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1-5. 2O AT

SRBRE I T EECEESNBHA BB ET 0T, BIAHRESE COEIEEET,

FHRh SEHE RS AR HLAS #H
ANSI Z26.1
AS4, AS6, AS7
AMECA
CKED) SAE 1576
BT —HEE
H AT — 5 RIS LAk
NSF
CRE) NSF 51/14/61
CSA
(547 CSA it
AMECA & EEICIE, BBRL R — M EE L7220 F T,
1-6. UL X—F—Dlk7e
N — AR fili 4%
¥30,000

ASTM D5025 7L
NEXESE : 9.5£0.3mmx100+10mm
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2. LX 2T N —H A= R (g B FE AT ER)

BIDJK TIE F52 FDA, EPA T DM KEE 7, T2EHNA, Z ORI AT O HEERAT (B ka1
‘E‘LCYE‘@JL/VCI/ \ij—o

OTSCA/EPA Bt —E 2
OFDA Bt —E 2
Ok [E{b52(American Chemical Society) CAS(Chemical Abstract Service)Bi#E—t2

FriCEE SR i A— T — R OB IR | {2 A — e A28 b L TOET,
BIEN 2 AN CODOIEKE & 5 EH S S (US Food and Drug Administration, B§#: FDA) ~o
Drug Master File %§k &% O Device Master File Z&H 55T,

Drug Master File

F RGBSR ARAT IR R IE S A— T — D K ENC I S O RGE IR 7E R RS OFFRE Al A SR O D55 510 AR D EFE S
XUFAT AN T NAA (B ER B OFT — 4 L OME RO M BE 3 21K A RIS a2 B abt
(BT & B E R N LR IUTRD EE Ae 2O A IS 3L E S S A— T — | e A A 2145
FEORIRAMERSCE R, 7 — 2O A RO HZEITRVET,

L ZORRZR B BIE T R TEERE B 260 T, MR EEK M A— T —DIBNEEFEIZH D5
TR T AZEIIAAIEETT,

— FEIES AT — 1T FDA (2 K ORI IZ BT D RIRAITE AT H TERW DT, FDA OHFE, %
TICEKRREENECET, ZOMEREEL T Drug Master File(DMF)ill FE 235 i ST. &4, 4 1 Z O D
HMER IO TR I RBHDET,

DMF $llEEIZE M PG A— I — 03, — OO, JOETH & OO EL EIK A —IZHR T 5
ZE72 FDA D7 72 AEK F B U CEHK A= —DHEFEIZ DMF & 55222 57217 T, O3 _XTh
RO RZRILET,

HEEE3IE DMF B 52 G L, ZTICEE M AT OFT X TOUMICE T RS T — A 2@ Tl
(ZED— D HEEI 2 TRt & REIE M A— T — ~OIF RO BT HZ LT ET,

Device Master File
BIEBREIWE DOELTZEN,
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2-1. K[EBREE)THFEIT (EPA © Environmental Protection Agency)
TSCA KEA EWE R EE, KETHT DL FWE DR MR SSHIEE

" H % H
1B ¥ 500,000
s v iyl m
(10 t i, Low Volume Exemption) 250 H ¥ 800,000
3t H ¥1,000,000
1548 ¥ 750,000
PMN H 3%
(Premarket or Premanufacture Notification)
2 H ¥ 950,000
B, EPA IR EIE L CTLA A ICDE $ 2,500 kv
LIZ\E’C‘“?‘O
3 H ¥1,150,000
Ji HARAT RS ¥90,000
R~ — BRI EIC £ 5L
YT T —E R BT A
WElG A E7- 13 8E% 30 H LA O EPA 550 & H ¥90.000
(Notice of Commencement : NOC) {175 —= !
¥60,000
EPA Accession & 55 (fHL NOC &—#EHFEDSH AL,
¥30,000)

EPA ~Dj &L Regulatory Guidance =247 427

¥75,000~ {4

EPA SLH ADRED T2 DO 71, FAHFEERL IO FA ¥150,000

Bona Fide HFEMRATHH ¥ 325,000, F
KEME O B B SEPABEIO AT ¥100,000 1%+
Test Marketing Exemption Jg ¥250,000, {4
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2-2 K [E 5 E 3K R R EE 04T (FDA:Food and Drug Administration)
[ R A— T — W ONTEM BERR R ZE D J5 % (Tl i/ NDE FIC DMF R RITER Y — B A%1T
WET, 2O 24Tk FDA LOFERTIO TARI—T 4 7 FbT LV LET,

T8 H # H
A (114) ¥650,000
ESSEY PRy 1P ¥325,000
BB, A ¥150,000
KIE Follow Up T4kt ¥85,000
(FDA) (FFREFIZFHES) (FFEIR BT
FDA Bl ¥60,000 %
Ji HH S (1 HEElzo%)
. ¥60,000 %
s o '
FDA ﬂEEHj%TJJ (1 EF'?%&:O%)
T 7ANDOECFS ¥85,000
DMF Hi:%
NI < AE—T 7 A )V
AHEE (14) ¥350,000
ESSEY PRy 1P ¥175,000
P R EY) 1P ¥85,000
(Health
Canada) Follow Up F¥kk ¥85,000
(FFEEFRIZHES) (2F4ED T H)
Health Canada & ¥60,000
GREINEAE WG E S (1 FEElco%)
T ANVDOECF T ¥85,000
BE SIS — ¥100,000 (zzi@# 1))

X

Follow UpF & LEIFICFDABI B A e XK F I EFREEFRERBLIBEIE. 1
BEE(CDE35, 000MIZHYET,
F1-. Follow UpF#ELRBICFDAREHAEEEB S SV ERRBHEXBLRBICHELE:
&lZD&E45, 000HIZHEYET,

HEE. 1 B
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2

Indirect Food Additive, Color Additive Petition
O Indirect Food Additive Petition H i
O Food Contact Notification (FCN)H &

¥1,000,000

EF4 ¥700,000

FDA HEERITH

FCN Resubmission (Ht FiFo., H#EH)

5
= ¥300,000
ekt d: ¥100,000
FDA 2B hA 14
BMNZE A (2= ) $ 350 [
¥300,000, 1/& A

¥150,000,72 [A1 H LAKE

Non Objection Letter Hf335%

(Advisory Opinion) ¥500,000
Certificate Report F{7#H (2FERIA%)
O FDA o 7oA T v A 3E ML AR—b 150 FE ¥85,000~
O EULFal—ia2 10/2011 BAf% 1fnfE
T T IAY =Tk DHEIFTERERILIREITEA (TFRAZ)) Y60 000~
O Third Party Verification Letter Service 15nfd !
FDA F-L 254k A ¥35,000
14 ¥70,000

FDA Accession %= HU%

$350, I ¥ (r=v}F)
(10 ==vh ~ BAREVES
BHCWFEEd)
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2-3. EPA BXUFDA a2 VT 1 V3RS

T8 H #H

EPA/FDA Btk 2 2 i3 — ¥100,000 (i@ H1)
FDA (BT R Rk G 3 L O A 5o 7 ¥80,000 ~
EPA (B B E IR 35 L Ot $ L 74 7 ¥80,000 ~

— BRIV 27 N — BAERFE R ¥40,000 ~

— AT AR AR ¥40,000 ~
(199 FDA/ GLP *HiE a4 L7 137 35 X OV T Bilik 5 LR
*(gi@;j@f’;gﬁ‘lgd@mgﬂm@%ﬁ ¥100,000, 1t

KE O H E HkE (Freedom Information Act) (25-5< FDA EBO AFHEBKEZIT>THBVET,
%413 CODE of FEDERAL REGULATIONS, TITLE 21 DT XTI ET,

1. ZED FDA ~DO3ERE (PETITION) OHFEEEL RIGF0Ek, 7 —Faisk, mIERER, Bk, REEHRE
=S HE R

2. BUEHFE T OFERBEER O3~ T

3. FDA XY Non Objection £7-1% Advisory Opinion Letter 23 H T\ E 90 D H E AR FHA . 15
AT, FDA 2215 7o

4. FDA LW aR—Y )L HART AL Taka— )VEOR R E

5. FDA @ Medical Devices H 5%, %%k, New Drug Petitions R9f% 5k, FDA 23 HE9 555121
W HFFA] | G AT ORILRCFEER, F O F R BRI A G EO AF,

6. Food Contact notification (FCN) Bi/%
DX EUZ FDAICHLU AL, FF 25T, B2 ATUMAWZLET, (B, BB DR /1% FDA 23]

FRL7Z0. B AICKVHEZOLOZES LT 57 —AbHN £1, ZOIH7E1213 FDA 7»5 0 1E 6K
T TR IR LE T,
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2-4. FDA Compliance i

21 CFR, Part 170-199 O# & SN () 1TV T, Z ORA RO S0k #2950
FATIREZHOWTHAIDB RO DN TRV ET, HALOR A ZOMANZE BT 20 L5055 6
Pl HFER 2 S D DDV ET,

il RRUBRI ., R [E = R BRI TV E T,

21 CFRE & %N IEH
175.300 Resinous polymeric coating
177.1010 Acrylic and modified acrylic plastics, semirigid and rigid
177.1020 Acrylonitril/butadiene/styrene copolymer
177.1500 Nylon resins
177.1520 Olefin polymers
177.1580 Polycarbonate resins
177.1630 Polyethylene phthalate polymer
177.2470 Polyoximethylene copolymer

FRRUANADOR) = — 2O THE T TEXHLONHVET, CFR F 5L 2 BHWEDELIZEN, Wi
b RERSE AR DT EBRWEbELEEN,
HREEL, BEVW=LET,

2-5. *k[E{k5% (CAS:American Chemical Society) ™ Chemical Abstracts Service
(CAS LR —h) =F A/ 8=k —E AL AR —h A F L O CAS Bk 5 DIAT

TH H M
15 H ¥80,000
2 0 H ¥160,000
CAS LR—R AT X CAS B4kF B DIAT
34 ¥210,000
4 5 B~ % 50,000
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DJK
o = WAL — PR DHIRN

WRAITAIZE 4 SER T AT T AT v 7 AR OWFIERR %8 3 K O TR R SR & AN
EFHMELTEHLTEY £ LK,

HEEM, =L 27 he=7 2/, TEM., &40, EXLHOMBEHIE L TH =&#%q
ZITWET,

Hfhlo X 2 EFEELKE (Statement of Commitment) Z {015 7= Okt 05 = F 303
=22 ZFHT IV, BRI ZTHFHRICTEY £ 0T, ZT—8FIV,

rD J Kk#é%nu niE"j‘b—t Xﬁ%l

1. EHH., EMSIESLOEMICE 2T 7 =vE—T 4 v b
1HY%DY 100, 000M
AW EFEE (H L5 0 k mULN OB 1T HEL

2. FREHSNI SR NT I =V E—TF 4 NS X
D J K& =38R s ZEK 85, 000M
(L 2 » HRIA RN, JEC OV H AR SO 700y THERK)

TR BRI EES S GHEITIEBI@® TR CE T,

[F&Edk] D JKE -HBIEY — A
03—-3585—-8131
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3. 4 fRtiRER (Organic Waste Systems n.v./ AN JL¥—)

RN ~L¥—D Organic Waste Systems (OWS)#hL G HRHEL CIAFiFHIZH =D 3Rt~ 7 A
Fo 7 e OEDORTICBE L CONAFET 4T TT — g G- BB —E 22 B &2 1T L TBYET,
{8 CRRN OFRFEH RS AIB-Vincotte oL KA EE (OK oo A b~ —2) BT K% H A CHEE
LTEVET,
OERIE. PEESETRSNSHEANHYET DT B THAVADELES, |
&N BRMERRICETIEAE, STHMITHYETOT, CRABE

HELNZ LD —E AN

GLP %% (Good Laboratory Practice)

O AHEBRBIUREEBE

@ “OK COMPOST”, “"DIN-CERTCO"Ah DA FBHERI ~D T~V HIGH I B FL e
@ MEEHEORBEHE I CIHEHE T TORR

@ GLP #:/ELE¥ (similar to EN45001)

® PR ok

® FoeRHEIT. 10 FRIEREr Bise LR E S 72 A [ 7T)

@ 7“_5@n£7fmf£’f/Lu+ ST &7 DAF

® HMEEITN 30 N—

©) %%%%%AODEF&J&E@%BJJ&%‘W

Standard J:#E OWS #2kBa 2 A ozttt | 7oy = 7 g E B @3 A E 0BT,

O BRESNT=~—7 v hENERCOMEH B 7Y

@ EAEACIEAAE

® D R

@ FA_—T oA E GBI IEOFHEZL)

® BIOEBEa YT —a (TR AL THE B

Pre-screening ¥ OWS #LaRBRE: H O 8kttt 7oy = 7 N e H - 815 @G & AL E T,

O RESNT=~—ryheWNETOMH B Y

@ VEMEE BT

@ HMEERL (HHARLR—, £, 7 T77 DR E)
@ HERFIEOFHEL

® BMOEEa YT — a TR EA THE B
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3-1. A RANKER

Z IR 1S014855, JIS K6953, ASTM D5538, EN14046, DIN V54900
B2, avha— 7T 0B G ERET,

SRERBH AA Y FIH DD FHIZ L R A RNRBRIEE Y ClEdH D FH A,

. il 2H R (€
AR iy PR GLP Pre-screening
(n=3) (n=2)
1 5777.0 3166.1
FEE 45 f 2~4 20% Discount 20% Discount
=5 30% Discount 30% Discount
1 1353.9 743.8
B LR 15 A 2~4 20% Discount 209% Discount
>5 30% Discount 30% Discount
1 1733.0 953.1
L& 30 H 2~4 20% Discount 20% Discount
>5 30% Discount 30% Discount
0]
1 866.6 476.6
ik
LEEO H 2~4 20% Discount 20% Discount
(s =5 30% Discount 30% Discount
1B STV DB T & 500 g 500 g
3-2. [EFEERGFRSRITER
A R BHE M B DT XU ZEREEIC L CEB B &2 WL FET,
m H % H
AIB-Vincotte ®a 7R ANME (OK 2 R AN~—7)
SRREES: DIN-CERTCO BRI R
BPI
av YT Bl s LAH
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3-3. ZOMO A RIERER

R Z s H1H]
B TH AL AR ISO FDIS 15985 15
High Solid Anaerobic Digestion Test ASTM D5511 L 15 H
I U2 TEA L RRER 1S014851 N
HH 45~60
Biodegradation Test ASTM D6400 LEE: Pty H
under controlled composting conditions | EN13432 O—#
SRR 15011206 47
Soil Biod dation Test ISO FDIS17556 WEE 30 A
oil Biodegradation Tes ASTM D5988
3A vy B — )V R MR (2 &)
Disintegration - Pilot - Scale EN 13432 1238
(Industrial Composting Test) ISO 16929
- Quantitative Measurement
AR AT MR
Aquatic Respirometric BDD OECD301C 28 H
Respirometiric AR 'IASS(?F?,I4%85/2174185912 LR 14 H
BOD Test i
s s
S REIE R R TR ASTM D5526-94 6 H
Anaerobic ASTM D5526-94
Biodegradation Al ShE B
oot g NAYY R (HSDA) 7R ISO 15985 15 H
et EN 13432 ~
KA F AR OECD 208 10~14 H
ASTM E.1676
o e OECD #207 .
RIS AR N :
B 58w MR RekbR ISO 11268-1 2 i H
AS4736-2006
AT EN 13432
ki%ﬁﬂ:ﬁi H uitgﬁ OECD 208 60 El
[ IR H7 EN 13432 i
Lo R Ry ASTM D6400-D6868
A RAN T D
IRA Ty N — L R AR EN 13432 123
Disintegration - Pilot Scale Composting | ISO 16929
Test followed by Compost Analysis
\ . oy 15
Stk R J—=2 7R J—= 73R E
BRI E A7) — = 7 3 R ADY—= 7 R BB W15
TEMERHREEMEA ) — = 73R AP — = 7 RS 37H
AR BT AR AT 4 7 ERERO SR 150 14855 26 i1

( Part of EN 13432)
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R Z IR 1 FH]
AL H AN T AR RAT EN 13432
P . b ASTM D6400 37 A
ISO 16929
‘ . =y EN 13432
b VS | AR — T
ji;géﬁ'\;ﬁjﬁov P TR ASTM D6400 357
IR ASTM D6868
2 RANG T D/ A hA— )1
AP —= R ISO 20200 37 A
Preliminary Screenint Test

TREOFBRICEL Th, BABWLE T, BRWGDOEIIZEN,

» RS RARR - BRI E VR A o R

» HHRHEST R AU AR S R AR

© AANVAREFEPEAE S R ERER (CEC L-33-T-82)
- CMAESRMERBR (1R k| 3R )

-+ COx-ZERER  OUKARLFME)

C-14 (I—aAr 14) (XMW ik & A EONE Y —v A% DIK USA &l L ThalE32)
LTHEVET, BB H AV ZSETWEEETOT, BREE T3V,

o Ot EOHBEMHBICEALTIENREEHBRUVEMESSIEZITTEY. BEALEHLE TSI,
® [EFEERE. OK Compost (Belgium - France) ZMERMRIZIZDLNTENFEERICTANYET,
B4t DIRHESE Organic Waste Systems SRERFR(E. [FEAEDERRZRIIMED A EHAEFTTY,
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