
suroikos, Inc. 
P.O. Rox 1]0 
ArlinQton, TX 7~010 

Attn: Mr. W.J. McOu~~e 

15 OCT 1984 

Suhject: Ci~e)( Formula 7- Long-I.lfe "ctivate~ 
Dialdehyde solution 
F.PA ~f'g. No. 7078-4 
Submlo. <'·n dated September 6, 1984 

The labeling referrod to above, suhmitte~ in connection 
with rf'gistration under thf' Federal Insecticide, Fungicido 
and Rot1ent i c ide Act, IIl1 al"ended, is accf!ptable, and a stamped 
copy is enclosed for your records. 

However, clarification i8 required for the discrepancies 
between the glutaraldehyde concentration. reported for the 
two lots of Rolution of this product atter 14 day. reuse tn 
the ·Cidematic· machine. The cover letter dated 9/6/84 reports 
the values for the two lots as 1.05' and 1.04', respectively: 
whereas the Rubmitted ·Enclosure 1 - Test Kit Description· 
reports the values as 1.05' and 1.07', respectively. 

If all ·Cidematic· machines used with this product are 
modified with new timers and heaters for achieving the lonQer 
contact time hiQhar temparature neceasary for tuberculocidal 
activity, ae stated in your letter ot Q/21/84, special lahel 
directions to achieve these conditions would not be required. 
In lieu of this, special label direction8 in this reQard would 
he required, as stated in the previous review. 

.. nclosure 

Sincerely y<?urs, 

/z..,/f!? 
/~Y 

John H. Lee 
Pr~uct ~lInager 31 
oi8infectftnts Branch 
Registration nivi~ion (TS-767C) 



EncloS'Jre 3 

front Ponal 

Reorder Number 

Active Ingredients 

Glutaraldehyde ••• 2.~ 
Inert IngredlentS ••• 98.QS 
Totel •••••••••••••• l00.~ 

Contains Sodium Nitrite 
as a corrosion Inhibitor 

Note - Attached vial 
contents must be 
added to solution before 

REUSABlE 
Sterilizing and Disinfecting Solution 

Rapld-Actlng/Non-Stalnlng/Non-Rustlng 
Sporicidal Tuberculocidal 
Vlrucldalt Bactericidal 
Fungicidal Pseudomonacldal 

CIDEX fORMULA 7- Long-Life Activated 
Dlaldehyde Solution 

Keep out of reach of children. 

DANGER: See right side panel for 
precautions 

this product Is effective. 
See Directions for Activating. 

EPA Reg. No. 7078-4 
EPA Est. No. 36126-PR-l 

-Trademark 

t See Directions for Use 

SURGIKOS 

ACCEPiED 
with OOM)!ENTII 

In EPA Lou .... llatocf: 

OCT 15 1984 
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Left Panel 

For complete sterilization or disinfection of medical instruments and 
equipment. thoroughly clean, rinse and rough dry objects before 
immersing in CIOEX FORMULA 7* Long-Life Activated Oialdehyde Solution. 
Cleanse and rinse the lumens of hollow instruments before filling with 
CIOEX FORMULA 7 Solution. 

DIRECTIONS FOR ACTIVATING 

Add contents of attached vial to this container of CIOEX FORMULA 7 
Solution. Shake. solution is ready to use. When activated. s(llution 
changes color to green. 

This solution may be used and reused for up to 28 days after 
activation. Do not use actIvated solution beyond 28 days. Efficacy 
of this product during its use-life can be verified by the CIOEX 
FORMULA 7 Solution Effectiveness Test Kit. 

DIRECTIONS FOR USE 

General Classification - It is a violation of Federal Law to use this 
product in a manner inconsistent with its labeling. 

For repeated use in .anual (bucket and tray syste.s). 

Disinfection: I~erse completely for a minimum of 10 minutes to 
destroy vegetative organisms and pathogenic fungi, Pseu~nas 
airuyinosa and viruses (Poliovirus ~ 1; adenovirus type 2; Herpes 
s ~ ex--£ype 1.2; Influenza type A(WS/33); Yaccina; Coronavirus; 
CytomegalOVIrus; Rhinovirus type 14; Coxsackievirus B-1) on inanimate 
surfaces. For ~cobacterfum tuuerculosfs, CIOEX FORMULA 7 Sol~tion 
destroys 98.4% in 10 mInutes and lOOt in gO minutes at 25 C on 
inanimate surfaces. Remove equipment from CIOEX FORMULA 7 Solution 
and rinse thoroughly. 

Sterilization: Immerse equipment completely for a minimum of 10 hours 
to destroy resistant pathogenic spores as represented by Clostridiu. 
s~~nes and Bacfllus subtflis. Remove equipment from CIDEX FOR~JLp 
7 ~ion using sterile techn1que and rinse thoroughly with sterilE 
water. 

Oistributed by 
SURGIKOS 
SURGIKOS. INC., Arlington, Texas 76010 

... " . 
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Precautionary Stet..ents 
Danger: 
HAZARD TO IUWfS 
FOllOW ALL lABEL DIRECTIONS 

R I cht P"ne I 

Eyes - Contect with eyes causes d_age. I n case of contact, flush 
wIth water ImmedIately and get medIcal attentIon. 

Ingestion - AvoId contamInatIon of food. Harmful If swal lowed. 

Inheletlon - Use In ventIlated area. 

Skin - Avoid skIn contact, 
May cause skIn Irritation. 
water. 

as possIbIlIty of sensitIzatIon exIsts. 
For skIn contact, flush thoroughly with 

Espec lal I y r'eec:o·a.lI!etnnded for ster II I zet Ion or dis I nfect I on of 

AnesthesIa equIpment 
Respiratory therapy eGulpment 
Metallic equipment or Instruments 

STORAGE 11m DISPOSAL. 

Rubber objects 
PlastIc objects 
Thermometers 

••• 

,Keep In • cool piece. Triple rinse anpty container with water and 
dispose In an IncInerator or landfill approved for pesticide 
containers or bury In a sefe place. 

Content One Gal. (128 Fluid Oz.) 
Made In U.S.A. 
Contro I Number on Bottan 

SURGIKOS 

ACCEP'l"F.D 
with C()~l~'E'\TS 

In I::PA L<llcr lJ.,.d: 

OCT 151984 
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Activator for use wIth 

CIDEX ~ORMUlA 7- long life Activated 
Dlaldehyde Solution 

Danger: Contact wIth eyes causes ! ..... 
eyes, flush wlt~ water Immediately and get 
skin contact, flush thoroughly with water. 

Disposal, 

In case of contect with 
~dlcal attention. for 

Rinse empty contaIner thoroughly with water and discard It. 

Content (158 grems) 
Made In U.S.A. 
Control Number Un BottCIII 

SURGIKOS, Inc. 
Arlington, Texas 76010 

-Trademark 

ACCEPTED 
with comlE~-rs 

In EPA Lett.r O.t ..... : 
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