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AE DId=E el S|4l | LollSE AFE Al
(CFU/ml)

Nz

E. coli ATCC 2592 1.2x10° 1008H - 58

S. typhimurrium ATCC 14028 1.3x10° 1008H - 5&

S. aureus ATCC 6538 1.3x10’ 100K - 58

K. pneumoniae ATCC 10051 1.3x10° 1006H - 5&

P. mirabilis ATCC 21100 1.3x10° 10064 - 5&

P. aeroginosa ATCC 9027 1.4x107 100HH - 5%

Z87

M. tuberculosis 1.0x10° 34HH - =

=0l

C.albicans ATCC 10251 1.4x10" 50H - 58

7. mentagrophytes ATCC9533 5.0x10° 508H - 1082

i

E. coliKCTC 1039 1.3x10’ 346K - 5&

E. coliKCTC 1039 1.3x10’ 3484 1% Blood 5&8

S. choleraesuis KCTC 2425 1.0x10’ 346K - 5&8

S. aureus KCTC 1928 1.0x107 344 - 5&

S. aureus KCTC 1928 1.0x107 344 Hard 5&

water

MRSA 1.9x107 34HH - 5%

K. pneumoniae KCTC 2245 3.8x10" 344H - 5&
fZUEw P. aeruginosa KCTC 2641 3.6x10’ 344H - 5&

P. aeruginosa KCTC 2641 3.6x107 344H 1% yeast 582

extract

P. mirabillis KCTC 2510 2.8x10" 344H - 58

B. subtilis KCTC 1022 1.2x107 3484 - 58

=0l

C. albicans KCTC 7121 1.0x107 346K - 5&

7. mentagrophytes KCTC 6316 1.0x10° 344H - 5&

EZ Xt

B. subtilis KTCT 1022 2.0x10* 3484 - 102

E. colj ATCC25922 2.0x10’ 346K - =

S. aureus ATCC6538 1.8x10’ 34HH - 58

: KRD CO., LTD.
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H2 oHeJIZUHMN AAIS 428 AlE 21
A= D2 AIS0|ME S S| A b4~ doi=d At Al 2H
(CFU/ml)
Kz
S.aureus ATCC 6538 2.0x10° 100 B |Dirty conditionsx 12
E.hirae  ATCC 10541 2.2x10° 100 B | Oirty conditions 12
P.aeruginosa ATCC 15442 2.0x10° 100 B | Dirty conditions 12
28
M.terrae  ATCC 15775 1.9x10° 25t | Dirty conditions 10=
HygCen Centrum | M.terrae ATCC 15775 1.9%10° 33 tH Dirty conditions 153
fur Hygiene und | 0|
Medizische C.albicans ATCC 10231 3.1x10° 50 B | Dirty conditions 2Z
Produktsicherheit | Simulated test
GmbH, Austria | JIZ&
S.aureus ATCC 6538 4.5x10° 100 b | Dirty conditions 5&
E.hirae  ATCC 10541 1.5x10° 100 BH | Dirty conditions 5&
P.aeruginosa ATCC 15442 1.3x10° 100 B | Dirty conditions 5=
E<ELray
M.terrae ATCC 15775 2.4x10° 33 HH Dirty conditions 52
=Z0|
C.albicans ATCC 10231 2.1x10% | 10084 |Dirty conditions 5&
Nz
S. aureus ATCC 6538 2.3x10" | 80 HH - 52, >10°
P. aeruginosa ATCC15442| 3.1x10” | 80 bH - 52, >10°
aZ0|
S=EBULSHM | 5 apjcans ATCC10231 | 2.1x10° | 80t - 5= >10°
Z4/(CCDC) ZR
B. subtilis ATCC 9372 6 A
(Stainless steel piece) 1,010 33 } 1Al >10
B. subtilis ATCC 9372 s s
(hemostatic forceps) 1.2x10" ) 38 th j P Al >0

* Dirty conditions: 0.3% albumin +0.3% sheep erythrozytes

(2) A=A gHH 20 A7
HHM2 Wl =Mote AESAl(Endotoxin, &<
CHEFel HH=0 ==5&e UHAURHS SIUHA
AAMIZ HIRs 2z d&I0A= JH0lE 2tel
A =S 2HHI2I0S MELAHN EMote 222
SfHICIOHE  BAIGHAHLE AIZEE [ AEEZHO0
StHIcIOotetel Azt A0 CHEt 320 HEE D QU
LIEtHCH=E 2200 S0 21200l CHst 2elot 2Rt
"85} KRD CO., LTD.

£, wwwlodkomea.com
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CFU/ml CFU/mlI
2500 10
2000 r 8
1500 [/’/“ 6
1000 4
500 jf 2 J’J
0 : 0 : :
o] 10 20 30 40 50 60 70 o] 10 20 30 40 50 60 70
HH 2FAI2H(Hrs) BH & Al 2H(Hrs)
A A DFEAH HZ 5081 8|8 AR & I2IRI® 50 b BlAM Al =
O 2. AAF HIZD GIZ3RIS AIESH 2 A= Al & 249 24
o= OF3|0H0F HNA AALSl DIEAHH KMED GIZIRS 242t AH AIEs T
50H2 BlM5H0l ML 22 ASst & HHLE WHGIH = 27 29 HEE
NHEC2 =Xsle RAZ 0126100 BILAIZI T2 WA =2 =XsiCH O 2
FI2ARCS AI=st 22, AAIO HIGH ©F 2008 OlAtSl AR ESE IJIKD USS &
& AACLY
st JIEQ AAL WEAH HEZS AZs6IE J1J0 dI23%s A=sids o
MTEA 23X B2 2E 3 2, FI2IR®S MZEIHANRE HZEA XD
HUBHOZ LHOIRSS & £ QUUCH
50
—— A A D=AHHIZ: Oct. 2000 ~ July 2001
a0 [ 3l 2 32!®: Oct. 2001 ~ July 2002
i 29.6
30 25
20 |
10 [
0
M 11 12 1 2 3 4 5 6 7
23 AANED 512321%°2 AIRE A= Al BHA 225X = 22 Endotoxin 24
o] S ASEZDOA N2IR®0 EF DA HMZ0 Hloh S SHE2I0F AR
I ATEA HHBS XD YSS L £ QACH
8/21

m KRD CO., LTD.
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(3) A2 M=
1) HOIQ 2 & MHH
B0l Z E(Adherent micro colony)2 LXNEH = WRH LIS M=
S UHLE Mol D2X S2& (extra cellular polymer substance: EPS)0l &
SrOICH Olefdt HH0I2 ES2 1 =0 EMote DIME0 ASHSS &
LU A €A ot YIHES ot0f, J1DI19 WE 2 H=FIX bl

=
g&0l =

o

oQn
e o

=

00

Paa
HO 1o

]

9]

Ot2Hel AMRIS jn vitro AHOIA A& AlZI HIOIR ZES0 UE si232® A

I=}.

61|E£EI® Hel® lear®20 2 Hel I23R® M26HY =
08l 4. GI23I%9 HoIQZE A

4 N2} 12 AI2t 24 A2t
H ASKHI(300 ppm)

5| & oK)

Biofilm SI2321® (50 Bl 3] A1 oH)

e 5. sl2381®9 diole ZEol 25 st

@5 KRD CO,, LD 9/21
e ‘www lndkonea.com
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3) CHHA SO RII2F HMAHH
Sl231% SIS MM |8i5t)| o 2FEBH(GOT6E8, GPT74), Y

(328 mg), Al 2 L@ ZAHO=Z 015h H L (24A12F =)o EE 220 20%S E
AMIZS 0|28 Voltammetry2 4% ol238I%9 M2 A6

S s

ol

£

g 4

3 .

& ‘ - o4 ./

Before
cleaning

dorganic materials in urine W Albumin

2l e, sl23ag®e slAHIo 2

NS

== MA=

Y. =
SIZ32® Mol ® sANZ T
Sl238l(1/348| LM sxg AE2(F e, @:2=oho 03 | ASBAKL/345| AN
Ol C}.
02l 7. sl2381%9 RIJI12 MH &t
o] DELs I23e® Mel 59 A2 B A HMEQ SIISE(CHHE S) YHA
Hlm AIE ZIOICH B ALl MEQ FS AGS 22 2o - = SISEY L2
019 MIHEK LUCHs 242 2 2 Yol etH, 232 ez & = 9
22 L20S D5 JHRO0| MHGHACH
4) T2l AHol32 MAHH
ZADZANAHO HHEMAZ|IQ} NES SAI|(2Z 80A 0/AHE AIR5t= U=
of EASANAN JIE 2HAl TD A= A2 EA 5 HU S0 ZEE SI0H
N HHEE GRS s 220 HM 2o SR ZLMdt= ZT2HIQ HO|
S(protein cake)OIC. 0 ZZ2HIQl HO|T= Hi2Q o8 SHAS HRsh 2l 24
o YEAHS FHMED UI W20 2 MMl e AUE ASHENO ARAES
2E SHE0N EES D QLY.
KRD CO.,, LTD. 10/21
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6) A2lZ FE UWR 2¥229 &ol

D3IRI® 50 SlAMS AlRS 55O LHHE &2As 2 o 1=
O WHOI &M IWRGHCH= 2= Mr. AkiyamaOl 2| ol
Smiyishigawa SE0A A& ZD2 A L2 HOF A3 1030 2EACH”

7) AHY AT

12t ALE8 QIZAEIINA M= RI| LEE2 AEE EX W BH20A
= | = 2

MBI X-& SIE2AHOZ 245 A, EHA2EE(Calcium carbonate)0l =4
20l 2oz DAL QAL I2IR®Y ALY MHBZS =F6I| Qs A=20AM 24
A2 SO EFArZEE0l TiE GIl232I% alss =Fs 2D 3.88 g/ 100 ml $LCH
Ol Eb DIAMH ASHO HIGH sI23%2 2ls0l FSsl Hods & £
Ct.
sl232® A AL HE B A MIS
3.88 g/100 ml 1.00 g/100 ml 2.04 g/100 ml

m KRD CO., LTD. 12/21
A wwwlidkorea.com
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%4 .0k 0003 20KV 18un

FI23RI® 2 AIZF "2l & (x4000)

0211, sl23e®e ALY HAH
Qo] AMRIZ2 QIZEAMZAT|IC HA B2 SHE 2222 MNFE0OABCZ Y
5t GI2381° 33UH SlMdMOZ Helst & 1 BistE &Yt 20/ 2 A2 & 2
A=29| MMt o5 LIEIES & 2 QUCH

A At Dt

=
S

H RIZ 50 Ui Sl&H A

X109 188 mm

A23e® 50 B 3| A oM

X188 1000m

212, AHQYA A0l s Sl2IRI® NI
Mr. Akiyama Jt Sumiyishigawa SH20IA A M 23210 A ALl DEEAHH A
ES HUSEALAII N 22 AIZEE = AHQYHAL EHE MIS0IHPZ 2AEE
ZUEAN L2 HOF AR5 1030 LESIACH AFXOAM LIEFS HiQF 20! dl23
2% AlZ & 1 HOO0l U= HRES ¢ 2 QUL
Cee 94 A=HQ a1238%0 6t electronic valve 2 SZ0 50
A28 G2 HIWoIHLH EAH ASHE AI26I0H 2 W2t A28 AHIQ2IA B
2 ASHO Q8 RAI0| LAHEIAOLE DZAH ASHO FH2IR®S 3 & 6 M
13/21
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ME5US e LME =0 MHIAD EJ19 AMHE XD ASS 0I5
CtD LES ARDF QUCH?

sle3z®
3EHBMNE AR
08 13. sI238% N

gaH A=H

248 A2

GAH A=
4 6HE ME

23
38 6B

o12321% otEY

=3
2

Chinese Center for Disease Control & Prevention)0lA dll2321%2 M=st

e S5 =49

N A
= =/

NEs Z A2 eze

®
AtE

2l Al E (Institute for Environment Health and Related Product Safety(IEHS),

SPEE

LDso = 2330 ma/kg, +=22LDsy = 3690

TE=
mg/kg22 LIEFL} ?@Aﬁon HIGH 55% RS £Z0|10 SESHAE L MASAA
HUAME JI8S SLotAl ¥=00 LHEFSCH

I 3. I3 e M2stE MEA AR

A2 NEETE! NEES 20
51201 = s 3 9431 LDso= 2330 ma/kg
%31 LDso= 3690 mg/kg
ga (%?;?;%lﬂE{ %@%g =) xl j|=2 O!:ll-;l,xl (o] X=2
(3 B4 N ASAIE) e s= TmeoA Es
MA=SM(BXIIE) e 3 IES LUK %S
- N £ = gls
Nelson 1122+ 5 & (Sensitization) Yl N
EEE! £ =4 gis
MESH(28Y BH=EE0) £ of2to] X2, =4 8lS
Toxikon™ olEO = =) or2tol X2
GIENEH kS LDso< 2000mg/kg

*CCDC: China center for disease control and prevention
**Nelson: Nelson Laboratories, Inc. Salt Lake in the US
*xx*xToxiKon: Toxikon Corp. Massachusetts in the US

(2) 212| Lh &R
NI

=

oIzl e

= | el sI23R® HRHS AAGH| AT 302 2t2 Al

m KRD CO., LTD.
A wwwladkoma.com
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ks 2002& JSOTO Mr.

H202(mg/L)
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ET filter2 INZt OUT

MstaAo BEA

S20 A2

2F
2

18 15. Post Rinse Al
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H 4 58 SEFEd
(=1 g)
f54 EE M EE = ot
L-tube 4.36 4.36 0.00
O-ring 0.08 0.08 0.00
Spring 0.25 0.25 0.00
Cap 28.29 28.29 0.00
Pipe 13.37 13.37 0.00
PVC tube 10.87 10.87 0.00
Nipple 12.14 12.14 0.00
H 5 M2EE =EEEgH
(&<l g)

Material type 3% 5%

Aluminum 99.5 0.00 0.00

Stainless Steel 0.00 0.00

Tinned Iron 0.00 0.00

Galvanized Iron 0.00 0.00

PVC 0.00 0.00

PP 0.00 0.00

PE 0.00 0.00

Silicon 0.00 0.00

Polyurethane 0.00 0.00

Teflon 0.00 0.00

R KRD CO., LTD. 16/21

A ww Jadkenea.com
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4. I232% 2Y U 2
1) Ol &2 WUELMS AM20IH HZEOl JIsotEE S8 MEAIZI0 7AESE o2
MEEASD|N Stotd AFZ2EC.
2) 0Ol &9 sld=sT2 MEAIZI2 &H|Q W= =L,
3) JIJ19 A=0| &2A2= S ZHIE AE0I| MOl DitstEA SF2HA AEE S8
0l&Z38t0 BIEAl 0] &9 &=2HZ 0I5 Watste=AZ A 0.5ppm OISt ZS =0l
SHCH
BUSHTRO 2 MEAS W0 OGS SIMSEY ARAZES OfHe B 20+ I
Je A=BE)I E5E = EAN M A=H2 &BH2 AMECH A=HOE J1210 &Fot
A (== SOIstL. ASsHe AFHd2 Aot 2EH2 J|J| g2 208 = UL
H 6. J1I1€ AtE O
I . . . Post
T Dilution | Consumption | Pre rinse | Infusion| Contact .
ype ; ; . X rinse
rate (ml) (min) (min) | time (min) ;
(min)
WRO B
membrane | 1/251/5] get 10 Set | 10~40 | ~240
(polyamide)
Gambr | AK 90/95 1/20~1/3]  ~100 10 7 30~40 | 40 ~
0 AK 100 1/35 60 10 App. 3 |Over night| 30 ~
AK 200 Ultra 1/35 60 10 7 Over night| 30 ~
1/9 250 - 9:45 - 18:30
BE C-
COBE C-3 1/9 250 5 10 90 35
Phoenix 1/25 220 - 15 15
FMC | 2008/4008 1/25 ~ 50 — - | 15 25
DBB27B - 60 20 0.5 50 50
Nipro SURDIAL /11 1/43~1/4] 100 ~ 110 10 10 ~ 15 60 30
NCU 12 1/43~1/4] 100 ~ 110 10 20 60 30
[Rse ISV | /22,83 150 10 15 15 40
TR-321/322
Toray | TR-01 1/35 - 30 15 99 60
(Japan)
TR-3000 1/50% 150 10 15 25 30
TR-8000 1/50% 200 10 15 25 30
Baxter | 550/Meridian 1/35 255 2 16:05 30 6:25
SID2001
JMS SDS2000/3000 1/35 200 20 10~15 | 40~60 35
SDS20
MED- GSD-2000 1/35 250 set set 5h 15~150
TECH NHD-2000 1/35 250 10 20 20 60
B. Braun| Dialog - 90 30 25
Bellco | Formula 1/30 ~120 - 11 30
9| HOl MAIE ASYHS JJIAIE 0 (2 LU=l 9H0ll A2 02t H23% ¢ L AS
A2FS JIDI0IH EE=E & UL
* HEARC HE B AHIS(1/20 ~ 1/35)20 Y2 ARA(AMEBSTI @ A2, ex. TR3000, TR8000) S8 4
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cl: S3d8% Soil&Xl Xdi, 2001

2. Kumagai Magoto: Journal of Japanese Society for Dialysis therapy, 37, 2004 Jun.
Supplement 1, O 0789, Review of cleaning effect about peracetic acid cleaner,
HEMOCLEAN®

3. Content and Format of Premarket Notification [510(k)] Submissions for Liquid Chemical
Sterilants/High Level Disinfectants)

4. Kumagai Makoto: Journal of Japanese Society for Dialysis therapy, 36, 2003 Jun.
Supplement 1, O 746, BOD (Biochemical oxygen demand) Test when using peracetic
acid cleaner, HEMOCLEAN®

5. Nobuyuki Ono: Journal of Japanese Society for Dialysis therapy, 35, 2002 July
Supplement 1, P 242, Introduction of using result of cleaning and disinfectant,
HEMOCLEAN® for the hemodialysis machine

6. Nobuyuki Otobe: Journal of Japanese Society for Dialysis therapy, 36, 2003 Jun.
Supplement 1, LS 26-2, The effectiveness of overnight disinfections and further
assignment

7. Document of citric: HSDB—Hazardous Substances Data Bank ad

8. Document of citric: HSDB—-Hazardous Substances Data

9. Nobuyuki Ono: Journal of Japanese Society for Dialysis therapy, 35, 2002 July
Supplement 1, P 242, Introduction of using result of cleaning and disinfectant,
HEMOCLEAN® for the hemodialysis machine

10. Kumagai MaKoto: Journal of Japanese Society for Dialysis therapy, 35, 2002 July
Supplement 1, O 535, Introduction of using result of new cleaning and disinfectant,
HEMOCLEAN®

11. Kumagai Makoto: Journal of Japanese Society for Dialysis therapy, 36, 2003 Jun.
Supplement 1, O 746, BOD (Biochemical oxygen demand) Test when using peracetic
acid cleaner, HEMOCLEAN®

12. Takeda Masaru: Journal of Japanese Society for Dialysis therapy, 36, 2003 Jun.
Supplement 1, O 1233, Cleaning effect of peracetic acid cleaner, HEMOCLEAN®

13. Sakano Sinichi: Journal of Japanese Society for Dialysis therapy, 36, 2003 Jun.
Supplement 1, O 1234, Using result of experiment of peracetic acid cleaner,
HEMOCLEAN®

14. Mr. Akiyama: Japan HDF research Society 10" meeting, 2004

15. Kumagai Magoto: Journal of Japanese Society for Dialysis therapy, 37, 2004 Jun.
Supplement 1, O 0789, Review of cleaning effect about peracetic acid cleaner,
HEMOCLEAN®
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16. Sakaki Tsutomu: Journal of Japanese Society for Dialysis therapy, 37, 2004 Jun.
Supplement 1, O 0790, a long term result of using of cleaning effect about peracetic
acid cleaner, HEMOCLEAN®

17. Kikuchi Kazuhiko: Journal of Japanese Society for Dialysis therapy, 37, 2004 Jun.
Supplement 1, O 0791, Using result and using amount reduction experiment with of
peracetic acid cleaner, HEMOCLEAN®

18. Nagano Junya: Journal of Japanese Society for Dialysis therapy, 37, 2004 Jun.
Supplement 1, O 0798, Using result of experiment with peracetic acid cleaner,
HEMOCLEAN®

19. Akino Sakaki Tsutomu: Journal of Japanese Society for Dialysis therapy, 38, 2005 Jun.
Supplement 1, O 1422, Review of efficacy of HEMOCLEAN® on cleaning of the
hemodialysate

20. Ougiya Hiroshi: Journal of Japanese Society for Dialysis therapy, 38, 2005 Jun.
Supplement 1, O 1729, Efficacy of HEMOCLEAN® on the hemodialysate cleaning

21. Kumagai Magoto: Journal of Japanese Society for Dialysis therapy, 38, 2005 Jun.
Supplement 1, O 1730, Microbiological examination of membrane filter when
disinfection with HEMOCLEAN®
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