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Central Sofutidns, Inc
3130 Brunkerhoff Road

P O Box 15276

Kansas City, Kansas 66115

Attentton cfo Olivia Lawrd - Laird’s Regulatory Consuitant
c/o Paul Nobrega
Drrector, Regulatory Affairs

Subject Pheno-Cen Spray Dismfectant Deodorant
EPA Regstration Number 211-32
Agency’s letter dated November 18, 1997
Your Letter Dated December 30, 1997
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The labeling referred to above, submutted in connection with registration under the

Federal Insecticide, Fungicide and Rodenticide Act, as amended 1s acceptable provided that you

include the following statements on your proposed labeling dated December 30, 1997

Under the heading “NOTE?”, revise the statement, “This product 1s not to be used as a

terminal sterilant/high level disinfectant on any surface or instrument that (1) 18 introduced
drrectly mnto the human body, esther 1nto or i contact wrth the bloodstream or normally stenle

areas of the body, or (2) contacts mtact mucous membrances but which does not ordinanly

penetrate the blood barrier or otherwise enter normally stenle areas of the body ™ to read, “This
product 1s not to be used as a temmmal sterilant/high level disinfectant on any surface or

mstrument that (1) 1s introduced directly into the human body, erther mto or 1 contact with the

bloodstream or normally sterile areas of the body, or (2) contacts mtact mucous membranes but

-

which does not ordinanly penetrate the blood barmer or otherwise enter normally sterile areas of

the body ™ The product may be used to preclean or decontamynate critcal or semi-critical medical

devices prior to sterilization or high level disinfection ” A copy of our Efficacy Evaluation

review dated March 21, 1998 1s enclosed for your records

A stamped copy 1s enclosed for your records One copy of the fimished labeling monst be

submutted prior to releasing the product for shipment

Loy
LR

T
-

7 COMCURRENCES
sysmot ) M i o .
e A%‘/?/ * sehosn e b -
DATE /‘l
OFFICIAL FILE COPY
EPA For 132014 {1/50) _ Prosed on Recyled Paper N . x v ¥
ﬁ&‘:‘.‘ﬁ - w1 -~ @ j? ¢ :"' i .



If you have any further questions, please contact Lavefne Dobbins at (703) 6378.

Sincerely, » . .
T Adam Heyward : ‘
Product Manager (34)

Regulatory Management Branch II
Antimicrobials Division (7510W)

Enclosure:

ce: Olivia Laird
Laird’s Regulatory Consultant
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with COMMENTS . {rontpane) _‘
in EPA Letter Dated: , L : .
‘Maﬁml De”nceUses - - - . “-'Q;__
MAR 26 1998 510(k) Reviewed '
Tnder the Federal Insecticide, . RS
Rungicide, and Rodenticide Actas . .
amended, for the pesticide,
registered under EPA Reg. No. _
]
DISINFECTANT / DEODORANT
Tuberculocidal *Virucidal
Staphylocidal Fungicidal
Pseudomonacidal Bactericidal
¢ Salmonellacidal
) ACTIVE INGREDIENTS:
. o-FPhenylphenol ... ~021%
Ethyl alcohol ..o, 68.623%
INERT INGREDIENTS wvoeeeeeeeeeen. 30.167%.
TOTAL ................100.00% -
" KEEP OUT OF REACH OF CHILDREN SRR
SEE BACK PANEL FOR ADDITIONAL PRECATIONARY STATEMENTS '
= P.O.BOX15276 . .. L
— 3130 BRINKERHOFF ROAD » s
CENTRAL SOLUTIONS, INC. KANSAS CITY, XS 66115 23>
EPA REG. NO. 211-32
EPA EST. NO. 11694-KS-1 - - NET Wi: 16 OZ. (454 GRAMS)
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PHENO.CEN SPRAY Is 2 general purpose disinfectant / deodorant that is Bacteﬂddgl  FeporaiaerEp ’ﬁm idal, S5 :
PHENO-CEN SPRAY's pleasant fragrance keeps air smelling fresh by counteracting objecﬂonable odovs. - el

“The broad spactrum germicidat efficacy of FHENO-CEN SPRAY has been mbhshed wrm a ten (10) minute confact tme @25°C, against the
following organisms:

BACTERICIDAL: Mycobacterium tuberculosis, Staphylococcus aureus, Salmonella choleraesuis, and Pseudomotas aemglnosa

WVIRUCIDAL: HIV-1 (AIDS Virus), Herpes Simplex Virus {Type 2), Influenza A, Virus (Hong Kong), Avian influenza virus, Avian bronchitis virus,
Avian [aryngotracheitis virus, Hog cholera virus, and Pseudorables virus on hard, nonporous, inanimate surfaces.

FUNGICIDAL: Trichophyton mentagrophytes pathogenic fungl: PHENO-CEN SPRAY can be used to clean and disinfect floors, benches, and
other hard, nonpqmssur[acescomnmlyfomdinbaﬂwooms,showmoms lockerrooms,andcﬂ'ler areasandsmfacasfrequenﬂycontadedby
bare feet.

PHENO-CEN SPRAY has been formulated for use on hard, honporous, inanimate surfaces commonly found in facilites and arcas such as:
hospitals, nursing homes, medical and dental offices, blood banks, hboratorfes, emergency treatment facilities, veterinary clinics, animal shelters,
kenneis, ambulance and patient transfer vehicles, police and law enforcement vehicles, prisons and Jails, prisoner holding areas, offices, funeral
hornes, restrooms, hotels, motels, restaurants, schoois, wmmmwmmwmmnmwmmmmm
needbwﬁdﬂnmmchWnM|mhon.

PHENO-CEN SPRAY s an effective disinfectant on hard, nonporous, inanimate surfaces and objects such as walks, floors, sinks, exterior bowd
surfaces and exderior winal surfaces, cabinets, tubs, shmvers,doorl‘andles,[ightswhhcovefs,bedﬁames whegichairs, IV stands, over-bed
tabies, examination tables and chairs, bassinets, inen carts, medicine carls, hampers, counter fops, telephones, waste containers, lockers, desks,
tables, chairs, file cabinets, accessible surfaces of hydrotherapy bathing units, patlent transfer lifts, clippers, combs, sclissors, barber and salon
chalrs, trays, racks, carts, vehicle door handles, vehicle steering wheels, rubber floor mats, shovels, scrapers, nonporous rubber boots, nonporous
rubber shoe covers, and nonporous rubber gloves.

+ Medical Device Uses

PHENO-CEN SPRAY Is a general purpese disinfectant that may be used to clean and reprocess non-critical medical and dental equipment and
surfaces. PHENO-CEN SPRAY may also be used to prepare or decontaminate critical or semi-critical medical devices prior to sterifization or high
level disinfection.

NOTE: This product is not to be usad as a terminal sterilant / high level disinfectant on any surface or inslrument that (1) is introduced directly into
the human body, either Into or in contact with the bloodstream or normally sterile areas of the body, or {2} contacts intact mucous membranes but
which does not ordinarily penetrate the blood barrier or atherwise enter normally sterile areas of the body.,

DIRECTIONS FOR USE
It i a violation of Federal Law to use this product in @ manner inconsistent with its labeling. Shake well before using.
As a DEODORANT: Hold the can upright, then spray toward the center of the room for 3 to 5 seconds.
As a MILDEW PREVENTATIVE: Spray surface until moist
As a DISINFECTANT: Thoroughly clean all surfaces with scap of detergent and rinse with water.  Hold the can upright & to 8 inches from the
surface, Saturate all surfaces with the recommended disinfecting solution, alllowing to remain wet for 10 minutes before wiping, if wiping is
required.

KILLS HIV-1 (AIDS VIRUS) ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOILED WITH BLOOD/BODY
FLUIDS in health care settings or cther settings In which there Is an expected likelihood of soiling of inanimate surfaces/objects with blood or body
fiuids, and iy which the surfaces/objects likely to be sciled with blood/body fuids can be associated with the potential for transmission of human
immunodeficiency virus Type-1 (HIV-1) {assoclated with AIDS).

*SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV OF SURFACES f OBJECTS SOILED WITH. BLOOD
AND BODY FLUIDS.

PERSCONAL PROTECTION: When handling items soiled with blood or body fiuids use appropifate barrier protection such as d‘ssposabie latex
gloves, gowns, masks, or eye coverings.

CLEANING PROCEDURE: Blood and other body fliids must be thoroughly cleaned from surfaces and objects before,applmhon of this
disinfectant. PR
CONTACT TIME: 10 minutes.

DISPOSAL OF INFECTIOUS MATERIALS: Blood and other body fluids should be autoclaved and disposed of according o Fejera_; State, and
local regutations for Infectious waste disposal,

DQ NOT USE ON POUSHED WOOD FURNITURE OR RAYON FABRICS Py

PRECAUTIONARY STATEMENTS Yo
HAZARDS TO HUMANS AND DOMESTIC ANIMALS T Ve
WJAQNING 3 ryoa ))iJ:)
Avold contact with skin, eyes, or cicthing. n case of contact, immediately flush eyes or skin with plenty of water, et fnedical aﬂerjt}on mmtaﬂon

persists, Avoid contamination of food.

PHYSICAL OR CHEMICAL HAZARDS 1,
Flammable. Contents under pressure. Keep away from heat, sparks, and open flame. Do not punclure or incinerate oonta'fmer Exposumto
temperature above 130°F may cause bursting.
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STORAGE AND DISPOSAL ‘ > S e
STORAGE: Storein a cool, dry area away from heat or cpen flame. - R
DISPOSAL: Pesticider Po not contaminate water, food, or feed by storage or disposal. Wast&aresukhngﬁ'ommeusaufwspmdudmybe
disposedofonsiteoratanapprowdwastecﬁspo@facﬂrty Container: Replace cap and discard in rash. Do not Incinerate or punciure. ~
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{Alternative Text for Back Panel) .

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

Front Panel:

Product and container sterilized and distributed by:

Sterile Pharmaceutical Clean Room Formula

Back Panel:

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 establishiments. For use on hard, inanimate surfaces in aseptic filling and gowning rooms, general manufacturing
areas on machinery, tables, counters, laminar flow benches, floors, walls, stainless steel, porcelain, glass and chrome.
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