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U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: .
osn *_ Office of Pesticide Programs ) Date of Issuance: *
ST “ATitimicrobials.Division (7510C) ' . )
Fd &'{, : .1200 Pennsylvaina Ave, NW . 69 - JAN 5 2005
§ g Washington, D.C. 20460 340-7 . : .
—_;; < ) b
%, 0«5 Term of Issuance:
4L proTE .
| NOTICE OF PESTICIDE: - Conditional
x_ Registration
_ Reregistration Name of Pesticide Product:
(under F[FRA; as amended) ' _ AN1004 EOGas 4

Name and Address of Registrant (include ZIP Code):

Mr. John Lindley
Andersen Sterilizers
Health Science Park
3154 Caroline Dr
Haw River, NC 27258

-Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by the Registration Division prior to
use of the label in commerce. In any correspondence on this product always refer to the above EPA registration number, '

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide, Fungicide and Rodenticide
" Act.

o1

X ] ) )
2’ “egistration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the environment, the
. . Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in connection with the

registration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it has been covered by others.

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

1. Submit and/or cite all data required for registration/ reregistration of your product under FIFRA

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

2. Make the following label changes:

a. Revise the EPA Registration Number to read, "EPA Reg. No. 69340-7".

{ q b. Under the “Precautionary Statements,” delete “may” from the first statement. It must read

“Causes irreversible eye damage and skin burns.”
3. Submit two (2) copies of the revised final printed label for the record.

If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA sec. 6(e). Your release for shipment of this product constitutes acceptance of
these conditions. ‘ :

A stamped label is enclosed for your records. If you have any questions regarding this letter,

please contact Jacqueline McFarlane at (703) 308-6416.
Sign

e¢lma Noble : , ' JAN 5 2006

"Product Manager 31
Regulatory Management Branch I

Date:

pproving Official:

ture of

Antimicrobials Division (7510C)
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Users must follow requirements of the GSHA Oooupetional Exposurs
Sandend o Eylen e (29 CFR 1910.1047). Use rdy i an Andareen
A N 1 004 E0Gas Series 4 Sterfitrer with a EDGse 48 Liner Bag and acoonfng to
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ingracient: Exhylens Oxide............ 7% . . T
Net Contents: 0.39 av. oz. (17.5¢g) c
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‘Dry cell batteries (must.be removed from the, instrument; .

- o  PReDVET (NSERT
Directions for Use: T
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It ’1s a vrolatlon of Federal law.. to:use this: productmn. manner-inconsistenti:with 1ts labelmg It is the

responsrbrlrty of the .employer: of:any: person engaged in the handlmg or- apphcatron of" 'thls product to

follow the requlrements of 29 CFR1910.1047 5 & wprst 2l i e, COPR TS B LT
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To be used only m ‘an E‘OGas 4 Sterrhzer for hospr al nredrcal and vetermary gas ,sterlllzatlon. , Before,
i 1
using, read sterilizer Owner’s Manual for complete sterilization instructions and additional precautrons.“ .
T!llll%ﬂl PI’NIIIGIS Hlllcll may, IIG I'I'OGOSSB! III an E0Gas A SIOHIIZOI‘. F b LA e e e
Adheswe tape o EETI

Airways - plastic, rubber, metal

and separately wrapped to avoid a spark), battery cases, bulbs
Anesthesia equipment - endotracheal tubes, masks, rubber tubing ;0. iz~ 1.r
Bandages, dressing sets (reuse plastic forceps), ., S aerenn
Bronchoscopes, gastroscopes, fiberscopes of all kmds o o .
Catheters - plastic, rubber, cloth e

LA eyt catht PTRE AR ekt RPN F A
Electncwrre whetherautoclavable ornot,, RS siiynor, 3 i s e, o
Electncal equrpment whetherautoclavable or not«= ‘o sl veenad T SATS
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ngh speed steel drrlls burrs ch13els e e A L e D s ot D i i
Optical instruments - scopes, cameras, lenses, mlrrors
Pamted‘eqmpment ‘netal,; wood SO U TS IO O A TR B BN 0 L B LA SO PP It E MR s, LY
Procedure Trdys /i .. i’ et a0 g T e :;E': a0 ol st ‘f::!.s;l‘ w3lg b
Rectal-tubes, douche tubes - rubber, plastlc Gt Lo Lt e il g 3 pand i i g
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Resplrators ‘corrugated tubmgl ot , ; N A KA IR TR R IR S L TR

Specula < plasticymetals, -0 * o i iheg e e Wo o mradtae ey e
Surgical instruments - steel, chrome plate, brass‘Plastlc\ R UL s ieraanitoel gudy e, i g
Sutures plastlc s1lk, cotton, stamless steel - o A “ic ©o
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5 ! ffS"' 5
Syrmges plastlc, rubber, glass bulb syrmges N T T T S _5(;,,,080,“,.”,, .
Tongue de sS0rS, apphcator strcks P
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Matenal o be sterlhzed by Ethylene Oxrde musl be metlculously cleaned' and dried. Coatm,,sccfary protem,}llke.dry pus,,
blood or feces, protect microorganisms and slow the stenhzatlon process You must always be sure to talc tke followmg
precdutions before sterilizitig: Wit EOGas 4% ol e el s o reans s G Do S stop g

: : et b
1. Disassemble and scrub all instruments in detergent and water to the most critical standard of cleanliness possible.

2. Be sure that items to be sterilized are physically dry before wrapping and processing. Towel drying or draining dry is
sufficient. Water on instruments at the time of exposure to Ethylene Oxide may react with the gas and reduce its




effectxveness | | ' S/ 7

3. Although Ethylene Oxide is a highly diffusible gaseous sterilant, occlusive caps, plugs or stylets must be removed from
instruments so that the gas can penetrate freely. Hollow bore needles and plastic or rubber tubing must be open and free
from plugs. Syringes must be packaged disassembled with the plungers out of the barrels.

If the nature of the material to be sterilized is such that the water treatments speclﬁed above are harmful and there is doubt
as to the level of humidity in which they have been stored (35% is ‘the minimum acceptable storage humidity); then
pretreatment in a sterilization liner bag having a saturated humidity will be necessary for an overall pretreatment routine
of 12 hours. Use the fcllowing procedure:

IIIJMIDICHIP’ ® - To humidify the contents of the sterilization lmer bag, wrap the items individually in paper or
cloth in the usual manner. Place them in a sterilization liner bag along with a Humidichip and an E_OGas 4

* cartridge. Do not activate the cartridge yet. -Place the purge tube into the sterilization liner bag and, usmg the
. Velcro strap, close the neck of the bag securely around the purge bobbin. After 12 _hours at a minimum
" temperature of 70°F (20°C), the sterilization cycle may be started normally.. -

You must wrap all 1tems individually in cloth or paper in the manner conventional for steam sterilization or in ANPRO
SEAL AND PEEL® Packagmg

ANPRO Seal and Peel Packaging offers a see-through peel open extended shelf hfe package, proven and designed to be
compatible with the EOGas 4 Sterilization System. No ‘other plastic. film packaging material may be used with EOGas
unless the user first carefully tests the material to be sure that Ethylene Oxide can penctrate the material adequately. o
Polyamrde (Nylon) and polyester (Mylar) ﬁlms and alummum foil are known to be inappropriate to use with Ethylene*
Oxide. -

Do not pack the sterilization liner bag so tnghtly that gas dlffusron may be slowed The gas must have unrestncted access
to all areas of the load.

Sterilization Methed with E8Gas 4
Be certain that all items have been prepared as described above. ”
Refer to the Owner’s Manual for detailed operating instructions for the sterilizer. o

Abbreviated operating instructions for EOGas 4 sterilizers:

Remove one DOSIMETER ® and cycle card from the dispenser box. Write the date and time sterilization will begm and

the date and time sterilization and aeration will be complete on the label. Attach the Dosimeter to its card. Take one

sterilization liner bag from the EOGas 4 dispenser box. Use a new EOGas 4 sterilization liner bag for each cycle. Place

the wrapped items to be sterilized into the sterilization liner bag along with one AN-1071 Humidichip and the Dosimeter

indicator card. Place the Dosimeter card so that it can be easily seen through the top of the bag. Place the Humxdrchlp in/ (
the bottom of the bag so that it will be nearest to the metal shelf.

Select one AN 1004 cartridge from the dispenser box. Remove the cartridge uigger guard. Place the EOGas cartridge, into
the sterilization liner bag.. Securely attach the purge probe bobbin to the mouth of the sterilization liner bag using the
Velero strap provided. If the sterilizer is equipped with a label printer, attach the printed pre-cycle label to the external
surface of the sterilization liner bag. If a multiple-bag sterilizer is being used and already has some loaded bags, purge the
sterilizer prior to loading the bag. Open the door to the sterilizer, place the sterilization liner bag on the shelf and connect
the purge probe to the purge tubing using the quick connect fitting provided. -

Once the bag is connected start the purge cycle. When the purge is complete as mdrcated by the display on the front of
the sterilizer vdl)lflet, grasp the cartridge through the sterilization liner bag and press the tngger button firmly. Press it all
the way so thet the head o fthe trigger reaches the cartridge wall. This action releases the gas from the cartridge into the
sterilization liner<bag. « Closc the door securely and select the cycle length. Thé door to the sterilizer will lock
autornatlcally ' ce ';‘ ‘

Leave the st°'111zetlon hr er Lug undisturbed in the sterilizer cabinet for the stenhzatlon and bag ventllatlon cycles, aﬁer
which' the stermzatron lingf vaj may be removed and opened.

After the ster-l- matenal has been removed from the sterilization liner bag, wrap the empty cartridge and bag in paper and
discard in the' t-“ash




Important-Varistions frem these Instructions e
23y v | :.l d

Any deviation from the procedures recommended in these instructions is made solely'at the users nsk EOGas 4
cartridges are designed to be used only in the sterilization liner bags prov1ded in the AN 1004 EOG( ”4 reﬁll k1t and
should be used exclusively in a genuine EOGas 4 sterilizer. You may not reuse any EOGas sterrllzatlon lmer bag

(ll"

Technieal description of the system o S i o
The EOGas Sterilizer cabinet is maintained at an internal temperature of 50°C The machine may also be conﬁgured fora
‘room temperature’ 30°C cycle if needed. , CGURE, v oy G w1 S

"The sterilization liner bag retains Ethylene Oxide untll it is"actively  purged from' the bag “and veritedto ‘the outslde
atmosphere or absorbed in an Andersen Abator™,’ speclﬁcally desrgned to be compatrble w1th an EOGas 4 ster111zer . ek

-~ . Y
'luf e T "”’""{

The AN1071 Humidichip will help maintain adequate relatlve humrdrty in the stenhzatxon lmer bag dunng the. cycle vy

The EOGas cartridge will deliver a dose of at least 500 mllhgrams per liter hours to the contents:of the sterilizationlifier
bag. Tests in our laboratory confirm that this dose will kill the most resistant spores known at 50°C.within the;sterilization
cycle providing that the spores have not been dehydrated or have been rehydrateduacc‘ording% to:our: instructions. Tl
3 hour sterilization cycle at 50°C is suitable for most loads. The 5 hour sterilization cycle is used for luniens: narrbwer
than 2 millimeters drameter or longer than 90¢m 3 feet) or for loads with large quantitiés of gas’ absorbent iterns ‘(suchas
plastic tubing or paper) S PR T e R .

The Dos1meter will* mdxcate ‘the ‘actual dose of Ethylene Oxrde delrvered by the EOGas cartndge A blue color change

reaching 1 the tnangle on the Désnneter scale mdrcateﬁ‘ "'ft’hat a dose.of Ethylene Oxide,, usually adequate.for sterilization, has
been dehvered ) ‘ RS IO RIS T J'.’; ‘-'s

Tosting the Hnem ol the EOGas Stel'lllzer

Monitoring sterilization efficacy is extremely important. The EOGas AN—1087 Dosimeter, placed in the most inaccessible part
of the load, will verify whether or not the gaseous sterilant penetrated to the core of the load in adequate concentration to assure

sterilization. In addition, an appropriate biological control, such as the EOGas AN1080 STERITEST‘” should be used at least
once per month to challenge the procedure and any time packaging is changed.

Humidification: Vacuum dehydration, chemlcal desnccatlon or prolonged exposure to ambrent relative hum1d1ty below

T

so changed, and hence reversion to normal sensitivity, does not seem to occur until they: have(been actually wetted or
placed in a 100% relative humidity atmosphere. Do not attempt to sterilize materials which may be carrying dried.spores
without first washing the articles with water and detergents. If the nature of the material is such‘that the water treatments
specified above are harmful, then pretreatment in a chamber having a saturated humidity ; at’ 20°C w1ll be! necessary ‘for an”
overall pretreatment routine of at least 12 hours. - . _ Mo

Aeration: 1t is incumbent on the user to confirm that a gas absorbent item, sterilized in Ethylene Omde," has been
adequately aired before it contacts living tissue. This is a particularly important warning {0’ those usmg plastlc or, rubber
items that directly contact tissue culture preparations, ova, semen or embryos. T S BRI

Failure to adequately air Ethylene Oxide absorbing materials may lead to contact chemical burns. The 3 hour, a3 e, e §
 sterilization cycle and 30 minute ventilation at 50°C called for in these instructions includes an adequate -amouft of txme b
to air items that do not absorb Ethylene Oxide. This includes all glass and metal items such as mstruments, gla..s synnges
and needles. Many plastic items absorb Ethylene Oxide, such as plastic tubing and anesthesia masks. Tbese 1tems,
well as large gas absorbent items such as silicone breast implants and plastic extracorporeal blood filters il féquire :
additional aeration before they can be safely implanted or used. Crerer. ¢
8 < ( 8 L

[P

Aeration may be accomplished inside or outside the sterilization liner bag. If the stenhzatron‘l_nen bag i 1s left msxde the
sterilizer at the end of the ventilation cycle, the contents of the bag will continue to aerate. If gas absorbent xtens are
removed from the bag they must be aerated in a dedicated area that is well-ventilated (at least 10 ﬁesh air exchanges per
hour). It is incumbent on the user to provide a safe aeration area if items from the sterilization liner bag are.removed from
the bag. , v

CLO
Cot

Andersen Products is prepared to determine product aeration times for our customers. Call customer servxce at
336-376-3000 for more information.
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Catalog number AN-1004 EOGas 4 Cartndge,
Active mgredlent Ethylene Ox1de J— .97. 0%
Inert ingredient ..... . 3.0% "
Total ..... 100.0%

Net contents each ca.ttndge 0.39 avoir. oz. (17 58
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AN308 ., Microprocessor,Controlled Sterilizer, Table-Top Cabinet 6 cubic foot, 168 liter capacity

ANSTD Mlcroprocessor Controlled St_'

R TS L

AN109D . EQGasf.LmetB@shnpul_se:Ss‘-aler. P 2 P

AMIOT1 . Humidichip RH Stabilizer Chips (25) - T
AN1080 .. Steritest Biological and Chemical Controls (11).- A
. ANB1D.. , Steritest Incubator .- - | AP :.,. 1 NP

W!;..EOG@%Exmse!r.e.hdic%tox,sﬂivs @00y - .-

pe

(~ DOSIMETER®, |P°@. SEAL AND PEEL®, and STERITEST® are

S v

registered trademarks oﬂersen Prnucts Inc.. . i
EOGas 4® is a registered | trademark of- Andersen Stenhzers Inc

B
\,“

EOGas U.S ‘Pt no-4,937,046 and 5,160,700. Humidichip U.S. Pét nb s'osz 636
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lizer, Free Standing Cabinet 10 Subic foot, | 280 liter capac:ty L , - R \. '_ '; ; ' ; L en
AN333 chroproccssor Controlled Stenhzer, High Capaity Cabinet B cubic foot, 913 liter capaclty ' ' ) ‘ : .
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Patems are pendmg on EOGas in: Canada, France Greax Bntmn, Germany, Italy, Japan, Spam

et

EPA REGISTRATION NO 69340-7 ; e

‘EPA‘ESTABLISHMENT NO:69340:NC-001 - - AP
Manufactired by: 0 o s T i - .
ANDERSEN STERILIZERS, INCo:p,«  * §o. VIR
Health Science Park 3154 & 3181 Caroline Drive . s
LHawaer North Catolinia27258-9789 USA ' e e
U.S. Distribution: .
ANDERSEN PRODUCTS,;INC.. .. 1., .: i RO
- Health Science Park 3202 Caroline Drive, . i S e
Haw River, North Carolina 272589789 UsA o
1-800-523-1276 www.anpro.com g NIeN
European Distributor: 5.t w00 R -
H. W. ANDERSEN PRODUCTS LTD. Lot L
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2“x200' (5em x 60m) Seal & Peel Packagmg Rol] Stock N
"x200' (Scm X 60m) Seal & Peel Packagmg Roll Stock o
5"x200' (12cm x 60m) Sedl &Peel Packagmg Roll Stock
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