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=H 42| Hghd

O|E8 EOIY AFEEs AX= CrE21t 22 global regulationdf| & $tsloF ahL|LCt.

o|28 &OF(medical applications)
(1) x| X2td(biocompatibility)

1) ISO 10993-5 (Test for In vitro cytotoxicity)
2) USP Class VI (US Pharmacopeia convention, biological reactivity test class VI)
(2) Drug Master File (DMF) Listing

AlE M= HOf(food contact applications)

(1) EU Regulation No. 10/2011
Monomers and additives listed on EU No. 10/2011 on plastics materials and articles
intended to come into contact with food

(2) EU Regulation No. 2023/2006 of GMP
Good Manufacturing Practice for materials and articles intended to come into contact with
food

(3) FDA Title 21 177.2470 for “Polyoxymethylene copolymer”

7|E} &OF(other applications)

(1) “Substance of Very High Concern under REACH EC 1907/2006”

(2) “Europe Decision 2001/2/EC : TSE, BSE — No Animal Origin”
no risk materials are used in the production, monomers / ingredients are of petro-
chemical origin, additives from animal origin

(3) “Phthalates, Latex, Bisphenol A” free
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E 1. KEPITAL MX Series ®Z &2

Grade %%XH‘- Ex
(9/10 min)
B 2H} Grade
MX20BTO1 9
B AESHEE FEL NE
B 8t Grade
QlHtH MX25BTO01 13 B
B AMEHYEE SNERE ME
B ANEEdYEE MNED MNE
MX30BTO1 27 _ N
B SFS XN ZO|L} Multi-cavity 2SO Egt
B AESHYEE SNEE ME
MX25BTO03 13
B IZM(IZE) Grade
E+4
B AESHYEE HEX ME
MX25LF01 28
B AHZ|2 F LiOHEOrE Grade

KEPITAL MX Series= 21} S4+Ho2 TEE0, YerEe SEMED)Y w2t 37

GradeZ Ltz & UAGUCH S+F2 148 type@l MX25BT03 grade®t HE2|Z 7
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MFR (g/10 min)

MX20BTO01 MX25BT01 MX25BT03 MX30BT01 MX25LF01
Grade
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2AtE Ol 447

QlH}
=T Pol
olymer 1SO 1043 - POM POM POM POM POM
e abbreviation
SHEH g/10
28X % ISO 1133 . 9 13 27 13 28
gl?é! min
OIZIEIM S MPa 2,700 2,750 2,850 2,850 2,300
LT MPa 64 65 63 68 55
ISO 527-2
SHEAS % 10 9 8 10 8
ofchM 2 % 32 30 25 30 30
7| A=
ZIELME MPa 2,550 2,600 2,600 2,800 2,430
a4 ISO 178
234E MPa 87 90 90 93 75
Charpy notched s
1SO179-1 | kJ/m 6.5 6.0 5.0 6.0 55
F4ZE (23°C)
Charpy notched s
1SO179-1 | kJ/m 55 5.0 4.0 55 4.0
S4ZE (-30°C)
8 ISO 3146 °C 165 165 165 168 165
OHE'I (o 1= o K=3
= =He=x ISO 75-2 °C 100 100 98 101 95
ME (1.8 MPa)
_ ISO .
MIUALA 4 L1350 | 10°1°C 12 12 12 12 12
ETE ISO 62 % 0.2 0.2 0.2 0.2 0.2
7|E} = ISO 1183 glcm?® 1.41 1.41 1.41 1.41 1.39
MyLrxsg ISO 294-4 % 2.0 2.0 2.0 2.0 2.0

-
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E 3. KEPITAL MX SeriesQ| A7 dhHof|
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Autoclave Gamma ray

X
(assumption)

F) 1. ++ : excellent performance, + : good performance (some considerations)
X : not recommended

1. Good performance (some considerations)

MX Series= autoclaveE O|&%t LIS RSO A 25 cycletX| 45 AREHE EQFL|CL
7

® U} AH| : Tuttnauer 3850EL-D ® & AlZt :3min
® =2 :134°C ® 7| A[Zt :30 min
® 2t :29.4 psig ® I AlZt (Lcycle): 57 min

2. Excellent performance

MX Seriesi= ethylene oxide gasE& 0|23t C}2 XZASIO|A Efst MFEMHS EOEL|CL

® 124 :1SO11135-1 ® =& :190+10%R.H.
® ALE Gas: 30% ethylene oxide + 70 % CO, @ L= AZF:6h

® 2L :52~58°C

3. Not recommended
MX Series= gamma rayS O|2%t AdtH2 HMotstX| Q&L Ct

® A :|ISO 11137, Sterilization of health care product package

® Dose rate : 10 kGy, 20 kGy, 30 kGy
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Aliphatic Aromatic
hydrocarbon hydrocarbon

Alcohol Ester Ketone

++ ++ ++ ++ ++ X

) 1. ++ : excellent performance, + : good performance (some considerations)
X : not recommended

agiu, 24 MetN|, F2AA (P2 5), getorda 22 =222 KEPITALS 23iAIZ
T A2 S AMESHA| R=E ofoF gLICE & 50 Ctefot FFS0f CHet KEPITAL

g T A ZO0|HE LIELASLICE

H 5. ZZ 3}t ofZo| XX|0f M2 KEPITALS| Ljot=EN

X AIZE (h) 2k (°C)
Iso-octane 19,680 23 97 100 100
Gasoline 1,000 65 92 101 100
Diesel 1,000 90 100 100 100
Methanol 8,760 50 88 102 101
Ethanol 8,760 50 89 102 101
Acetone 8,760 23 83 104 102
Toluene 8,760 50 90 103 102
Benzene 6,600 60 90 104 102
Carbon tetrachloride 8,760 23 98 102 100
Ethylene glycol (100 %) 480 120 89 - -
Acetic acid 1 % 8,760 23 101 100 100
Sulfuric acid 1 % 4,320 23 100 100 100
Hydrochloric acid 10 % 960 40 100 99 100
Sodium hydroxide 10 % 552 23 102 100 100
(ffestive chiorine 3 ppm) 552 23 100 100 :
One-Luber No. 2 2,400 100 105 100 100
Hot water 1,000 85 103 100 100
4710 NEHIE NEEY, 2, SEol 5E, MX| AZt S0 QoM HaHE 4 Yooz, MFo BEo=E A8
2HFSolM Al S HASHH HES =T |X[7l 7HSSHX|E &QUSHA| 7| HEFLICH
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ZE|A|AR(ZE MX Series 24F Lotoj| CHSH O3 31 BIF £a|)

B 2E %= Formulation
B HEJF a0 oeh AXtRel CAE A X[ (HHA, FR5HM)
HE 7l 20k

H 6. KEPITAL MX Series®| H& 7}s 2ot

MY

=g EM | Xg 75 20}

Disposable pens (Insulin pens)

Infusion pumps

[

[

B Nasal sprays
W Surgical guns
[

Catheters
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Tel. 02-728-7481

il e
15850,
Te Tel.

KOREA POLYACETAL CO.,LTD.

Headquarters
14th Floer, OCI BLDG, 94,
Tel. =82-2-728-7431

HEESA =

22 4 {OCIEE, 145
Faw. 02-714-9235

Sogong-ro, Jung-gu, Secul, 04532, Republic of Korea
Fan +82-2-714-9235

EU & America Sales
14th Floor, OCI BLDIG, 94,
Tel. +82-2-728-7467

3
=)

HI = 2=EA 2ME 166 1ME 2= (F
031-436-1300 Fax 031-436-1301

£, SKHIEIE Sogong-ra Jung-gu, Seoul, 04532, Republic of Korea

Fax +82-2-714-9235

Asia Sales
14th Floor, OCI BLDG, 94, Scgong-ro Jung-gu, Secul, 04532, Republic of Korea
Tel. #82-2-728-7491 Fax +82-2-714-9235

China Sales
tERESEITESEELAS
FETERE R U1 TI7SS0HOE W 5 248T2-903CZ(200051)

Tel.

+86-21-6237-1977 ; E-mail: cpacsales@gpac-kpac.com

Disclaimer: 1. &7| Xt2& = HMEO| ol M oA 7|2 +20M S8& Ao|H, 58 L@ % =240 mat
HEE = UAFULCE 2 HEO 240 o3 ¢z 8 7|Ef H7HH 7t Af%El B &7 MBRE HEHX pEUCH

= ME2 (XNt Implants 82 2= HYSHA| o, nZ42 o 81 B 7|F0f w2t 2 MES AHEsiof U Ch
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