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Central SolutIons, me 
3130 Bnnkemoff Road 
POBox 15276 
Kansas CIty, Kansas 66115 

MAR ~6 1998 

AttentIon c/o OllVIa LaIrd - Latrd's Regulatory Consultant 
c/o Paul Nobrega 
Drrector, Regulatory Affarrs 

Subject Pheno-Cen Spray D15mfectant Deodorant 
EPA ReglStratIOn Number 211-32 
Agency's letter dated November 18, 1997 
Your Letter Dated December 30, 1997 

The labehng referred to above, subrrutted m cormectIon With regIstratIon under the 
Federal msecnclde, FungIcIde and RodentIcIde Act, as amended 15 acceptable prOVIded that you 
mclude the followmg statements on your proposed labelmg dated December 30, 1997 

Under the headmg "NOTE", revIse the statement, "ThIs product IS not to be used as a 
ternunal stenlantllngh level rusmfectant on any surface or mstrument that (1) IS mtroduced 
dJrectly mto the human body, eIther mto or m contact WIth the bloodstream or normally sterIle 
areas of the body, or (2) contacts mtact mucous membrances but whIch does not ordmanly 
penetrate the blood bamer or otherWIse enter normally stenle areas of the body" to read, 'ThIs 
product 15 not to be used as a terrrunal stenlantflugh level rusmfectant on any surface or 
Instrument that (1) IS mtroduced drrectly mto the human body, either mto or m contact WIth the 
bloodstream or normally stenle areas of the body, or (2) contacts mtact mucous membranes but 
whIch does not ordmanly penetrate the blood bamer or otherWIse enter normally stenle areas of 
the body" The product may be used to preclean or decontammate cntcal or senu-cntJ.cal medIcal 
deVIces pnor to stenlIzatIOn or hIgh level dlsmfectlOn" A copy of our Efficacy EvaluatJ.on 
reVIew dated March 21, 1998 15 enclosed for your records 

A sttunped copy IS enclosed for your records One copy of the finIshed labehng must be 
subIDltted pnor to releasmg the product for shIpment 
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If you have any further questions, please contact LaVerne DbbbillS at (703) 6378. 

Enclosure: 

cc: Olivia Laird 
Laird's Regulatory Consultant 

Sincerely" 

~)RjJJ~~ 
Adam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OW) 
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ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 
MAR 2 6 1998 

Under the Federal insecticide, 
FUngicide, and Rodenticide Act as 
aF.lended, for the pesticide, 

(frontpanel) 

• Medical Device Uses 
51000 Reviewed 

-;;li/;a'PHENO-CEN 
) SPRAY 

, 

) 

DISINFECTANT I DEODORANT 

Tuberculocidal 
Staphylocidal 
Pseudomonacidal 
Salrnonellacidal 

ACTIVE INGREDIENTS: 

*Virucidal 
Fungicidal 
Bactericidal 

o-Phenylphenol ...............•........... _ .••...... _ 021 % . 
Ethyl alcohol .............................••. _ .•...... 69.623% 
INERT INGREDIENTS ........................... 30.167% 

TOTAL ..•.............. 100.00% :-

KEEP OUT OF REACH OF CHILDREN 

WARNING 
SEE BACK PANEL FOR ADDmONAL PRECATIONARY STATEM£H75: 
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P.O. BOX 15276 " :» > 

3130 BRlHKERHOfF ROAD 
KANSAS CIlY, KS 66115 
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EPA REG. NO. 211-32 
EPA EST. NO. 11694-KS-1 NET WI: 16 Oz. (454 GRAMS) 
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ACCBPfED ,'} , 
,,'. c, With coMMENTs. 

"inEPA~Dated:' . 

" MAR '2'6:.l00s .. ' Page 2 

Under!he~Insecticide; , 
(Back Panel) FUngICIde, andROdenticide1!ctas 

, :;'<l~~"tdfurr:pestjclda'o3!/..-5~ '-. 
!'HENO-CEN S!'!'.AY Is a general purpose dlslnfeclant/_ thai is Bact~, T~f~;iInd ~k;al. '>:\ ' 
PHENO-CEN SPRAY's pleasant fragrance keeps air smelling fresh by counteracting objectionable odors. . > 

The broad spectrum germicidal efficacy of PHEN()'cEN SPRAY has been established, with a !en (10) minute coolact time (!l25"C, agalnst!he 
followfng organisms: 
BACTERICIDAl: Mycobacterium tuberculosis, S1aphyJococcus aureuo, Salmonella choJeraesuis, and Pse<mmonas aerugioosa. 
'VIRUCIDAl: HIV-l (AIDS VIrus), Herpes SimpJex Virus (Type 2), lnIIuenza Az Virus (Hong KDng), Avian inHuenza VIrus, Avian bronchilia virus, 
Avian laryngotracheitis virus, Hog cholera virus, and Pseudorabies virus on hard, nonporous, Inanimate surfaces. 
FUNGICIDAL: Trichophyton mentagrq>hytes pathogenic fungi: PHEN()'cEN SPRAY can be used \0 clean and disinfect floors, benches, and 
other hard, nonporous surfaces commonly found In bethrooms, shower rooms, 10cker rooms, and other areas and surfaces !requenUy contacted by 
bare feet. ' . 

PHENO-CEN SPRAY has been fonnuJated for use on hard, nonporous, Inanimate surfaces commonly found in f1IciIit!es and areas such as: 
hospitals, nursing homes, medicaJ and dentaJ ollices, blood _, Iaboratorfes, emergency Ireabnent facilities, ve!etlnary clinics, animal shelters, 
kennels, ambulance and patient transfer vehicles, police and law enforcement vehicles, prisons and jails. prisone.- holding areas, ollices, funeral 
homes, _, hotels, motels, restaurants, schools, day care faciIiIies, hair care shops and salons. other institu60ns and industrial facilities thai 
r.-I \0 COIIIroI!he hazards of ClOSS contamination. 

PHENO-CEN SPRAY Is an ._ dIsInfectart on hard, nonporous, lnanirm! .. surfaces and objects such as Walls, Il00,,,, sinks. exIeIlor boY.! 
surfaces and exIeIlor urinal surfaces, cab/nels, tubs, showers, door handles, light swiIch covers, bed frames, Wheelchairs, IV stands, over-bed 
tables, examination tables and chairs, basslnels, r""", carts, medicine carts, hampers, counter tops, telephones, waste containers, 1ockeIs, desks, 
tables, chan, life cab/nels, accessible surfaces of hydrotherapy bathing units, patient transfer nns, clippers, combs, scissors, barber and salon 
chairs, trays, racks, carts, vehicle door handles, vehicle steering wheels, rubber tIoor mats, shovels, scrapers, nonporous rubber _, nonporous 
rubber shoe covers. and nonporous rubber gloves. 

• Medical Device Uses 
PHEN()'cEN SPRAY Is a general purpose disinfectant that may be used to clean and reprocess 00IH:Iitica1 me<f1Cal and dental equipment and 
surfaces. PHENo.cEN SPRAY may also be used \0 prepare or decontaminate critIcaJ or semk:ritical medical de\IIces prior \0 stenllzatlon or high 
_ disinfection. 
NOTE: ThIs product is not to be used as a terminal sterilan! I high level disinfectant on any surface or instrument thai (1) is introduced cforectly into 
the human body, either Into or in coolact with the bloodstream or normally stenle areas of the body, or (2) contacts Intact mucous membranes but 
which does not _marily penetrate the blood barrier or otherwise enter nonnally stenle areas of the body. 

DIRECTIONS FOR USE 
~ Is • vIoIallon 0/ Federal Law to use !his product in. a manner inconsistent with lis labeling. Shake well before using. 
As a DEODORANT: Hold !he can upright, !hen spray toward !he center of the room for 3 to 5 seconds. 
As a MILDEW PREVENTATIVE: Spray surface unbl moist 
As a DISINFECTANT: Thoroughly clean all surfaces with soap or detergent and rinse with water. Hold the can upright 6 to 8 inches from !he 
surface. Saturate all surfaces with the recommended disinfecting solution, alilowfng to remain wet for 10 minutes before wiping, if wiping Is 
required. 

KIllS HIV-l (AIDS VIRUS) ON PRE-ClEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOILED WITH BLOOD/BODY 
FLUIDS In health care settings or other settings In which there Is an expected likelihood of soiling of Inanimate surfaceslobjects with blood or body 
"uids, and In which the surfaceslobjects likely to be soiled with bIoodIbody Huids can be associated with the potential for transmission of human 
immunodeficiency virus Type-1 (HIV-1) (associated with AIDS). 
'SPEClAlINSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIVOF SURFACES 10BJECTS SOILED WITH-BLOOD 
AND BODY FLUIDS. : 
PERSONAL PROTECTION: When handling items SOIled with blood or body fluids use appmprlate barrier protection such as cflSpOS3ble latex 
gloves, gowns, masks, or "Ye coverings. . " 
ClEANING PROCEDURE: Blood and other body Huids must be thoroughly cleaned Irom surfaces and objects before, applMaiion of this 
disinfectant .. : ) > ) ~) •. 

CONTACT TIME: 10 minutes. " , 
DISPOSAL OF INFECTIOUS MATERIALS: Blood and other body ""ids should be autoclaved and disposed cit according to Fe:ler.i, State, and 
JccaI regulations for infectious waste disposal. ) , f 

00 NOT USE ON POUSHEDWOOD FURNITURE OR RAYON FABRICS :" :': 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

, , 
» >". , , ,. ), 

,., \ 

»} ) 

Avoid coolact with Ilkin, eyes, or clothing. In case of contact, immediately flUsh eyes or skin with plenty 0/ wab>f, j:";~ lnedieal atte9110n if irritation 
persisto. Avoid contamination of food. 

PHYSICAL OR CHEMICAL HAZARDS ~ .", _ 
Flammable. Contents under pressure. Keep rMay !rorn heat, sparlcs, and open name. Do not puncture or Incinerate contaiIJi. ' Exjlosu ... to 
temperature above 130-F may cause bursting. ) ) " ! 

STORAGE AND DISPOSAL >0 

STORAGE: store In a cool, dry area _ from heat or open I!ame. 
DISPOSAL: Pesticide: Do not contaminate water, food, or feed by storage or <flSpOS3l Wastes resulting from the use of this product may be 
disposed 0/ on sit" or at an approved waste cflSpOSal facility. Container: Replace cap and discard in trash. Do not incinefate or puncture. . 

. ", "" ." ~~, 
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Front Panel: 

(Altemative Text for Back Panel) 

[Statements to be added only to labels of containers destined for 
aseptic controlled environments (clean rooms)] 

Product and container sterilized and distributed by: 

sterile Pharmaceutical Clean Room Formula 

Back Panel: 

PageS 

PHENO-CEN SPRAY Is recommended for use by pharmaceutical and biotechnology industries, medical device 
manufactures, hospitals and health care institutions that are dedicated to controlling the hazards of cross contamination in 
their establishments. For use on hard, inanimate surfaces in aseptic filling and gowning rooms, general manufacturing 
areas on machinery, tables, counters, laminar flow benches, floors, wafts, stainless steel, porcelain, glass and chrome. 

ACCEP1'ED 
with COMMENTS 

in EPALetterDalad: 

MAR 26 1998 
Under the fudemll'ngectioia, 
FUngicide, and Rodenticide ktea 
"",ended, for the pesticide, 
reQistered under EPA Reg. No.o1//-3~ , 
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