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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

61J"lo~'1 II/riff 

Andersen Sterilizers, Inc 
3154 Caroline Dr. 

APR 09 1m 

Haw River, NC 27258 

Subject: 

Attention: 

EOGas AN-1004/5/6 
EPA Registration No. 69340-4 
Your Amendment Dated: 1/07/99 

Mr. Juergen Ballo, 
QA Manager 

The amendment referenced above submitted in connedion with registration under 
FIFRA, as amended, to update the product label is acceptable provided the following 
recommendations are addressed before you release the product for shipment. 

Label Recommendations: 

a) You should add the text, "IMPORTANT: For Professional Use Only," above the 
statement, "Users must follow .... oxide (29 CFR 1910.1047). 

b) All section headings should be in the same font. 

c) According to the Label Review Manual (2"d Edition) and Agency letter dated 10115/98, 
the statement, "Keep out of Reach of Children," should precede the signal word. 

d) The statement, "Do not contaminate water, food, or feed by storage or disposal," should 
immediately follow the "Storage and Disposal" heading . 

. 
e) The statement, "See user's manual for additional precautionary statements," should 

follow the "PrecaJJtjonary Statements" sect jon 
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t) "Environmental Hazards" statements must be added to these labels according to PR 
Notice 95-1. (See Ethylene Oxide Label Template for guidance). 

"Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans, or other waters unless in accordance with the requirements of a National 
Discharge Eliminations System (NDPES) permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. 
For guidance contact your State Water Board or Regional Office of the EPA. 

g) The "Physical/Chemical Hazards" section should be placed after the "Environmental 
Hazards" section. 

Manual Recommendations: 

I) On page 4, the "Container Disposal" section is not necessary since the text could be 
incorporated into the last paragraph. It could be revised to reflect the following: 

After the sterile material has been removed from the sterilizer bag, wrap the empty 
cartridge and bag in paper and discard in the trash. DO NOT REUSE EMPTY BOX. 
EMPTY CONTAINER, OR LINER BAG. 

2) On page 5, the statement, "Do not contaminate water, food, or feed by storage or 
disposal," should immediately follow the "Storage and Disposal" heading. Also. the 
"Shelf life" infonnation should be included in the "Storage and Disposal" section. 

3) "Environmental Hazards" statements must be added to the manual according to PR 
Notice 95-1. 

A stamped copy of the label and manual is enclosed for your records. Submit one (I) 
final printed label prior to the release of the product for shipment. rfyou have any questions 
regarding this letter, please contact Jacqueline Campbell at (703) 308-6416. 

... ' " 

Sincerely, 

UJn11vl1lti 
Velma Noble 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (751 OC) 

, 
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AN 
1004 

ONE KIT 
(CONTENTS: 25 Cartridges, 25 Liner Bags, 
25 Dosimeters", 25 Humldlchlps·. Each 
AN1004 cartrIdge contaIns 0.09 av. oz. 
(3.0 g) EOGas sterllant.) 

Manufactured by: ANDERSEN STERIl.IZERS.INC. 

Distributed by: 
ANDERSEN PRODUCTS. INC. 

Health Science Park· Haw River, NC 27258·9789 USA 

European Distributor: 
H.W. ANDERSEN PRODUCTS. LTD 
elaclon-cn-Sea· Essex e01S 4XA UK 

EPA Registration No. 69340·4 
EPA Esf.tblishmeflf No. 9417-NC-001 ( ED413 

PJN284B 123198 
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DANGER 
KEEP OUT OF REACH OF CH(LDREN 
Users musllollow the requirements of tile OSHA occupational 

e_posure standard lor ethylene Oxide (29 em 1910.1047) 

Acllve ingredient: Ethylene oxide. 
Inert ingredients: 
TOTAL ......... . 

DIRECTIONS FOR USE 

89.Q% 
...lJJtI. 
100.0% 

It Is a vtolaUon 01 rederal law 10 usc 1111', IlIo(IIICI HI ,I 11I;(lIlWI 

InconSlstefll willi lis ~tJclino_11 is Ihe lespOII~I!Jlhly 01 tile elllllluY~1 01 
any person engaoed in the handling 01 appllcalion Ollllls IHollm;1 10 
lollow IhI! requilemenls 01 29 cm t910.10H. To be used only In an 
EOGn ster~ilC( fOlltospllal. medical, and vel CI i(lalY Slerilllalilll\ HC~11 
packaoe Insert lor complete Slelilizalion IIlslrliclions and 31Jdliional 
precautions. 

STORAGE AND DISPOSAL 
STORAGE: Slam 111 a CO<ilI1~1CI] ami 0111 01 ili/{.'C/ SlIuil(i/II 

PESTICIDE DISPOSAL: Unwanted 01 expired toGas carlridges 
shoukJ be re1urned to the manufacturer for (Ji<;posal. Conlac! Andersen 
Pro!luclS, Inc. (tel. no. 336.376-30(0) tor inslruclions. 11 ur)wantetl or 
exp/red EOGas caflrfdoes cannot tle disposed of accordll1g to fa!)el 
instrocUons, contact yout State Peshcide or Envi,onmenlal Control 
AgenCy, or /he Hazardous Waste Represerllall¥e al are nearest EPA 
Regional OHice lor !juiilar.c;e. 

CONTAINER DISPOSAL: DO not reuse empty box, use(j 
cartridge, or used finer bags Wrap box, callf1dge, aM liller bags in 
paper and discard in trash 

TM 

.aJ§ 
~,ECGas'",.JIo:1~arel~ot~~.1tlC. 
EOOas u.s. Pill. no. 4.'nl.046ar>d 5.161J.1OO.l1tImllk1lop u.s. Pat no, 5.0a2.636 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

DANGER! CANCER HAZAnD AND REPRODUCTIVE HAZARD. 
CAUSES llU!EVERSlBLE EYE DAMAGE AHD SKIN BURNS, 

HARMfUL If INHALED. MAY CAUSE NERVOUS SYSTEM DAMAGE. 
00 NOT GET IN EYES. SKtN, OR ON CLOTHING. STORE AND USE 

WITH ADEDUATE VENTILATION. 

PHYSICAL OR CHEMICAL HAZARDS 

Ethylene I)xide gas is exlremety llammable. Do not use near Harne. 
electrical sparks, or hot surfaces. Ground all equipment 10 prevent 
Sialic s~larks 

STATEMENT OF PRACTICAL TREATMENT 
In all cases 01 exposure, get medical allell1ion immeCjlately. Take 
per~on to a doctor or emergency lreatment facility ,'II once. 

IF IN EYES: Hoi!! eyelids open and flush With a steady, oentle 
stream 01 wale! lor allc?SI 15 minutes 

If INHALED: Get exposed person 10 fresh air Keep warm. Make 
sure person can breathe lreely If breathing is dil1icull, give oxygen 
Call a physician even II no symptoms are presen!. Keep under 
mClfical o~servalioll SYlnploms may bc llelayed. !I breathing has 
Slopped, give arhllClal Icspna\lon Do not give anythiflg by mouth 
\0 an unconscious person 

IF ON SKIN: Immedialely waSil SKin with plenty 01 water while 
removing contaminated clothing and sMes. Call a physician. Aer· 
ate, wash, 01 clean contamin~led clothlnQ and discard fe~1l1er 

goods. 

IF SWALLOWED: Drink at least Iwo !jlasses of water. 01) nol 
moues vomJJJIIQ. Do nol oJveanyl/Jjno by mouth 10 an unconscious 
vlclim. call a phYSK:lan 

See user's manual tor addlUol1al precautionary 
statements. 
NOTE TO PHYSICIAN 

Elhy!elJl) oxide is a cas_ Skill expDsure Irom conlac/ Wim labrit. !lJoller 
or plastlc containing residUal ethylene oxide will commonly result in 
SlIm jrrilalion with ex1ensive blister jormaJioo. AI high concentrations 
severe conjunctrvitis Can occur. irritation ofJhe respiralOry traci may 
occur, butWilhoul acute lung edema. Symptoms 01 systemic intOXica
tion are headache, nausea. vomillng. incoordination. an(J car(jiaC 
irregularities. Treatmenl is symplomaliC 
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•• •• • •• ... • •• + 1I06l99,12;19PM 
ACCEPTED 

lIOi/h COMJ..u;;ms 
in EPA Letter Daled: • • • •• •• • • APR. 9 )999 • • • • • • • • • • • • • 

• • • • ••• • • • • • 

• • 

• • •• • • • • .. 

• •• 

••• • • •• • . .. 

•• 
tJnder /he Fe<iera/ lnse<:tlclde . 
l'ingiCid •• and ROdenticide Act as 
Iinlended, for tlte peStiCide, 

regislered under £~ 93: V 0-7 

~~ .~ 

'-'J 

S-
-.... 
Cf 



-+ 

j'~wl ••• 

ONE KIT 
(CONTENTS: 25 Cartridges, 25 Liner Bags, 
25 Dosimeters·, 25 Humldlchlp". Each 
AN1005 cartrldgo contalne 0.18 avo oz. 
(5.0 g) EOGIas atarllan!.) 

Manufactured by: ANDERSEN STERILIZERS. tNC. 
DIstributed by: 

ANDERSEN PRODUCTS. tNC. 
Health Science Park· Haw River, NC 27258 USA 

European Distributor: 
H. W. ANDERSEN PRODUCTS LTD. 

Claclon-On-Sea· Essex e01S 4XA UK 

EPA ReciStration No. 69340-4 < L: 
EPA EstabliShment Nc. 9417-NC-DDl ~ 0413 

PIN 2849123198 
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DANGER 
KEEP OUT OF REACH OF CHILOREN 

Usets must fOllaw file requirements allife OSHA occllpaliol!al 
8ltposLlre standard lor ethylene OX'lde (29 CFR 1910,1047) 

Active Ingredient: Ethylene oxide .. 90,0% 
Inert inaredient . .. ~ 
T olal: . 100.0% 

DIRECTIONS FOR USE 
It Is a violallon 01 federal la ..... to use tillS product 10 a manner 
inCOlISislen! with lis JabeliJJa. II is 100 rBSPOnsibWly 01 file employer 
01 any person engaged in tile lIandlinqor application of tillS prOtluct 
to lollow tile requirements 01 29 CfR 19tO 1047. To be used onty 
Inan EOGas steriUzar lor 110spllal, medical. ~nd ~elerinary steriliza
tlon. Read package Insart lor complete sterillzallon Instructions a nd 
addillonal precautions. 

STORAGE AND DISPOSAL 
STORAGE: Store In a cool place and out 01 direct sunlighl 

PESTICIDE DISPOSAL: Unwlnfed or expired EOGas cartridges 
sllould be returnea to tile manufacturer lor disposal. Contact 
AndefS6f1 Products. Inc. (leI. no. 336-376-3(00) lor instructions. If 
unwanted or expirea EOGas cartridges cannot be disposed 01 
according 10 bbel inslfuctions. contact your Slate Pesticide or 
Environmental Control Agency, or the Hazardous Wasle RepreSen· 
tatlve althe neareSI EPA Reoiona! DHice Jor ouinance 

CONTAINER OISPOSAL: 00 not rBUse empty box, used carlfl(joe, 
or used lIner baas. Wrap box. cartridge. and nner bagS '11"1 paper 
and discard in the Irash 

TM 

OoSJme!er'. EOOas",an<I i1IJmoddlto- are lf3CJem¥kSfJ Anlletsen prMUCls. I~c. 
!:(Xi;e u.s Pill. 1'10 4,931 ,().I6and 5.160Joo. fWnidOCflip US Pill. no. 5,0Il2.£.:l6 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

DANGERI CANCER HAZARD AND REPRODUCnVE HAZARD. 
CAUSES IRREVERSIBLE EYE DAMAGE AND SKIN BURNS. 

HARMFUL IF INHALED. MAY CAUSE NERVOUS SYSTEM DAMAGE. 
DO NOT GET IN EYES, SKIN, OR ON CLOTHING. STORE AHD USE 

WITH ADEQUATE VENTILATION. 

PHYSICAL DR CHEMICAL HAZARDS 

EIIl\,lerte olide gas is 61tremefy lIammab!e. 00 not use near Harne. 
electrical sparkS, or hOt surfaces. Ground all equipment to prevent 
Slaflc SlmkS. 

STATEMENT OF PRACTICAL TREATMENT 
In all cases 01 exposure. ge! medical anention immediately. Take 
person to a doctor or emerDcncylreafmeflt Jacilify. 

IF IN EYES: HOld eyelids open aml1iush WIth a steady. gentle stream 
01 waler lor at least 15 minutes. 

IF INHALED: Gel exposed person 10 Jresllair. Keep warm. Make sure 
person can breal~e Jreery. II breathing is diUicult. aive 0tYgefi. call a 
physician e~en if no symptoms are present. Keep under medical 
observation. Symptoms may be delayed. II b(eathifllJ has stopped. give 
artificial respiration Do nol give anythino !Jy moulh to an UncOnsCIOUS 
perSon 

IF ON SKIN: Imrnedlall:1y wash skin with pleilly 01 waler wtllH; 

removil1g contaminated do!11ing and shoes. call a physician. Aerate. 
waSh. or Clean contaminated cloth'lng and discard leather goods. 

IF SWALLOWED: Orink at least two glasses 01 water. Do not 
induce vomllino. Do 1101 give anyll1ll1(1 tly moullllO an ul'IConscious 
vlClim. Call a physician. 

Saa usar's manual tor additional precautionary 
statements. 
NOTE TO PHYSICIAN 

EflJyfeneox/dtiSa gas. SIdo exposure /fomoontactWirtT fabric. rutlber 
or plastic containing residual ethylene oxide will commonly result in 
sJrln ifrilaliOn wilh e.\'lenSiVll !>lisler lorma/ion. AI hlDn conamlraliolls 
severe conjuflCtivitiS can occur. Irritation 01olh8 respiratory tract may 
occur, t1ulwithoulaCule JunO edrum. Symploms 01 syslemJc Inlmica
lion are l\eadache. nausea. vomiting. incoordination, and cardiac 
Ifregu~rities. Treatment is symptomatiC. 

PIN 2849 123198 
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ONE KIT 
(CONTENTS: 25 Cartridges, 25 Liner Bags, 
25 Doslmeler", 25 Humldichlp". Each 
AN1006 cartridge contains 0.39 avo oz. 
(11.00 g) EOGas slerUanl.) 

Manufactured by: ANDERSEN STERILIZERS, INC. 
3154 Caroline Drive· Haw River, NC 27258 U.S.A. 

Distributed by: 
ANDERSEN PRODUCTS, INC. 

3202 Caroline Drive. Haw River, NC 27258 U.S.A. 
European Distributor: 

H. W. ANDERSEN PRODUCTS, LTD. 
Clacton-Dn-Sea· Essex C01S 4XA U.K. 

EPA Registration No. 693<10-4 ( E 
EPA Establishment No. 9417-NC-QOl 0413 

~ ~ 
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DANGER 
KEEP OUT OF REACH OF CHI LOREN 
Users must rollow lire requirements of tile OSHA OCCQP;1f1Onai 

exposure standard tor ethylene O~idr. (~0 em 1010 1 n·17) 

Active ingredient: Ethylene oxide 
Inert Ingredienf: . 
Total: 

DIRECTIONS FOR USE 

%.0% 
-1.11'1> 
1000% 

It (s a violation 01 FeiJelal law 10 use tillS plurJllcl III J 11I,IIIlICI 
IncDJlsJsIentwithlls 1abt!lill{/.!I is lIle fespolisibi!ilyof Uleempfoyer 
01 any person engaged in the handling or application 01 this product 
to loUow the reQuu-emenJs 0129 (;HI1910.1 047. To be used only 
in an EOGas sterilizer lor hospital, medical, and veterinary steriliza
tion. Read package insert lor complete Sierilrza lion mslr uctrons and 
additional precautions. 

STORAGE AND DISPOSAL 
STORAGE: Store in a Cool place ana out 01 direct sunligllt 

PESTICIDE DISPOSAL: Unwanted or eXpired EOGas cartridges 
should be returned to the manufacturer lor dispasal. Contact 
Andersen Products, 1m:. {tel. no, 336-376-3000j for instructions. If 
unwanted or expired EOGas cartridges cannot be disposed 01 
accordin" to label instructions, eoRlael your Slate Pesticide or 
Environmental Control Agency, or the HazardOUS Waste Represen· 
talive at lIle nearest EPA Regional Olliee lor (JUiDanee. 

CONTAINER DISPOSAL: Do no! mU~I~ empty bru. vsr!1 [Jr
Iridge, or used liner bags Wrap !JOx, caltrlclge, and IllIel bays III 
paper and discard in the trash. 

TM 

.aJ§ 
Do9n~. [eGos", <WIG Hl/miOich¢ ¥elrademark$(1 AIIIler581 Products. roc; 
[OC~1S U S Pat 00. ~_9Jl.1)46aod 5.160.100 I-tJmiOicl'llp U,S. Pac nO. 5.002.636 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

DANGERI CANCER HAZARD AND REPRODUCTIVE HAZARD. 
CAUSES IRREVERSIBLE EYE DAMAGE AND SKIN BURNS. 

HARMFUL IF INHALED. MAY CAUSE NERVoUS SYSTEM DAMAGE. 
00 NOT GET IN EYES, SkfN, OR OHClOTHfHG. STORE AHO USE 

WITH ADEQUATE V£NTlLATION. 

PHYSICAL OR CHEMICAL HAZARDS 
Ethylene oxide gas is extremefy lIammable. Do not use near flame, 
ele<:llIcal sparks. or hal surfaces, Ground all equIpment to prevent 
stalk; sparks. 

STATEMENT OF PRACTICAL TREATMENT 
In all cases 01 exposure, gel mediCal attention immediately. Take 
person to a doclor or emergency Ileatment facility. 

IF IN EYES: Hold eyelids open and Uustl with a steady, gentle 
stream 01 water lor at least 15 minutes. 

IF INHAlEO: Gel exposed person 10 Iresh air. Keep warm. MaKe sure 
person can brealhllireely. II brealllinQ)s difrlCuJI, Qiv8 oxygen. Gall a 
physician even if no symptoms are present. Keep under medical 
observation. S~mplOllls m~y he delayW. II breathing haS stopped, giVil 
Jrllircla! rr.splla\!on. 00 nol give anyliling by mouth 10 an unconscious 
person 

IF ON SKIN: Immediately wasil skin with plenty 01 water wilde 
rtJffl()Vi(IIJ COfIlamiflaled cJofhlnq and Shoes. caN a physici.tn, Aerale. 
waSh. or cloan eolll3mlrr.aloiJ cloUIIIIQ and lllscarrJ 10a1llor \IOOtl5 

IF SWALLOWED: DrInk at leasl two g!asses o(waler. 00 nol induce 
vomitillg. Do IIOt Oive aflY\hiiTg by mouth to an uoconscious victim, Call 
01 phySIcian, 

See user's manual for additional precautionary 
statements. 

HOTE TO PHYSICIAH 
Ethylene oxide is a gas. Skin exposure 110m contact With labrie. rubber 
or plastic containing residual ethylene oxide WIll commonly lesull in 
Skin irritation wilh extensive bl'rstet formation. AI h'l!l/l concenlranollS 
severe coniunctivitis can occur. Irritatioll of tf\a respira!ory trac! may 
occur, but willlout acute IUIlO edema. Symptoms of Systemic Intoxica
rion are /!earJache, nausea, vomitin", incoordinatiOlT, alld cardiac 
irregularities. Treatment is symptomatic. 

PIN 2852 123198 
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Gaseous Sterilant for 
50° C Sterilization 

Directions for Use: 
EOGas Cartridges 

) 

) 

Distributed by: 

~ ACCEPTED 
. With COMMENTS 
in EPA Letter Dated: 

APR 9 1999 
Under lIIe ~ In_cide, 
F'IIngi0de, and Rodenticide Act as 
amellCled, for !he peo~cide, 
J~ IL\Ider EPA Reg. No. 

(p 93-ro-r 
,,""M>, ... DERSEN 

C E: 0413 

60110 

AN1004 • AN1005 • AN1006 
Directions for Use 
EOGas Cartridges 
AN1004 • .AN1 005 • AN1006 
It is a violation of Federal law to use this product in a 

manner inconsistent with its labeling. It is the 

responsibility of rhe employer of any person engaged 

in the handling or application of this product to follow 

the requirements of29 CFR 1910.1047. 

CAUTION: 
Do not remove the trigger guard until just before 
you place the cartridge in the sterilizer bag. 

To be used only in an EOGas Sterilizer for hospital, 

medical, and veterinary sterilization. Before using 
read package insert for complete sterilization 
instruCtions and additional precautions. 

Typical Products which may Conveniently be 
Processed in an EOGas Sterilizer 

Respirators, corrugated cubing 

Bronchoscopes, gascroscopes, fiberscopes of all kinds 
Procedure Trays 
Catheters - plastic, rubber, cloth 
Tubing - plastic, rubber, metal, glass, clOth 

Anesthesia equipment - endmracheal tubes, masks, 
rubber tubing 

Adhesive tape 
Bandages, dressjng sers (reuse plasric forceps) 

Syringes - plaStic, rubber, glass, bulb syringes 
Gloves - rubber, plastic, cloth 
Surgical inscrumencs - steel, chrome place, brass, plasric 
Optical instruments - scopes, _cameras, lenses, mirrors 
Electrical equipment - whether aucociavable or not 

Painted equipment - meral, wood 

High speed steel - drills, buers, chisels 

Airways - plastic, rubber, metal 
Fabric - doth, rubber, plasric, leather 

Electric wire - wherher autoclavable or not 
Dry cell batteries, battery cases, bulbs 
Sutures - plastic, silk, cotton, stainless steel 

Tongue depressors, applicaror sricks 

Rectal tubes, douche tubes - rubber, plastic 

Specula - plastic, metal 

Preparation of Material for Sterilization 
~aterial to be sterilized by EOGas must be me<iculously 

clean and dry. Coatings of dry protein, like dry pus, 
blood oc feces, proreer microorganisms and slow the 

sterilization process. You must always be sure to take the 

following precautions before sterilizing with EOGas: 

2 



1. Disassemble and scrub all instruments in detergent 

and water co 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 EOGas may react with the 
gas and reduce its effeCtiveness. 

3. Although EOGas is a highly diffusible gaseous 
scerilant, nevertheless occlusive caps, plugs or Sty lets 

muse be removed from jnsrrumems so that the gas 
can penetrace freely. Hollow bore needles and plasric 
or rubber cubing must be open and free from plugs. 
Syringes must be packaged disassembled!.~(!:tP\1li:() 
plungers out of the barrels. with COMMENTS 

in~:A Le~~,~d: 
)rhe nature of (he material to be sterilizeM'ii's such)that 

,ne water trea(menrs specified ab'fil\cil,r(thlJ,"fI.'!.~1 fnhen 'cide 
pretreatmenr in a sterilizer bag~@ie,~~deA~tas 
humidiry will be necessary for an _~!a:tl!epm!ialde. 
routine of 8 hours. Use the followHi~FIi~~d'IJ!I!II EPA Reg. No. 

To humidify the COntentS of the sterilizer bag. w¥.i,'l; C{O-Y 
items individually in paper or cloth in the usual manner. 

Place them in a sterilizer bag along with a Humidichipl!, 

a Dosimeter~ and card and a cartridge of EOGas from 

which the trigger guard has been removed. Heat seal 
the srerilizer bag and place it in the EOGas sterilizer 

WITHOUT pressing rhe camidge trigger. After 4 hours. 
remove the bag from the EOGas sterilizer and leave it at 

room remperawre for another 4 hours. Then, wirhout 

Fening the sterilizer bag, grasp rhe cartridge of EO Gas 
<trough the wall of the sterilizer bag and press the rrigger 

button firmly. Put the sterilizer bag with the activated 
cartridge back in the sterilizer cabinet for a normal length 

16 hour sterilization cycle. 

You must wrap all items individually in cloth or papet 
in the manner conventional for steam sterilization or in 

ANPRO Seal and Peel® Packaging. 

ANPRO Seal and Peel Packaging offets a see-through. 
peel open. extended shelf life package. proven and 
controlled to be compatible with the EOGas Sterilizing 
System. No other plastic film packaging material may 
be used with EOGas unless the user first carefully tests 
the material to be sure (hat EOGas can penerrare it in 

adequate concentration. Polyamide (Nylon) and polyester 
(Mylar) films are known to be inappropriate to use with 
EOGas. In as much as Seal and Peel is waterproof. you 
must include an AN 1 071 Humiciichip RH Stabilizer in 
each Seal and Peel package. 

3 

Do not pack the sterilizer bag so tightly with cloth or 
gauze that gas diffusion may be slowed. 

Sterilization Method with EOGas Sterilizer Cabinet 
Be certain diat· all items have been prepared as described in 
paragraph 2 above. 

Initiate the purge cycle (refer to the Owner's Manual for 

the specific instrunions for the EOGas sterilizer cabinet 

you are using). The air in rhe cabinet wiH be purged by a 

high capacity blower, removing the residual sreriianc from 
the air in the cabinet. This takes five minutes. 

While the cabine[ is being purged, remove one Dosimeter 
and card from the dispenser box. Write the date and eime 
sterilization wjH begin and the date and time sterilization 

and aeration will be complete on the label. Attach the 
Dosimeter [Q its card, take one sterilizer bag from the 
EOGas dispenser box and place the wrapped ieems CO be 
sterilized inco the sterilizer bag along with one ANI071 
Humidichip and ehe Dosimeeer indicarar end. Place the 

Dosimeter card so that it can be easily seen ehrough che 

top of (he bag. Place the Humidichip in the boctom of the 
bag so that it will be nearest to the metal shelf. 

Seleer one EOGas cartridge from the dispenser box. Be 
certain that the number printed on the EOGas cartridge 
corresponds wirh rhe number primed on ,he s[erilizer bag 
you have chosen. Remove the cartridge trigger guard. Place 
the EOGas cartridge inco the sterilizer bag. Press the excess 
air out of the sterilizer bag and heat sea) it. 

Grasp the cartridge through the htat sealed sterilizer bag 
and press the trigger button firmly. Press it all the way so 
that [he trigger reaches the cartridge walL This action 

releases the gas insranrly from ehe canridge into the 
sterilizer bag. 

When the purge is complete (refer to Owner's Manual for 
the EOGas sterilizer model you are using for specific 
instcuctions} on the front of the EOGas seerilizer indicating 
that the cabinet has been purged and the sterilizer door is 
unlocked, place [he sterilizer bag on a shelf in the sterilizer. 
Close the door securely. Jr will lock auwmacicaHy in about 

two minutes. For EOGas sterilizer models with label 
printers see the Owner's Manual. 

Leave {be sterilizer bag undisturbed in the sterilizer 
cabinet for 16 hours after which the sterilizer bag may 

be removed, opened and its sterile comeors used. 

Container Disposal 
Do nor reuse empty box, empty cartridges or liner bags. 

Wrap box. cartridge and bags in paper and discard in 
trash. 

4 



Important· Variations from these Instructions 

The user must not deviate from these instructions. EOGas 
carrridges are designed to be used only in the sterilizer 

bags provided in ,he EOGas refill dispenser. 

You may nor reuse any EOGas sterilizer bag. Any 
deviation from rhe procedures recommended In these 
instrucrions is made solely at the users' risk. 

Technical description 01 the system 

The EOGas Sterilizer cabinet is thermostatically 
controlled to assure an internal temperature of 50°C. It 
is provided with a dual-volume exhaust system: low

volume during the sterilization cycle for economy and 
high-volume for purging juSt before opening the door. 
The purge cyete will lower the cabinet temperature for a 

few minutes, bue it will return to 50°C shordy after the 

l)Qr locks. 

The sterilizer bag is a gas diffusion membrane reraining 

EOGas long enough to sterilize its contents and then 
allowing the gas (Q diffuse inco the cabinet atmosphere 
from which it is vented harmlessly to the outside 

atmosphere. 

The ANI071 Hurnidichip will maintain the contents 
of the sterilizer bag at a relatiye humidity of greater than 

30% at 50°C. 

The EOGas cartridge will deliver. dose of at least 500 
milligrams per liter hours co the contentS of the sterilizer 

bag. Tests in Our taborawry confirm that this dose will 
'-~It the most resistant spores known at 50°C within the 
... /J hour cycJe provjdjng rhar rhe spores have been 

rehydrated according to Qur instructions. 

The Dosimeter will indicate the actual dose of ethylene 

oxide delivered by the EOGas cartridge. A blue color 
change reaching the triangle on the Dosimeter scale 
indicates that a dose of ethylene oxide, usually adequate 
for sterilization, has been delivered. 

Shelf Lile 

Each cartridge is marked with an expiration date. 

Storage and Disposal 

Storage: Srore in a cool place our of direcr sunlight. 

Pesticide Disposal: Unwanred or expired EOG.s 
cartridges should be rerurned to (he manufacrurer for 

disposal. Contacr Andersen Products, Inc. (tel. no. 336-
376- 3000) for ins(fuctions. If unwanted or expired 
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EOGas cartridges can nor be disposed of according to label 

instructions, contact your State Pesticide or 
Environmental Control Agency, or the Hazardous Waste 

._R.epre~e!ltativ.e at the-"earest EPA Regional Office for 
guidance .• 

Container Disposal: Do not reuse empty box, used 

carrridge, or used liner bags. Wrap box, carrridge, and 
liner bags in paper and discard in ordinary trash. 

Testing the Efficacy 01 the EOGas Sterilizer 

Monitoring sterilization efficacy is extremely important. 

The EOGas ANI087 Dosimeter, placed in the most 
inaccessible part of the load, will verify whether or not 

the gaseous sterilanr 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 ro challenge rhe procedure. 

Aeration: It is incumbent on [he user to confirm that a 
gas absorbent irem, sterilized in EOGas, has been 
adequately aited before j( contaCts living tissue. This is 

a parricularly important warning to those using plastic or 

rubber items that direcrly contaCt (issue culcure 
preparations, ova, semen or embryos. 

Humidification: Vacuum dehydration, chemical 
desiccation or prolonged exposure to ambielH reiacive 
humidity below 30% have been demonstrated to produce 
spotes highly resistant to sterilization by EOGas. 
Rehydration of spores so changed, and hence reversion (Q 

notmal sensitivity, does not seem cooccur until they have 
beenacruallywerredorplaced in a 100% relative humidicy 
atmosphere. Do not attempt to sterilized 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 ~ve 

are harmful, then pretreatment in a.alritlvoo~ 
saturated humidity at 50°C will bl" /i,!'~~~at&d: 
overall pretreatment routine of ar least ~rs. 9 1999 

Precautionary Statements ::~~ r:e~aJodln~cide, 
O E t I FI bl ' ennCldeAct .. 
anger: x reme y amma emended, for the pesticide, 

Keep Out of Reach 01 ChildrMstered under EPA Reg. No. 
Do lIot Breathe EOGas. &2 Cf 3 )I'D - Y 
The EOGas Cartridges contain liquid and gas under 
pressure. Do not use near fire, heated surface, or flame. 

Do not smoke near [he sterilizer while loading and 

"nloading it. Sterilize batteries wrapped individually and 
separately from ~heir electrical instruments. 

Avoid breathing EOGas vapor. Brearhing EOGas '.""por 
is harmful. If you can smell EOGas you are breathing 
roxic amounts. In concentrated amounts EOGas 
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sterilizing gas is as irritating to the lungs and mucous 

membranes as is ammonia gas. 

As with other chemical vapors, there is a chance of an 

occasional allergic response to EOGas in a sensitive 

individual. Such individuals should not handle EOGas, 

and should neither breathe irs vapors nor allow materials 

sterilized in it to (orne in concaet with their skin Or 

muCOus membranes. 

All users must avoid (onractwi th skin, eyes and clothing. 

Jf conran wirh liquid EOGas occurs, users must 
immediately remove all contaminared clothing, including 

shoes. Flush skin or eyes with plenty of water for at leaSt 
fifreen minutes. If liquid EOGas has gotcen into your 
eyes, immediately see a physician for further treatment. 

Effects of Overexposure to Ethylene Oxide: May be fatal 
if inhaled in high concentrations. May cause irritation of 
respirarory ttaer, chest tightness, headache, nausea, 

'jomiting, diarrhea, light-headed feeling, dizziness, 
weakness, drowsiness, cyanosis, loss of coordination, 
convulsions, coma, delayed lung injury (fluid in lungs), 

immediate or delayed skin irritation and blisters, allergic 
skin. 

Other Possible Delayed Health Effects: May cause nervous 
system injury, cataracts, adverse reproductive effeers, 
chromosomal and mutagency changes, and cancer. 

PEL: 1 PPM-TWA Ethylene Oxide (OSHA - 29 CFR 
1910.1047 

STEL: SPPM-excursion limit, 15 minutes 
ODOR: Eeher-like in high concencrations. Exposure to 

toxic levels may occur without warning or 
detection by (he user 

'{)ee label or instructions for additional precautionary 
!tatements and statements of practical treatment. 

Aeration: Failure to adequately air ethylene oxide 

absorbing materials may lead to contaCt chemical burns. 

The 16 hour sterilization cycle time at 50·C called for 
in chese insccuccions includes an adequace amount of time 
to air most tubes, masks and the like. Large gas absorbent 
items like silicone breast implants and plastic 

ex (facorporeal blood filters may require additional 
aeration before they can be safely implanted or used. 

Aeration will progress more rapidly outside of the 

sterilizer bag. Andersen Products is prepared to 

derermine aerarion rimes for unusual proou([s for our 

cusrorners. Call cusromer service at 336-376-3000 for 

more information. 

Operator Exposure: Chronic exposure to concentrations 
of echyleneoxide (rhe acrive ingredienr in EOGas) above 

1 ppm may be dangerous to your health. All operators 

of ethylene oxide gas sterilizers must be tested for 
ethylene oxide exposure at frequent incervals. 
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Statements of Practical Treatment 
If all cases of exposure, get medical attention 

immediately, take person to a doctor or emergency 
__ ~ .treatmen,-facility. ~ 

If in Eyts.: Hold eyelids open and flush with a Steady 
gende stream of water for at least 15 minutes. 

Iflnhaled: Gerexposed pecson co fresh air. Keep warm. 
Make Sure person can breathe freely. If breathing is 
difficult, give oxygen. Call a physician even if no 
symptoms are present, 

Keep under medical observation. SymptOms may be 
delayed. If breathing has StOpped, give artificial 
respiration, preferably mourh-to-mouth. Do nOt give 

anything by mouth to an unconscious person. 

Ifon Skin: Immediately wash skin with plenty of water 
while removing contaminated clOthing and shoes. Call 
a physician. Aerate, wash, orclean contaminated clothing 
and discard leather goods. 

IfSwaUowed: Drink at least tWO glasses of water. Do not 

induce vomiting. Do not give anything by mouth ro an 
unconscious victim. Call a physician. 

See label or instructions for additional precautionary 
statements and statements of practical treatment. 

Note to Physician: E(hyiene Oxide is a gas. Sk,n 
exposure from COntact with fabric, rubber or plasric 
containing residual ethylene oxide will commonly result 
in skin irritation with extensive blister formation. At 

high concenrr3tjons severe conjucriviris can occur 

Irritation of the respiratory tract may occur bue without 

acute edema. Symptoms of sYSte,//,aQll~tion are 

~eadache., ~ausea, vomiting, iqh~¥lJli~rdiac 
Irreguianues. Treatment is symptoma~r Dated: 

Content of Cartridges: u APR 9 1999 
nd<;r.tl1e Federal In .. 

#4 fOGas Cartridge :::gJc1de, illld ROde::j~CJde, 
ACtive ingredient ethYI~:r~ IOt.t!'!l.P.esllt!l&P'1r·s 
Inert ingredient ......................... Il/1(j~r.E:/>~.R~~l'jl 
Toral ....................................................... lO()'O% 7. Y6r 
Net contents each cartridge 0.09 avoir. oz. (3.0 g) 

#5 fOGas Cartridge 
ACtive ingredient ethylene oxide .............. 90.0% 

Inen ingredient ........................ . 
Total ..................................................... . 

.l.QJ2.% 
100.0% 

Net COntents each cartridge 0.18 avoir. oz. (5.0 g) 

#6 fOGas Cartridge 
9-Active ingredient ethylene oxide. . ... 96.0% 
Inert ingredient ........................ . ......... ~ 
Total................................. 100.0% 

Net COntents each cartridge 0.38 avoir. oz. 01.0 g) 
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ACCEPTED 
'. With COMMEN'l'S 
In EPA Leiter Dated: 

'APR 9 1999 
Under .,.llIderalln_cide 
I'\moitide, and·Rodenticide kt as 
__ ed, for the pestlcjde, 
.1!!1JI1I under EPA Reg. No. 

6-r;3~()-V 

EOGas Modular Sterilizer System;: 

AN1120 Sterilizer, Table-Top Cabinet 4.3 (ubic foot, 127 liter capacity 

AN122D Sreriliuf, Fr«,-Srand;pg Cabinet 8.6 cubic fOOf, 147 lirer rapaciry 

AN306 Microproct'!>Sor Controll~ Sterilizer, Table-Top Cabiner 6 (ubic 

fOOf, 168 ii(C'( capacity 

AM31U Mic"roprocessor Controlled Srerilizer, Free Standing Cabinet 10 

cubic foot. 280 liter capacity 

AH324 Microprocessor Controlled Sterilizer, High Capacity Cabint't 24 

cubic foot. 672 liter capacity 

A"333 Microproc~sor Controll«l Sterilizer, High Capacity Cabinet 33 

cubic foot, 9131irer capacity 

EOIias R.IIII.,ls: 

AllU04 #4 Cartridge RefiU Disf>('n~r Kit 

• 2') #4 (Small) EOGas Carcridg('s 

·25 Humidichip Rdarive Humidity StabilIZer Chips 

• 25 EOGas DosimerNs 

·25 EOGas 12" x 24" (31cm x 61cm) #4 Lin('[ Bags. 

AN100S #5 Canridg(, Refill Dis~nser Kit 

• 25 #5 {M('dlUm} EOGJS Cafuidg('s 

.25 Humidichip Rt'lati"'e Humidity Stabiliu"r Chips 

• 25 EOGas Dosimeters 

·25 EOGas HI" x 24" (45 em x 61 cm) #5 Liner Bags 

AH1006 #6 Caruidge Refill DIslX"nm KIt 

• 25 #6 (Large) EOGas Carmdges 

·25 Humidichip Relative Humidiry Srab,llln Chips 

• 25 EOGas Dosimerers 

.25 EOGas 22" x 36" (56 cm x 92 cm) #6 Liner Bags 

AN1U90 EOGas Liner Ba!; Impulse Seale[ 

fDGas Sterilization Accessories 

AN107l Humid,chip RH Srabd:ur Chips (25) 

AN10BO Sterit('sr Biological and ChemicJI Controls (II) 

AM81U Srerir('s( Incubator 

AN10BS EOGas Exposure Indicator Smps (200) 

Packaging Products For Use With EDGas Sterilizers 

AN820 2"x200' (5cm x 60m) Seal & Peel Packaging Roll Srock 

AM83U 3"x200' (Hcm x 60m) Seal & Peel Packaging Roll Stock 

AN850 5"x200' (J 2cm x 60m) ~l &Peel Packa!;ing Roll Stock 

AN810 rx200' (18cm x 60m) Seal & Peel Packaging Roll Stock 

Dosimeter", Humidichip", Seal arid Ped"', and Steritesr'" are regisren:d 
uadematks of Andersen Producrs, Inc. 
EOGas'" is a uademark of AnderS('n Products, Inc. 

EOGas is protected by U.S. Parent 4.937.046 and 5.160,700 
Humidichip is pro[~((ed by U.S, Parent 5,082,636 

Patt'nrs art' pe'nding on EOGas in: Canada, France. Grt'ar Brirain. 
G~rmlny, Italy, Japan, Spain 

EPA REGISTRATJON NO" 69340-4 
EPA ESTABLISHMENT NO, 9417-NC·OOl 
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Manu(actured by: 

ANDERSEN STER1LIZERS" INC 
Distributed by: 

ANDERSEN PRODUCTS, INC. 
Healrh $ciencl;' Park 

Haw River, Noah Carolina 2725H·H710 U,S.A . 

B6-376-3000 
European Distributor-

H. W. ANDERSEN PRODUCTS LTD 
C1acron-On-$ea· Essex COl5 4XA U,K. 

P/N4649123198 


