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A copy of the labeline accepted in connection with tllia Rea:istration!Nereciatration is returned herewith. 
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health and. the el'Yironmeat. the Administrator. 011 his -'Otion, ... , at aDY time ... pend or cancel the r.ciatraUoa of a pest
icide in accordaace with the Act. The accepUilllCe 01 any Dame in coanecUOIl with the re,iatraUon of • product UIIIdet thd 
Act ia not to be const.~.d a. ,iyine; the rel_tra. a riCh.t to •• cl_iye ... e of the name or to U. 11M if • ba. beeD covered 
bJ olbe ... 

';'Y'Ji ~ T1ro-11.ct 1 ~ COlin i tiona! 1 y r£.'fli:. te rr.,~ j., ·.lccorJa nee wi th FIFPA 
s('ction 1(0)(7)(1-) c~-_,"i,;ed t'". Y"u: 

1. SUb~'lt./(:itf.o~; 1 --!ata n f _juir4?c ~or n,"'~i~tration/rC:TeqistrQtion 
c,f yc'ur f'ror.:J!2't .:""I····r I','.';>! ~·CI~tioI~ 3(,-)(r:) ',,;'(>, f:J :"r.'n(:: l'~quir"'~ i"JJ 
reYl.st.rant!j c')f <)l.r!!il.,r ; rcxjuC"ts to sut:r.it SU(~! ir!trl. 

2. Hake t'1 .. Iabelirog chanqes Iist",-] DelC'\ Lefcrc you r",lease the FrC><lv:t 
for shipment: 
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ACTRIL- COLD STERILANT 

FOR DIALYSIS USE 

For Use In Environments Administering Dialysis Care 
Including RO Membranes and Their Associated Water 
Distribution Systems. 

Active Ingredients 

Hydrogen Peroxide •••••••••••••• 0.80% 
Peroxyacetic Acid •••••••••••••• 0.06% 

Inert Ingredients •••••••••••••••••• 99.14% 

Total •••••••••••••••••••••••••• 100.001 

Net Contents: 1 U.S. gallon (3.78 liter) 

KEEP OUT OF REACH OF CHILDREN 

DANGER 
r See side panel for additional precautionary statements 

EPA Reg. No.: 

EPA Est. No.: 52252-MN-Ol 

Lot No. _____ _ 

Expiration Date: ______ _ 

(RSI logo) RENAL 
SYSTEMS 

Division of Mlnntech Curporatlon 
14905 28th Avenue North 
Minneapolis. Minnesota 55447 U.S.A. 
Telephone (612) 553-3300 

(800) 328-3340 
Telex 29-0825 RSIMPLS PlOH 
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PRO D U C T C L A I M S 

Sterilant 

Sporicidal 

Bactericidal 

Virucidal 
Hepat1tis B 
HIV 

Fungic1dal 

Broad Spectrum Disinfectant 

Hospital Disinfectant 
Pseudomonacidal 

Clean2r-Sanitizer 
(non-food contact surfaces) 

undiluted 5K hr. 20·C 

undiluted 5H hr. 20·C 

undiluted 5H hr. 20·C 

undiluted 5H hr. 20°C 
und1luted 5H hr. ZO°C 
undiluted 5H hr. ZO°C 

undiluted 5H hr. 20 0 e 

undiluted 10 min. 20 0 e 
Diluted 50X 10 min. ZO°C 
Use Fresh Solution 
Do Not Reuse 

50X dll ution 
Do Not Reuse 

Tuberculocidal 10 min. 20°C Use Fresh Solution Only . - . 

Non-Stain1ng 

Pre-Activated/No Activation Needed 

Fast-Acting 

Reusable 

As a sterilant for 30 days 

l .. CCr::-T!\D 
":;:~j (":- ~~- ~'-~'T-: 

b r~.\ ~ !. 
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As a broad spectrum d1s1nfectant for 30 days (when used uDdtJuted) 

Germicidal Spray D1sinfectant und1luted 30 sec. 20 0 e 
K1dney mach1ne d1s1nfectant 
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PRECAUTIONARY STATEMENTS 

Hazard to humans and domestic animals. 

Corrosive, causes eye damage. Eyes: 
00 not get in eyes. Wear goggles or face shield and rubber 
gloves when handling. Wash thoroughly after handling. 

Statement of Practical Treatment 

, 
' .. 

In case of contact with eyes, flush 
with large amounts of water for at 
least fifteen (15) minutes. Get 
prompt medical attention. 

Note to Physician: Probable mucosal 
damage may contraindicate the use of 
gastric lavage. 

ACCEPmD 
wit~ c,,:':··"-;,r; 

in r:'.'", !.-
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Directions For Use 

1) It is a violation of Federal Law to use this product in a manner 
inconsistent with its labeling. 

2) Do not use after Expiration D~te. 

3) Do not allow Actril- to mix with alkaline substances such as 
bleach (Sodium hypochlorite) or other oxidizing agents. 

4) Use AAMI Quality Water for Hemodialysis in making dilutions. 

~) Some materials may be incompatible with Actr1I-. 
insert regarding material compatibility. 

6) Reuse of diluted Actr1l- is not recommended. 

Read package 
• ••••• • •• • •• • • 
• ••••• • • • • •• 
••••• • • • • ••••• 
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DIRECTIONS FOR BROAD SPECTRUM DISINFECTION 

1. For broad spectrum d1s1nfect10n of 1tems such as plastic d1alyzer caps, 
remove any obvious debr1s or organ1c mater1al from the surface to be 
d1s1nfected. Th1s can often be Icca.p11shed by r1ns1ng w1th pur1f1ed 
water (e.g. de10n1zed), mechan1cal act10n, or by detergent cleaning fol
lowed by a water rinse. 

2. Immerse the item to be d1s1nfected in sufficient volume Of undiluted 
Actr11- Cold Ster11ant Solution to cover the item and/or where 
appropriate by filling all passages requiring disinfection. Hold 
1tem 1n contact with the disinfecting solution for a minimum of 10 
minutes at 20°C temperature (68°F). 

3. Remove items after 10 minutes and rinse with purified water until 
effluent shows acceptable levels ~hen tested with Actr11- Residual 
Test Strips. If cap is to be used on a dialyzer, DO NOT r~nse. Place 
directly onto dialyzer. 

4. The solution may be used and reused for up to 30 days in a manual 
system with 10 minutes immersion. 

5. For tuberculocidal activity at 20°C with unused solution, imme~se 
compl~tely for 10 minutes. Remove items and rin~e thoroughly. 

DIRECTIONS FOR STERILIZATION 

1. Remove any obvious debris or organic material from the surface to be 
sterilized. This can often be accomplished by rinsing with AAMI Qu-'ity 
Water for Hemodialysis or b, detergent cleaning followed by a water 
rinse. 

2. Immerse the item to be sterilized in a sufficient volume of undiluted 
Actr1l- Cold Ster11ant to cover the item and fill all passages. 
requiring sterilization. Hold in the sterilizing solution for a mini
mum of S~ hours at a temperature of ZO·C (68°F). 

3. Remove items after S~ hours and rinse with sterile water until rinse 
water shows levels of 10 ppm or less when tested with Actr11- Residual 
Test Strips. • • ... "' .. 

• 4. The solution may be used and reused for up to 30 days in a manual • 
s!,'stem with 5H hours 1mmers10n. •••••• : •••• , _.. .. 
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DIRECTIONS FDR HOSPITAL DISINFECTION 

1. Re.ove any obvious debris or organic .. terial frQl the surface to 
be disinfected. This can often be accomplished by rinsing with 
water (e.g. AAMI water for Hemodialysis) or by detergent cleantng 
followed by a water rinse. 

2. Immerse the ttem to be dtsinfected in sufftc1ent volume of freshly made 
SOX dtluted Actr11- Cold Ster11ant .. de us1ng qua11ty water (eg., AAMI 
Water for Hemod1alys1s) to cover the 1tem and f111 all passages r~quiring 
d1stnfect10n. Hold 1n the d1s1nfect1ng solution for a minimum of 10 minutes. 

). Remove items after 10 ml~~tes and rlnse wlth sterl1e water untl1 
rlnse water shows levels of 10 ppm or less when tested w1th Actr11-
Residual Test Strlps. 

4. May not be reused as a hospltal dlsinfectant. 

5. For tuberculocidal activ1ty at 20°C wlth u,lused :.olutlon lamerse 
completely for 10 minutes. Remove 1tems and r1nse thoroughly. 

DIRECTIONS FOR USE AS A CLEANER-SANITIZER 
(Non-food Contact S~rfaces) 

1. Us1ng water or mechantcal actlon remove heavy s011 or gross fl1th from 
hard surfaces such as fonalca, sta1nless steel or plast1c surface. 

2. Apply a freshly made SOX dilut10n of Actril-, made us1ng pur1fted 
water, to the surface or immerse 1tems to be san1tlzed ln the solution. 
Allow 5 m1nutes of contact t1me. Let a1r dry or rlnse w1th purl fled 
water, dra1n excess 1f poss1ble and allow to a1r dry. 

3. Product may be applied by cloth, map or sponge. 

4. May not be reused as a cleaner sanlt1zer. 
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KIDNEY MACHINE DISINFECTION 

General directions for use are listed below. Directions for specific 
dialysis machines are given in the package insert. 

1. Use undiluted Actril· to disinfect the concentrate/dialysate pathway. 
The machine will proportion and dilute Actril· (35X or 44X) for proper 
dis1nfect10n. Use Actr11- Ind1cator Test Strips at the dra1n discharge 
to ensure f111 of the machine. Consult package insert for the volumes 
and dwell t1mes requ1red for each specific dialys1s mach1ne. 

2. Use the appropriate d11ution of Actril- to d1sinfect the water inlet 
path of the dialysis machine. Use of this higher concentration through 
the water 11ne allows disinfection of the entire ~ystem including the • 

water supply lines. Use Actril· Indicator Test Strips at the drain dis
charge to ensure that the machine h~s been filled with dis1nfectant. 
Consult package 1nsert for the d11ut10n levels. volumes and dwell t1mes 
requ1red for each specific dialysis machine. 

3. After the appropriate dwell t1me of Actr11· in the machine, rinse the 
mach1ne with AAMI Quality Water. follow1ng directions. Test drain 
effluent with Actril· Residual Test Strips to ensure complete rinse of 
the machine to a maximum of 10 ppm. 

4. Actril· Solution is recommended for decontaminating single pat1ent and 
mult1pat1ent hemodialysis delivery systems. It is an effect1ve 
d1s1nfectant. However. Actril- Solut10n may not totally eliminate all 
vegetat1ve microorgani~s 1n hemod1alysate de11very systems due to their 
construct10n and/or assembly and the poss1bility of recontamination by 
the 1ncom1ng water. Actril· used according to the direct10ns will 
reduce the number of microorgani~s to an acceptable level. Actril~ 
should be used in a disinfection program which includes bacteriological 
monitoring of the entire hemodialysate delivery system. 

Directions for Use as a Gennicidal Spray 
• • 1. Spray Actril· undiluted onto cleaned surface using a plastiC spr~~'" 

bottl e. •• • 
•• • •••••• • •• • •• 2. Allow to remain on surface for 30 seconds. : .: • 

•••••• 
drain off eltc,,·,.ter if 

. .... -~ 
~.i: 3. Let air dry or rinse w1th pur1fied water, 

poss1ble and allow to dry. •• •• ••• 
.- ..... I·Aca::~~_" 

. • • -! ..... cC:.:··A"'~· • ~""'~I f'"' .. .. ·····In ct'.'\ ":' .. ' .... . • •• 
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Primarily intended for sterilization or disinfection of: ,- .. 

D1alysis EquiPltnt 
Hard Surfaces 
Surgical Instruments 
Plastic Objects 

Mlchine Exteriors 
F1oor~ . ~1-
Counter Surfacl!~ SJ~ 
Reverse OSllOsis (RO) Water S.) ,tllDS and 
ASsociatld D~ltribution SYlt .. 
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S TOR AGE AND DIS P 0 SAL 

Storage 

1. Store tn shtpptng carton. 

_. Do not expose to direct sunltght. 

3. Matntaln temperature below 75-F (24-C). 

4. Avotd contact with combustible matertals. 

5. Avoid contamination from any source, tncludlng metals, dust, etc. 
Such contamination may cause rapid decomposition. 

'6. Store In original closed container. 

7. For chemical emergency, spill, leak, fire, exposure and aCCident, call 
Chemtrec, day or night (800) 424-9300, (Z02) 483-7616. 

Pesticide Disposal 

Do not contaminate water, food or feed by storage or disposal. 

Wastes resulting from the use of this product may be disposed of 
on-site in a sanitary sewer or at an approved waste disposal facility. 

Container Disposal 

T,;ple rinse empty container with water. Then offer for recycling or 
reconditioning; or puncture and dispose of In a sanitary landfill; 
Incinerate; or If allowed by state and local authorities dispose of 
by burning. If burned, stay clear of the smoke. 
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PACkAGE INSERT 

On the following pages is a copy of the package insert which will be 

included in each case of 4 one-gallon bottles of Actril- Cold Sterilant. 

This package insert gives directions to using the product to disinfect kid
ney dialysis .. chines from various .anufacturers • 
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Actril- is a stabilized mixture of 
peracetic acid, tlydrogen peroxide 
and acetic acid formulated for use in 
the disinfection of artilicial kidney 
machines. Disinfection is particularly 
important in ddvanced kidney 
machines used to perform hemodia
filtration with open dialyzer 
membranes and sodium 
bicarbonate-buffered dialysate 
solutions. Since Actril N contains 
acetic acid, the budd-up 01 "scale; 
precipitated calcium and magnesium 
carbonate, may be reduced or 
eliminated by regular use of Actril-. 

• 

Actril- for machine disinfection 
is compatible with Remll Systems 
Aenalin- Cold Sterilant !or dialyzer 
reprocessing. Thus, only one 
chemical" lamily' is used lor all your 
center's reuse and disinfecting 
needs. This prevents non-compatible : 
chemicals Irom reacting with each ' 
other to damage dialysis machines 
and diallZer membranes with the 
associated potential for patient 
related problems. Actril- allows you 
to practice proven effective, state-ol
tne-art disinlectio/\,willl ee •• Iidenee 
1h5.palienl·.md sla" safely is beirlg 
preseMld. 

Actril- has rvh""" 
sterilant at contaci time 
when subjected to the sporicidal1esl 
01 the American Organization 01 
Analytical Chemists CAOAC1. 

>. 

Actril- Cold Sterilant 

o Compatible with Renalin- dialyzer 
reprocessing concentrate. 

o No -activation- needed. 

o Detailed How-To disinfect 
instructions. 

o Conveniently packaged. 

As a sterilant, Actril- completely 
deslroys microorganisms, viruses, 
bacteria, spores, and lungi. It is 
effeclive against Pseudomonas 
aeruginosa, Bacillus subtilis, non- 0 Stable for 1 year. 
tuberculous Mycobacteria (NTM), 0 Thoroughly tested and evaluated. 
Hepatitis B Virus, and N~\, 1Hfl?''''' 
II demonslrates bacteriCidal, '71 j)' ". From the. market leader in dial~is 
fungicidal, tuberculocidal, and :r,,; cold stenlants, Renal Syslems IS 
vi:'Ucidal ~perti~ Actril- is also a pleased 10 introduce Actril- Cold 
hospital level disinfectanl all 0 Sterilan!. This new slai;)'e, and ready 
minutes, to use produCI is now available lor 
. the disinleclion and cleaning 01 your 
The stabilizeo mixture 01 peracetic hemodialysis machines. This 
acid, hydrogen peroxide, and acetic product comes complete with 
acid leaves no loxic residues, since delailed instructions lor use. 
alter reacting with organic material, it 
decomposes into oxygen and acetic 
acid. 

Actril- is easy to introduce to 
\ your cenler; and win be readily 
\ accepled as a tool to help provide the 
\~est care possible to ESRD palients. 

(j..- h ~ j.v IISR) c"? 'J a 
5lf.~:t),J· 

, , 

: 
ACTRIL no COLD STERILANT 
ORDERING INFORMATION 

.' ACCEPThD 
with Ct;:,·· : .... T~ 

in r.~):. i '. 1: 

Model Description MAF\ C' ',990 
78270 Actril- Cold Sterilant I 

78258 
(4 x 1 U.S. gallons (3.78 liters) per case) t'~ , ... 
Actril- Residual Test Strips r.: .. 
(lOOper ''ia~ 

. 1'" . -: . 78259 Actril- Indicator Test Strips 
(500 per pack) ,.-S?~_5~3-

For further detalla, contact your 
Renal System. repre.entatlve at 
1-800-328-3340, -,. 
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