested with the ProChe K G 

glutaraldehyde test strip prior to each usage. This is to insure that the appropriate 

concentration of glutaraldehyde is present and to guard against a dilution which may 

lower the concentration of the glutaraldehyde below its MEC. During the use of 

Omnicide TMPlus as a high level disinfectant and/or sterilant. it is also highly recom­

mended that a therrpometer and timer be used to ensure that optimum conditions are met. 

The pH of the activated solution may be periodically checked to verify..tl~llh.e' pH of the 

solution is between 8.0 and 9.0. 

f\UG 2 
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H. POST-PROCESSING HANDLING AND STORAGE OF REUSABLE DEVICES 

Sterilized or disinfected reusable devices are either to be immediately used or stored in 

a manner to minimize contamination. Refer to reusable device equipment manufacturers 

labeling for additional storage and/or handling instructions. 

1. STORAGE CONDITIONS AND EXPIRATION DATE 

1. Prior to activation, Omnicide™Plus solution should be stored in its original sealed 

container at controlled room temperature 15°-30°C (59°-116°F). 

2. The expiration date of the unactivated Ornnicide™Plus solution and activator will be 

found on the side of the immediate container. 

3. The use period for activated Omnicide™Plus is for no longer than as indicated by 

ProCheK G Glutaraldehyde Concentration Indicator Test Strip or 28 days following 

activation. Once activated, the solution requires no further dilution prior to its usage. 

J. SAFETY INFORMATION 

K. 

Emergency, safety, or technical information about Ornnicide TMPlus solution can be 

obtained from Cottrell, Ltd. at 1-800-843-3343, Wotrac at 800-535-5053, or by contaciing 

your Cottrell, Ltd. representative. 

USER TRAINING 

The user should be adequately trained in the decontamination and disinfection or 

sterilization of medical devices and the handling of liquid chemical germicides. Additional 

information about Omnicide™Plus solution can be obtained from Cottrell, Ltd. at 1,·800-

843-3343, or by contacting your local Cottrell, Ltd. representative . 
........ --

. I 
'. 

fJ .. 
i':'iO: 

.......... 
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L. DISPOSAL INFORMATION 

0.946 L (1 quart), 3785 L (1 gallon), and 9462 L (2.5 gallon) size container must be triple 

rinsed and disposed of in accordance with local or state regulations. 

M. REORDER INFORMATION 

I Reorder I Description I Case Contains I 
PCI032 0.946 L (1 quart) 4 x 0.946 L (4 qts/case) 

PCl128 3.785 L (1 gallon) 4 x 3785 L (4 gals/case) 

PCG660 Strips ProCheK G Concentration 60 stri ps/bott I e 

Indicator (6 btls/case) 

PCG615 ProCheK G Concentration 15 strips/pkg 

'..,.. .. 
-'"j- •. 
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OlYlNICIDETMPLUS SOLUTION 

PACKAGE INSERT 

ENDOSCOPE REPROCESSING 

DRAFT LABELING 

A. INTENDED USE/INSTRUCTIONS FOR USE 

Omnicide™Plus solution is a liquid chemical sterilant and high level disinfectant 

for flexible endoscopes when used according to the Instructions For Use. (See 

Section E). 

1. Germicide Level of Activity: Omnicide TMPlus can be used at the following 

germicide levels of activity: 

Flexible Endoscopes, when expected to penetrate the skin or mucous membranes or 

are used in otherwise normally sterile tissues of the body during use are critical 

devices and therefore, are required to be sterile. 

Sterilant: Omnicide™Plus is a sterilant for flexible endoscopes when used or reused, 

according to the Directions For Use, at or above its Minimum Effective Concentration 

(MEC) as determined by the ProChek G Glutaraldehyde Concentration lndicator Test 

Strip at 68°F(20°C) with an immersion time of ten hours for a use period not to 

exceed 28 days. 

Flexible Endoscopes when expected to come in contact without penetration of mucous 

membranes are semi-critical devices and therefore may be high level disinfected. 

High Level Disinfectant: Omnicide™Plus is a high level disinfectant for flexible 

endoscopes when used or reused, according to the Directions for Use, at or above its 

Minimum Effective Concentration (MEC) as determined by Prochek G Glutaraldehyde 

Concentration Test Strip at 68°F(20°C) with an immersion time of 45 minutes 
' .. 

according to the instPJctions for use in Section E for a use period. not to exceed 28 

days. J~~' . 

AUG 2 . 190' ,."J 
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General Procedure for High Level Disinfection of Flexible Endoscopes 

(This procedure is recommended in the absence of specific 

directions from the device manufacturer) 

Trained Personnel 

• Personnel involved in the reprocessing of endoscopes should have the ability to read, 

understand, and implement instructions from manufactures and regulatory agencies as they 

relate to endoscopic disinfection. 

• The person(s) to whom the job of reprocessing endoscopes is given should have the 

opportunity to become completely familiar with the mechanical aspects of the endoscopic 

equipment. 

• Training should include familiarization with OSHA regulations and in-house policies on 

how to appropriately and safely handle liquid chemical germicides. 

• Training should also include information on the safe handling of instruments that are 

contaminated with body fluids after use. This should include familiarization with 

universal precautions. 

Cleaning of flexible endoscopes 

• Cleaning at the Examination Room 

Reflux of body fluids from the patient may occur in any of the standard channels. Cleaning of 

endoscopes and accessories should be performed promptly after removing the endoscope from 

the patient to prevent drying of secretions. 

I. Personnel should donne all personnel protective equipment. 

2. Prepare an enzyme detergent (e.g., Pro EZ or Pro .F:Z Plus) or one recommended by ihe 

scope manufacturer. 

AUG 2 - 1995 
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3. Gently wipe all debris from the insertion tube with a moistened gauze or the like. 

4. Place the distal end of the flexible endoscope into the water and enzyme detergent 

solution and aspirate through the biopsy/suction channel for 5-10 seconds or until the 

solution is visibly clean. Alternate aspiration of the detergent solution and air several 

times. Finish by suctioning air. 

5. Flush or blowout air and water channels in accordance with the endoscope manufacturers 

instructions. 

6. Transport the endoscope to the reprocessing area. 

Cleaning at the Reprocessing Area 

1. Attach any necessary water-tight caps to the electrical portions of the umbilicus. 

2. Before proceeding with any further cleaning steps, the flexible endoscope should be leak 

tested. (Refer to manufacturers leakage test instructions). Follow the manufacturers 

instructions if the instrument appears damaged. 

3. Fill a sink or basin with a freshly made enzyme (e.g., Pro EZ or Pro EZ Plus) detergent 

solution. 

4. Immerse the endoscope. All channels should be irrigated with copious amounts of 

detergent and tap water to soften, moisten, and dilute the organic debris. All detachable 

parts (e.g., hoods and suction valves) should be removed and soaked in the detergent 

solution. The insertion tube should be washed with detergent solution and rinsed. 

5. Use a small soft brush to scrub all detachable parts. 

"',. . . --
6. Use a brush to clean under the suction valve, air/water' valve and 'oiopsr-port openings . 

. ACCE~'ED .. 
WIth COM~'~~~'T3 

. in EPA Iwt.t(.l' Datl?d; 
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Cottrell 51O(k) K932922 Response Pacre 15 => 

1 'I (\. ,,? 
I r--

) 

.(/ 
I. 



7. Brush the entire suctionfbiopsy system including the body, the insertion tube, and the 

umbilicus of the endoscope in accordance with the manufacturer's instructions. 

8. Accessible channel(s) should be brushed to remove particulate matter, and the detergent 

solution must be suctioned or pumped through all charmels to remove dislodged material. 

Channel irrigators may be useful for this step. 

Fill all charmels with detergent solution and soak 2-5 minutes in accordance to the Pro 

EZ instructions. 

Rinse after cleaning: 

9. Rinse the endoscope and all detachable parts in clean wa ter. 

10. Rinse all charmels well with water to remove debris and detergent. 

11. Purge water from all channels and wipe dry the exterior of the endoscope with a soft 

clean cloth to prevent dilution of the Omnicide TMPlus disinfectant used in subsequent 

steps. 

Manual Disinfection 

12. Activate the Omnicide™Plus Long Life activated dialdehyde by adding the entire content 

of the Activator bottle which is attached to the Omnicide™Plus solution container. Recap 

the container and shake well. On activation, the solution immediately changes color to 

blue, thereby indicating the solution is ready. Use ProChek G Glutaraldehyde 

Concentration Indicator Test Strips after activation to determine that the solution is above 

the Minimum Effective Concentration (MEC) before use. 

Test the activated Omnicide™Plus solution using the ProChek G Glutaraldehyde 

Concentration Indicator at 68'F (20'C), before each use. 

13. Attach channel irrigators/adapters and cover the. biopsy port in accordance with the 

manufacturer's instructions. 

14. 
~. . Ai1I1Bf~!·:) 

Pour the activated Omnicide™Plus into an approp.riate .~~~~:~:~~". 
"-AUG 2 
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15. Completely immerse the endoscope in the basin of Omnicide TMPlus. Note: in order to 

prevent (!;tmage to the endoscope, DO NOT soak any other accessory equipment with the 

endoscope. 

16. Inject the Omnicide TMPlus solution into all channels of the endoscope until it can be seen 

exiting the opposite end of each channel. Assure that all channels are filled with 

disinfectant and that no air pockets remain within the channels. 

17. Cover the disinfectant soaking basin with a tight fitting lid to minimize chemical vapor 

exposure. 

18. Soak the endoscope for 45 minutes. Use a timer to ensure adequate soaking time. 

19. Before completely removing :he endoscope from the disinfecta.'lt, flush all channels with 

air to remove disinfectant. 

Rinse After Manual Disinfection 

20. ~inse 1: Fill a basin with two gallons of water (preferably sterile water). Place the 

endoscope into the basin and thoroughly rinse the exterior of the scope. Attach channel 

irrigators/adapters to the endoscope and flush with 500 ml of water through the chruUlel 

irrigator. Empty basin. 

21. Rinse 2: Fill a basin with two gallons of water (preferably sterile water). Place the 

endoscope into the ba.;in and thoroughly rinse the exterior of the scope and flush with 500 

ml of water through the chrumel irrigator. 

22. Purge all channels with air. 

23. Flush all chrumels with 70% alcohol until the ~!cohol can be seen exiting the opposite end 

of each channel. 

24. Purge all channels with air. 

25. Remove all adapters and devices. 
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26. Dry the exterior of the endoscope with a soft clean cloth. Do not attach detachable pans 

to the endoscope prior to storage. Storage of endoscopes with the removable pans 

detached lowers the risk of trapping liquid inside the instrument and facilitates continued 

drying of the channels and channel openings. To prevent the growth of waterborne 

organisms, the endoscope and all detached parts should be thoroughly dried prior to 

storage. 

27. Hang the endoscope vertically with the distal tip hanging freely in a well ventilated, dust­

free cabinet. 
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