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INTENDED USE

Sterllization: This solution should be used for the sterilization of heal sensitive medical equipment for which alternative
methods of slerilization are nol suitable. Medical equipment which should always be sterilized is that which is calegorized
as critical (e.g., used in procedures in which contact will be made with tissue that is notmally considered sterile).

High Level Disintection: This solution should be used for the high level disinfection of heat sensitive medical equipinent
for which slerilization is not practical. Medical equipment which should always be subjected to high fevel disinfection or
slerilization is that which will be used in procedures categorized as semi-crilical (e.g., used in procedures in which contact
will be made with mucous membranes or other body surfaces which are not normally considered sterile).

PRECAUTIONARY STATEMENTS
HAZARDS T0 HUMANS AND DOMESTIC ANIMALS

DANGER: Keep Out of Reach of Children. Direct contact may cause eye damage and skin irritation/damage. Do not get inlo
eyes, on skin or on clothing. Wear goggles or face shield and chemical resistant gloves when handling or pouring. Avoid
contamination of food. Use in a well ventilated area in closed containers.

STATEMENT OF PRACTICAL TREATMENT: In case of contact, immedialely flush eyes or skin with copious amounts of
water for al least 15 minutes. For eyes, get medical attention. Harmful if swallowed. Drink large quantities of waler and
call a physician immediately.

NOTE T0 PHYSICIAN: Probable mucosal damage fiom oral exposure may contraindicate the use of gaslric favage.
STORAGE AND DISPOSAL

Store at room temperature.

Solutlon Disposal: Discard residual solution In drain. Flush thoroughly with water.

Container Disposal: Do not reuse emply container. Wiap container and put In tiash.
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NFPA HAZARDOUS CHEMICAL CHART

Product Name: MaxiCide® Plus
Hazardous Chemicals: Glutaraldehyde
Route of Entry:

4 Inhalation

M Ingestion

 Skin/Eye Absorplion

Peisonal Protection: Chemical Resistamt
Gloves, Goggles or Face Shield
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MaxiCide

LONG LIFE REUSABLE ACTIVATED DIALDEHYDE
Slerilizing and Disinfecling Solution

———
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Recommended for use in hospitals, medical/dental clinics,
nursing homes, healthcare institutions and veterinaty clinics.

s g

Active Ingredient

Glutaraldehyde 3.4%
Inerl Ingredient  96.6%
TOTAL 100.0%

DANGER: KEEP OUT OF REACH OF CHILDREN
SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

Note: Contents of attached vial must be added to solution before this product Is elfective.
Sce “"DIRECTIONS FOR USE - ACTIVAIE.”

ONE GALLON (3.785 liters)



2008-2010

Text Box
9591.37

2011-2013

2014-2016


1-Gleg

010G 40 HOYINJag PSIEAIENN 10} ejEq Hotiedx] PUR QIR f0K)UOY

' ssed sape) NPty uny 9 opAl 1D mdPIS-18t1N 0y Jy UBAS ‘SAep
.<w3 LV AN 'OllIAION . oz e po sy 00 smur gangsd SpIp S 101033 Uop 2 0pAYopy
ONJ NIFHOS AtNI}-| w115 150Ny 051 43¢0 @) Hytd pure uopeanse wodu uoyinos 29y
“Ag pomasig T e . T
uonnjog parenioy ’ eq vojenlIY
s04 sjeg uapiendxy ’ OH 89180 0108

ejep )anpordsedesn pojjejop o0 joj y1esuj eOexaed o} 18joy
Y0}123)us|p 19A8] YO}y

10 voprInouySHONIN 1S ajaydinod 1o sty atieyoed aag “yowmdinbapuamnisuy o1) jo esn pepusju) eyl vodn yuepuedap sy pesn
191em a1 jo Aigenb org) 1ageam ajgeiod 10 1a1em oj1ogs Y Ano i) esujr pue uopnos eyl wosj juaudinhe pue sadjAep ooy

(Pl 01 eapeiiuenp) sjroq
wW1a)aq0a Ay Buppuy g *salodsopua enajiq jo sogqun obiey 10) 1daoxe ‘swspiediooanu suefoijed jie Aonsap o) (2,02) 4,89

18 SINUJU G JO WA € J0) HoRjoS g APLixery 1 Ajojojdinod saspaapauanidinba |eajpot esiatnn :uojiaajuysic 18Ae Yl

BoNEIAYS 1o NOREIIOJ /SUNINNSUY 0)adiu0d Joj p1asuy eBeyavd eas
“1a)em ojjtals Yiim ApyBnosoy) esugr pue enbyngoog eiols Bujsn

wonnjos oy wotp wadinba aaoway) “saiods sppqgns sopaeg pue sauabiorods wnmnso)d Dupagu) swspued 1001 jje seupid
01(2,02) .89 18 S1001] 4a) J0 NI & 10 HORNOG KBg ape)IERy i Aajdund saaapauaidnba jeapo esiaug uojjezing

suogannsur uoneuaepiaagyOupiea jeuopppe 10) pasuy alvyavd eag
UONIOS ST LDPIHIXERY UM DUl 21010 SININIISIY MOJIOL) JO SUNINY B} BSUN PUB BSUBDJT "UDJINIOS ST ,dPIOIXeRy ) Bujsisuiu)
210)3q spa0fqa Aip yhinas pue asun ‘ueag AQBno oty pawdiinba pue SIS jeapaty Jo uojiez)egs 10 uolaajusip ojojdiiod 10§

jesodsip opsem snopajy 10) suoyejnfies |eao) pie ajeys ‘je1apay
speandde e o) Bupioaae jo Pasodsip P PaARIOINE 2 PINDYS SPEYE APOY 110 pue Poojg “JHelIals 1o Juejajysp ol jo uojjeaydde
#10)2() S)I3((O PUE "SUDNY SIIC)INS M| W0 s paveags Alyinosony og 1smu spyrg) Apoq 13410 pue poojg L

lieujwejuoaag/dujues)y
VONOS PAILANIE Binpefar voyea o pue SGonansu) (euonippe 104 )1ast afexaed 23s

HORIOS PARARIE 10] PASH 100[IN0D AIRpu02as Aue o) poxij)e jpqe] e 10 30oq

Bop &t “Mopan 9oeds PapzIpuE R B0 UONCARIE Jo AjRP M) PI0aaY] s o) Apeas ) uonnjos Bupeapul Agaroqs ‘enq o) 10j0d sobued
ARDIEPMuIg doinjos ) woREAIIE U M IS PUE 000 0o e Qe 1o ag) o) (IR0 VORNS I P )IxeY
) O PRI SHEHGM) DINOE IRARIY 1) 0 SIUIID 81jud ) Gappe Ag 1oinjos SngE OPEINEIN 01} BIEAIIY UD(IeANIY
ONEVIIV ESTENTEM EN TESISNODNE WINNVIN Y N EDNO0UD SHIL 3S0 01 MV 1IVH3334 40 NOUVTOIA S LI

350 Y04 SNOILI3UIG




E) DIRECTIONS FOR USE

1. Activation
Activate the MaxiCide® Plus solution by adding the entire contents of the Activator bottle (which is
attached to the MaxiCide® Plus solution container) to the container. Place cap on container and
shake well. On activation, the solution immediately changes color to blue, thereby indicating solution
is ready to use. The solution should then be immediately tested with the Maxi-Strip Glutaraldehyde
Concentration Indicator Test Strip upon activation and prior to each use to assure glutaraldehyde
concentration is above the MEC. MaxiCide® Plus solution is intended for use in manual (bucket
and tray) systems made from polypropylene, ABS, polyethylene, glass-filled polypropylene or special-
ly molded polycarbonate plastics.
Record the date of activation (mixing date) and the expiration date on the MaxiCide® Plus solution
container label in the space provided, as well as in a log book or a label affixed to any secondary con-
tainer used for the activated solution. MaxiCide® Plus must be discarded after 28 days, even if the
Maxi-Strip Glutaraldehyde Concentration Indicator Test Strip indicates pass.

2. Cleaning/Decontamination
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 MaxiCide® Plus solution.
Cleanse and rinse the lumens of hollow instruments before filling with MaxiCide® Plus solution.
Refer to the reusable device manufacturer’s labeling for instructions on disassembly, decontamina-
tion, cleaning and leak testing of their equipment.

3. Usage
IT IS A VIOLATION OF FEDERAL LAW TO USE THIS PRODUCT IN A MANNER
INCONSISTENT WITH ITS LABELING.
a. Sterilization (Bucke Manual
Prior to immersing medical equipment/devices, test the solution with a Maxi-Strip
Glutaraldehyde Concentration Indicator Test Strip to assure that the glutaraldehyde concentration
is above its MEC.
Immerse medical equipment/devices completely in MaxiCide® Plus solution for a minimum of
10 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. Hi vel Disil ion (Bu Manu tem
Prior to immersing medical equipment/devices, test the solution with a Maxi-Strip
Glutaraldehyde Concentration Indicator Test Strip to assure that the glutaraldehyde concentration
is above its MEC.
Immerse medical equipment/devices completely in MaxiCide® 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 bovis (Quantitative TB Method). Remove
devices and equipment from the solution and rinse thoroughly following the rinsing instructions
below.
4. Rinsing Instructions
Following immersion in MaxiCide® 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 manufacturer’s labeling for rinsing instructions.
Sterile Water Rinse: Critical devices which are sterilized with MaxiCide® Plus must be rinsed with
sterile water.
Potable Water Rinse: 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.
The use of potable water for rinsing, increases the risk of contaminating the device or medical equip-
ment with pseudomonades 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

MaxiCide® Plus solution has demonstrated efficacy in the presence of 5 percent organic soil contami-
nation and a simulated amount of microbiological burden during reuse. The glutaraldehyde concentra-
tion of this product during its use-life must be verified by the Maxi-Strip Glutaraldehyde Concentration
Indicator Test Strip to determine the solution is above the Minimum Effective Concentration (MEC) of a
1.5% glutaraldehyde. This solution may be used and reused within the limitations indicated above for up
to 28 days after activation. MaxiCide® Plus must be discarded after 28 days, even if the Maxi-Strip
Glutaraldehyde Concentration Indicator Test Strip indicates pass.

G) MONITORING OF GERMICIDE TO ENSURE SPECIFICATIONS ARE MET
It is recommended that the MaxiCide® Plus solution be tested with the Maxi-Strip Glutaraldehyde
Concentration Indicator Test Strip prior to each usage. This is to ensure that the appropriate concentra-
tion 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 MaxiCide® Plus as a high level disinfectant
and/or sterilant, it is also highly recommended that a thermometer and timer be used to ensure that
optimum conditions are met. The pH of the activated solution may be periodically checked to verify that
the pH of the solution is between 8.0 and 9.0.

H) POST-PROCESSING HANDLING AND STORAGE OF REUSABLE DEVICES
Sterilized or disinfected reusable devices are either to be used immediately or stored in a manner to
minimize contamination. Refer to reusable device equipment mariufacturer’s labeling for additional stor-
age and/or handling instructions.

1) STORAGE CONDITIONS AND EXPIRATION DATE

1. Prior to activation, MaxiCide® Plus solution should be stored in its original sealed container at
room temperature.

2. The expiration date of the unactivated MaxiCide® Plus solution will be found on the bottom of the
immediate container.

3. The use period for activated MaxiCide® Plus is for no longer than 28 days following activation or
as indicated by Maxi-Strip Glutaraldehyde Concentration Indicator Test Strip. Once activated, the
solution requires no further dilution prior to its usage.

J) SAFETY INFORMATION
Emergency, safety, or technical information about MaxiCide® Plus solution can be obtained from
Henry Schein Inc. at 1-800-472-4346, or by contacting your Henry Schein Inc. representative.

K) 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 MaxiCide® Plus
solution can be obtained from Henry Schein Inc. at 1-800-472-4346, or by contacting your local Henry
Schein Inc. representative.

L) DISPOSAL INFORMATION
0.946 L (1 quart), and 3.785 L (1 gallon) size container must be triple rinsed and
disposed of in accordance with Federal, State or local regulations.

M) REORDER INFORMATION

Reorder Description Case Contains

101-1861 1 quart (0.946 L) 4 gts/case |
101-9585 1 gallon (3.785 L) 4 gals/case

101-1207 Maxi-Strip 15 strips/canister

Concentration Indicator Strips (16 canisters/case)

ENDOSCOPE REPROCESSING

A) INTENDED USE/DIRECTIONS FOR USE
MaxiCide® Plus is a liquid chemical sterilant and high level disinfectant for flexible endoscopes when
used according to the DIRECTIONS FOR USE (SEE SECTION E).

1. Germicide Level of Activity: MaxiCide® Plus 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 there-

fore, are required to be sterile. Sterilant: MaxiCide® Plus is a sterilant for flexible endoscopes
when used or reused, according to the DIRECTIONS FOR USE, at full strength for a maximum of 28
days or above its Minimum Effective Concentration (MEC) as determined by the Maxi-Strip
Glutaraldehyde Contentration Indicator Test Strip at an immersion tim

hours for a use period not to exceed 28 days.

Flexible endoscopes when expected to come in contact wﬂhout penetrahon of mucous membranes
are semi-critical devices and therefore may be high level disinfected.

High Level Disinfectant: MaxiCide® 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 the Maxi-Strip Glutaraldehyde Concentration Indicator Test
Strip at an immersion tim: mini according to the DIRECTIONS FOR USE
in SECTION E for a period not to exceed 28 days.

B) GENERAL PROCEDURE FOR HIGH LEVEL DISINFECTION OF FLEXIBLE ENDOSCOPES

(This procedure is recommended /n the absence of specific d/rect/ons from the device manufacturer)

1. Trained Personnel
a. Personiiel involved in the reprocessing of endoscopes should have the ability to read, understand,

and implement instructions from manufacturers and regulatory agencies as they relate to endo-
scopic 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 contaminat-
ed with body fluids after use. This should include familiarization with universal precautions.

2. Cleaning of Flexible Endoscopes

a. 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.

1. Personnel should don all personnel protective equipment.

2. Prepare an enzyme detergent or one recommended by the scope manufacturer.

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 blow out air and water channels in accordance with the endoscope
manufacturer’s instructions.

6. Transport the endoscope to the reprocessing area.

b. 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 manufacturer’s leakage test instructions). Follow the manufactur-
er’s instructions if the instrument appears damaged.

. Fill a sink or basin with a freshly made enzyme detergent solution.

. 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 detach-
able 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.

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

6. Use a brush to clean under the suction valve, air/water valve and biopsy port open-
ings.

7. Brush the entire suction/biopsy 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 deter-
gent solution must be suctioned or pumped through all channels to remove dislodged
material. Channel irrigators may be useful for this step. Fill all channels with
detergent solution and soak in accordance to the Maxizyme instructions.

3. Rinse After Cleaning

a. Rinse the endoscope and all detachable parts in clean water.

b. Rinse all channels well with water to remove debris and detergent.

¢. Purge water from all channels and wipe dry the exterior of the endscope with a soft clean
cloth to prevent dilution of the MaxiCide® Plus disinfectant used in subsequent steps.

4. Manual Disinfection

a. Activate the MaxiCide® Plus solution by adding the entire content of the Activator bottle which

is attached to the MaxiCide® 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 Maxi-Strip Glutaraldehyde Concentration Indicator Test Strips after activation to determine
that the solution is above the Minimum Effective Concentration (MEC) before use.

Test the activated MaxiCide® Plus solution using the Maxi-Strip Glutaraldehyde Concentration
Indicator at 68°F (20°C), before each use.

. Attach channel irrigators/adapters and cover the biopsy port in accordance with the manufactur-
er's instructions.

. Pour the activated MaxiCide® Plus into an appropriate sized basin.

. Completely immerse the endoscope in the basin of MaxiCide® Plus. NOTE: In order to prevent

damage to the endoscope, DO NOT soak any other accessory equipment with the endoscope.

e. Inject the MaxiCide® Plus solution into all channels of the endoscope until it can be seen exit-
ing the opposite end of each channel. Assure that all channels are filled with disinfectant and that
no air pockets remain within the channels.

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

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

h. Before completely removing the endoscope from the disinfectant, flush all channels with air to
remove disinfectant.

5. Rinse After Manual Disinfection

a. Rinse 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 mi of water through the channel irrigator. Empty basin.

Rinse 2: 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 and flush with 500 ml of water through

the channel irrigator.

. Purge all channels with air.

. Flush all channels with 70% alcohol until the alcohol can be seen exiting the opposite end of each

channel.

Purge all channels with air.

f. Remove all adapters and devices.

6. Storage

a. Dry the exterior of the endoscope with a soft (preferably sterile) cloth. DO NOT attach detachable

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

. Hang the endoscope vertically with the distal tip hanging freely in a well ventilated, dust-free cabi-
net.
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HENRY SCHEIN®
) MAXICIDE PLUS
! LONG LIFE REUSEABLE ACTIVATED DIALDEHYDE

A) INTENDED USE/DIRECTIONS FOR USE
MaxiCide® Plus long life activated dialdehyde solution is a liquid chemical sterilant
and a high-level disinfectant when used according to the Directions For Use.

1. Germicide Level of Activity: MaxiCide® Plus can be used at the following germicide levels of
activity:

Sterilant: MaxiCide® Plus 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 Maxi-Strip
Glutaraldehyde Concentration Indicator Test Strip at 68°F (20°C) with an immersion time of 10
hours for a use period not to exceed 28 days.

High Level Disinfectant: MaxiCide® Plus is a highl level disinfectant when used or reused,
according to the DIRECTIONS FOR USE, at or above its Minimum Effective Concentration (MEC)

as determined by the Maxi-Strip Glutaraldehyde Concentration Indicator Test Strip at 68°F {20°C)
with an immersion time of 45 minutes for a use period not to exceed 28 days.

. Reuse Period: MaxiCide® Plus has demonstrated efficacy in the presence of 5 percent organic soil
contarnination and a simulated amount of micro-biological burden during reuse. MaxiCide® Plus
SOLUTION MAY BE REUSED ONLY WHILE THE MINIMUM EFFECTIVE CONCENTRATION (MEC) AS
DETERMINED BY THE Maxi-Strip GLUTARALDEHYDE CONCENTRATION INDICATOR TEST STRIP,
PH AND TEMPERATURE MEET THE REQUIREMENTS BASED UPON MONITORING AS DESCRIBED IN
THE MaxiCide® Plus DIREGTIONS FOR USE. Efficacy of MaxiCide® Plus solution during its use-
life must be verified by the Maxi-Strip Glutaraldehyde Concentration Indicator Test Strip to deter-
mine that at least the MEC as determined by the Maxi-Strip Glutaraldehyde Concentration Indicator
Test Strip is present. This product must be discarded after 28 days, even if the Maxi-Strip
Concentration Indicator Test Strip indicates pass.

3. General Information: Choose a germicide with the level of microbial activity that
is appropriate for the reusable medical device. 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 or semi-critical device.
e A critical device routinely penetrates the skin or mucous membranes during use or are other-
wise used in normally sterile tissues of the body.
» A semi-critical device makes contact with mucous membranes but does not ordinarily pene-
trate sterile areas of the body.
Second, determine if sterilization or high level or intermediate level disinfection is required.
Critical device:
Sterilization is required.
Semi-critical device:
Although sterilization is recommended whenever practical, high level disinfection is
acceptable (e.g., Gl endoscopes, anesthesia equipment to be used in the airway,
diaphragm-fitting rings, etc.).
Third, determine the time required to achieve high-level disinfection or sterilization required
for the specified medical device.
. The germicidal activity of MaxiCide® Plus was demonstrated using stressed
solutions™ in performance, clinical and simulated use testing using the
following organisms:
Organisms
Spores ~
® Bacillus subtilis
Vegetative Organisms —
e Staphylococcus aureus
® Pseudomonas aeruginosa
Vegetative Organisms —
® Mycobacterium bovis
Fungi -
o Trichophyton interdigitale
Non-lipid Small Virus —
® Polio 2
Lipid Medium Virus -
® Herpes simplex ® HIV-1 (AIDS virus)*
*Testing was performed using MaxiCide solution which had been diluted to 1.5 percent using 5 percent bovine calf serum.
. Material Compatibility: MaxiCide® Plus solution is recommended for usage with medical
devices made from the materials shown below.
 polypropylene  vinyl and Tygon tubing**
* ABS  Nickel plating™
 polyethylene* e acrylic bar*
 polycarbonate ¢ polyethylene tubing*
* black oxide steel* * PVC*
* Mylar*
*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 DIRECTIONS FOR USE, RINSING (SECTION E.4), and dried according to manufactur-
er’s instructions.
. Pre-cleaning Agent Compatibility: MaxiCide® Plus 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 rinsing could effect the
efficacy of the MaxiCide® Plus solution by altering its pH.
B) CONTRAINDICATIONS
1. Sterilant Usage: Routine biological monitoring is not possible with MaxiCide® Plus solution and
therefore MaxiCide® Plus solution should NOT be used to sterilize reusable medical devices that
are compatible with other sterilization processes that can be biologically monitored.MaxiCide®
Plus solution should not be used for sterilization of critical devices intended for single use (e.g.,
catheters).

2. High Level Disinfectant Usage: MaxiCide® Plus solution should not be used to high level disinfect
a semi-critical device when sterilization is practical.

3. Endoscope Usage: MaxiCide® Plus solution is not the method of choice for sterilization of rigid
endoscopes which the device manufacturer indicates are cornpatible with steam sterilization.

C) WARNINGS

MaxiCide® Plus 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 irritation/damage. Do not
get into eyes, on skin or on clothing.
2. Avoid contamination of food.
3. Use in well-ventilated area in closed containers. 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 immediately.
Probable mucosal damage from oral exposure may contraindicate the use of
gastric lavage.
Emergency, safety, or technical information about MaxiCide® Plus solution can be obtained from
Henry Schein Inc. Hotline at 1-800-472-4348, or by contacting your Henry Schein Inc. representative.

D) PRECAUTIONS

1. Appropriate hand, eye and face protection, as well as liquid-proof gowns, should be worn when
cleaning and sterilizing/disinfecting soiled devices and equipment.More detailed information regard-
ing the handling of the products is included in the MSDS sheet available from Henry Schein Inc.

2. Contaminated, reusable devices MUST BE THOROUGHLY CLEANED 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.

4. The reusable device manufacturer should provide the user with a validated
reprocessing procedure for that device using MaxiCide® Plus solution.
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* Glostridium sporogenes

o Salmonella choleraesuis
e Escherichia coli

e Trichophyton mentagrophytes
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