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BARERBEEXESAS QMSER S
0 FFX
HAEREBELRESS QMS ZEE2 T, REERBBOBEIZ>WT, ERERN
WEHRE S JIST 0841 (ISO 11607) ¥ I —ADHERAIH>TOH A FIA U EREBEL
T, QMS BELRBE U — %V 7 I — 7 CREEMBLYE, 2001 F54 VBRI b1
D, JIST0841-1:2009 (ISO 11607-1:2006) % X JIS T 0841-2:2009 (ISO 11607-2:2006) %
HMICRNLEBR, hoOBBE, REERBBONEY AT ACETERSES
HMELERBETEIZ2 b OO, 20851, AEHERE L AEMBO—~FCThs
BEERSRESEECHETDHY, REEFBSMNEEEN L oBEREE ST
FOPBEAERVWKETHE I L, TAEMBONES, EREBMEEENERT
HBEOEREREWH T LIRETHI Z EBHBP L,
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BE, SLRIOHA FIAVEEL ST > TREDE LB, 1SO/TC198 WGT ([
B) ar e —(EEEMAZBVADY, ERERNEEEL L - CEEMICERT
NEFHLPRICLOOT A KT Ve RE L. SLOBEPD, ZOHL KI4 0%
JIS T 0841(1SO 11607)> ) — AOBEREHE T2 HRRICBR L L O TRARVD, ISOH
BEERICHE SN, BEERGSENSEH BT 5 REERSEOaES 2T ADH
% OBIROZ OB LELEEIEELLLOTHD EE LTI, |

IOHARITA L, BRERBBISERR L oToEHTHY, BHlShs b0 T
BRWE, ZOFL BS54 VR EEBEREEND, $k, BEAYT VAT LE
BB R R AEEAND 7 VAT LOHREL, ZOHA P74 TREFBRD LN
TOLHRBERUTELAFEEIDZPEEND,

‘:@ﬁ4$54ym,ﬁmﬁ&tx5kﬁmTomumouwﬂvv~f%Tﬁ%&t,
INGOBRKOEREEON, REERMESNEEERZTOMEOAE ST, EHH
PELVWEFEERLEDDO ThH S, 2B, JOHL FI4 v ERo b @ERRSH TR
i, LEEJIS (1ISO) RRD TV ARET 2 REN R EEIIERT AL LN TERLE
CATWBER, LIS (JS0) BBEERERLFRCHIA-—LELOTHRVWED, 2hb
~OBEEEPNEEET O LR TERVWILCERERILERL B,
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1 H e
TOHA NT A8, %%&%fﬁ%éh&@%%%@ﬂ%@%ﬁﬁwéi?%ﬁﬁﬁ
BLABRELUEME, REEG ) 7 RF L, BEAY T CRT ARURENE

EEDRAEY AT AL VTORHERRETS

EEE 2OV F7A L JIST 0841 (IS0 11607) ¥V —XEBRRE G/ ULFIH L
TWaEHR, thbOREOCEREEZBERLZDOTERY, €T, Z0OX
A RSAVICEIL TS, Zhb0BKBEAEI VW, HEENME Y
BT ~ExEETHD, |

2 SRR |
TOHAKRSA L EEET A HEY, KOS (L) 2ERTI L kDH N5,
JIS Q 13485:2005(1S0 13485:2093)&0“/51@ QMS &y

BIE ZoOHAFITA 3 JIST 0841 (IS0 11607) ) —XOEEREBRE U, X
HEIBLTWAR, ThoORBOoBERFELZMBELE O TR, ¥
CRLBEMOEREE (~~ LTV RO IT0W T, £ CHBHIE (~
~F R L) ELT%?ELTMé ' '

3 HERUES .
IOHARFIFTA L TRHOAERHBEVESRIL, JISTO0841-1 LT JIST0841-2 12 L %
IDHAFFTAOBEREHE->T, UFORBEOWTOREREETHLOT, T

IZ IS T 0841-1 L F D — B &85 T 5, :

3.3 77— % (closure)
WEAY T RTF ARBMT A DI BV EEE,
BE flzif, BEAY T URAFATE, BERaVFFIOF Ay v Mo X B 5,
I ERER EER D OBELOW Y BAI L > CTHETH D L RTE
5.
34 s u—T % OFEH (closure integrity)
9m—Vkm%wamﬁ%t%%yfﬁi%wﬁkéwmﬁé k%ﬁ&T
Fu—y O (3.82H) |
3.5 AR (expiry date)
FORBETCEEELER LRTAERORVEMORRT, PRCELERVAT
FLEbHO,
3.6 73R (labelling)
ERERE LRI OAE VAT AR IR NTEFRERICEMA NS F
®x, B, BFANERXOL O, |
BE TANERDT, BEEEBOBINECEFROLERRCER L BET S, H
BT B LB RAT B |
3.8 BRAEMH ST 7 (mierobial barrier)
HOEPLOEDTEET CHAEY OB AR LT ARE VT 27 A0,
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3.9 TEHF (packaging material) : .
HEVAT AOREXIE - AMZERT 3
3.10 £33 R F A (packaging system)

BEHAVT VAT ALRENQE L 0MSE (ISO/TS 11139:2006 Z1R)

3.11 RRIBATEH Y 72 F A (preformed sterlle barrier system) |

RCARCEKY u—Yy U —A 0D ICE S8 flas CTREEN S,
322 CEETAEE Y T URT A, | |

Bl RuF, Ry SRUBEBRBE#HEHA =T 7 (ISO/TS 11139:2006 ZH8)
3.13 REHEE (protective packaging) | _ | .
MRS b AR R E T, m%ﬂﬁYVX?A&W%wm%%mﬁfaﬁg%%m
TEDICHRE LA R (ISO/TS 11139:2006 /)
3.18 ¥ — /b (seal)
EEEBE L - ES LERR,
&R ﬁi:ﬂi BEER TR, HEEA R@i%“«?"‘ﬁﬂ EoT—2BEHETHZ BT
%%,
3.19 = A-DO5ELM: (seal integrity)
VR, hLhLDEDEEET CHMAENOBARBILEFTE I LR EEN TS
—AORE 3.8 BR) .
3.20 > — /O E (seal strength)
S DWIRHH S,
3.22 WY T L AT b (sterile barrier system)
WEMOBAZELEL, o, FRARATOREROEFRBEEZ MRICT2RERD
FLEE (ISO/TS 1113922006 &) :
3.23 WEMAEARBE AL (sterile finid-path packaging) .
WL OEMRYERLEERRBO—BOOBEMERECT X 5 KB LY,
RER— b o A—RO/ pBE AT L,

HE MERARROEOMIE, BRESRORSOLDOF 2T ONBRD 5.,
3.24 B A (sterilization compatibility)

BEMBRCG,/ XEREV AT ARBEE 22 &hﬂﬁ’r;c ¥, BEVAT LANT
DHELRBPHEEHFCETAILNTEDRLIRT S, AEMBRE /X3 27
LD B, - '

3.26 BB E (terminal sterilization)
LA, EEASYT /ZTAWT?%E!E?}}’LE)? oA,

4 —BERER

41 BBV AT A

(JIS T 0841-1 © 4.2 %) ‘

L ZOHA RFA o TERT AEER, REACERVAV AT LAO—BE LTHE

T - N S AN '

AN EREREEEEIX, QMSES (JIS Q 13485) oM Tm*bgmfﬁ n, Zh
R R R D,
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42 BRFAE

(JIS T 0841-1 @ 4.4 {23 I5) _
TOHARTA IS TERTARBE, BELARBRFEORLEO UKL XE
458 L0, '
pe -5
HEBAFEOEUMOREOH L LT, JISTO0841-1 TRUTFTRRBH I T3,
— B AT A LI RB OB EIRR '
~SEHEEEORHES
~ SR FEORYIE LIEDORE
—-RBRFEOBIREORE
—SE R E T AR EOREIBR O

4.3 X¥E1 :
(JIS T 0841-1 ® 4.5 1) .
IOHA RS A T TERT 2B, BROREA~R VAL FVRT ALHW,
LELTD & L,

s WMEAYFURF LOGKHY
(JIS T 0841-1 @ 5.1 i &HA5) _
WEAY T VAT ATEAT 5 AEME (RUMEH Y 7 VX7 AR BT, BTRE
i, BTRRERTAEELBET S L, | _

R AN, QEMBEECHEoT, ERRUHET S L IVEEREER L L O
THY, KECERLAEHOE OEHEE, DEMBO®BE»LEBL &80
TEAEETH D, HoT, ERMBRELEL, REEILINLONBREE
FEAE, PRYECBETAELIL, F08EA, BORREERTALBERIR
b,

5.1 & EEH

C(JIS T 0841-1 @ 5.1.4 [ RT)
WOBBEZEBL, BEANYV T VATLATERTAMBEZRETS L LV,
a) IR FEHEE '
b) [E 77 %5

¢} BEGEEH

d) BEIZIELT, ERFEOERE(LEE

e) EH BRERUERIARICR T 58 H

) HEEE

g) /XA AR—=F

h) BB RSE

52 BE%ER
(JIS T 0841-1 O 5.1.6 {2 &)
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CWORIEAEDEMEERELCAFNZELBEL, FFEL, MEREORILES A L
A

a) WAEH Y FEE (555 8)

b) AEFESER BT {Eﬁ%%ﬁ&&ﬁi?éﬁﬂkﬁﬁé) .

c) WEH R OMEER R
Q) BERUY—ATFre 2B A EA

e) BERENERE 0w A lBT5E6HE (S.68HK)

0 WEE CHE S ORE oV TOAERENE

53 EBEHEICHTAIERES
(YIS T 0841-1 @ 5.1.7 I %)
WEAY T VAT AOAEMBIZONT, ROEEZEESTEONEE LU,
a) MEHY, BB EHRET, BRRUESMELEADYT, Tk, HRSERTIE
BRI EVEE LY 5 2 R VBE CHBMYE, o, BRTH B,
BR FHALBREBFRCHPDEH, BEHECR, BREIWERRFES Y
BE LW, ' ’
) APRHE, MEEBERALD L YRR (), RE, Bh, LbIXIRBMRZEERR,
o) BEHE, R (B 8&bHUDEDEICES ITEET S,
d) MBOBESE, HFRVERVEITLOHELALBET S,
e) BEliE, BlIBIMRE, Bx0Ebo%, 5IHRS, BEE, MERIARZOD, ol
 DEDEEXRREROHEOBILCEST S,
0 MR OEZREE (B pHE, SR URBESERS) 5, EEHRE, BRE o
CARGAEL AT AEERBLE2 58S, BRELEREBCEST S,
g) MEIE, HEDESERELEZRIETIIVORTERE LKL LRV,
h) EEREEAY T LAT AROWTCHE, Y—AKBETAEIE,

ER D OBIRICIOWT, ﬂ%/\)7’/27“A@@§M‘7I°%#§#%&@?3’CE§§{3‘:*§
FEETDLTRELTE LIV,

54 EBEH (- MR E2BHLLAEME
(JIS T 0841-1 @ 5.1.8 I8 4) . :
VAR EMETLIEDIEEA (- A 2B LEMBOSRE, ROFEHEEZEE

ST A & X,

a) BAEOHRIE, L — VI FEEEFF A UBIE Y, koo s U SR
<, BHELTWA, -

b) & EIL, %6mb@$@tm —~FHLTW5, .

Q) OB E v — AT B L XTI, %6muwﬁwn%#Tr%¢m@/—»ﬁﬁ%%
HT 5, : |

R ChboEHER ST, BEAY 7L RT A0SEMEERE & oM TR 8
CEEEEDLTARLTB LI,
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5.5 MY 7Y
(JIS T 0841-1 @ 5.2 iZ % RY)
5.5.1 — g

R AY T RTF LB S EEBE, BAEBAYTHEHEELOVNEND B,

B MBI oWTOBAES Y TEEIZSWTHL, MEEEEENLEBLI LB TEN
W, FhiBuviid kv,

5.5.2 EJmAEHH

EBEMEMBIZIOWTE, #BEETHEI I ERMNETAI S THEDR Y THELRD

BELTEV,

R EBEMOBRBRFELLT, JIST0841-1 OMBEC (Z0oFA FI74 - OHR
#®BLTER BB,

5.5.3 ZALEME

SREMEE, BEORBMERANY THEZE O LERT LIV,

B 1 BEANTURTLAOREMBLELTHWENRAZALEMEIOR L LT, Tk
i, MERHD,

R 2 MEEEBREOEEAYFUATLAOBEMEL LT, FRETOEEAY T
R ELE NI —ENREEER ISOJS TRAESALTYRWVL,
EEBICLFEELRY, BE3IBHR,

X 3 BEAY THECFMEE LT, REFAERSY ILES (ESLT/ RAFER
WEBT 2 ) oV—Ha MT Py V) © [F 4 AR—¥F 7 LEHRHLAEN
BFEEIHE CHESL Ty TEEERR) BEATREALANLRTEZ,
TOFER, BEEETTOERAY) THREEZEBLTVE L LML, KFE
L HRBRREE b o TREAY T ESET AL LB CE D, (ZOFA F
A OWRBEAZR), 7o, EKCK T ASTM F 1608 <° ASTM F 2638 234 %t 0>
) FREMORESFEE LTESEREIRLTVS, :

56 RE o enEal
(JIS T 0841-1 O 5.3 (= %) :
BE AN T AT AOAEMRL, FRATAEET 0 ARTYA I ARTA—FTO
FHICHELTWAZEENET B & LW,

FR1 BEVo e A~0BANR, FOERBB CERATARE ot Ak B ET 5,
EO RUBEBBE OB AL, BRECEFEH ANV 7V ATAOGBEMB S ERT 3
VBERH D, ¥k, BERBEOBEE, SO0 ATRESNDRE L AR
B 2HBRROEND, BHERBEOBESE, BREME TH D BLEDR
WA, MBS (BUREBNSL), BR, FASCEELRILERD 5,

B2 BHEORE 7o A~ORBELHETIEAE, tORBEEBT AL LY,

FE3 TOBRNETOE, GEMBIEAMNINEETEE~ORBLTMcAND &
J, ‘

FH4 “nLORFIE BEEASYF—ar0o—BL LT, BT L8 TE S,
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5 SRALRTRERAEOEE K
(JIS T 0841-1 & 5.4 [Z%H)
FRAVERIEONVWT, ROBEEZERBTHE L,
a) WERRMAEITEET, I, BRECHETELIRETH S,
b) HELABE vt A TRELEBS, ME, BEAYTVRAFARVERMBICES
L, 0, BE v AN EREFEL 20,
o) ERBHRIBEL LI RV CHMIIERRET, QEMHRV/ XEBQEVATLE
RIS LTCEOERERZEL2LRV, £, FUVREAE R EARELLRY,

58 FOMERER
(JIS T 0841-1 ® 5.1.9 I i:)
BEAY 7 VAT ARURFAESE Y 7 URT 001, RKOFREEET S & L,
a) BIAIE, B, A VI XRTIANA Dy~ FREOHBRUBRERI, b5
PUHEDRBEE o 28, Yo XRXE e Elc, B, BRIZEBIC
Lo TERBBCEREZE LRV,
b) v—ATBHE, BERY-ABROL—ARE BIERV/ XIHEE) &b,
) BlE A UBAHSEL, SERHRVCERGRGIIERTIMEEOL MBI OB
B SOEmEh 8 <, EBEL, o, B—Th 5B, .
ER Vi3, BEE, BRI () BLBEZRVE D AHEHEEE b
MEZBEE IV, £, Y—ARBRTE THEROBENRENEHITS S
CDThHoTEARLRVOT, ROV —LVBERHRETILERLIEERD
B, THOENTARIEOBERELS L Iu, |
d) YNBSS RE7 u—U i, MESAY THEE L,

59 BEkL, RERUEE

(JIS T 0841-1 @ 5.5 |7 %) .

BEAY T URT LAOEEMEL, EOERMORE « Wik, ERBHBMERICET
BEAKICENT, TORMMREARY Z20RVE i, BBV, RERCER%ET
LZE5RFEEED D L LW,

pr:f _n%ﬁ$¢é$%m %ﬁﬁbéﬁ%ﬁ&< B (A, gy (EA
H), RERVEE ()Y —2A%) OThThORBVCOFIEC, ZhboHEE
EZBLTEDD & L,

6 AR RATFLORE - B

(JIST 0841-1 @ 6 2 %475)

6.1 —§8 |

(HSTOMII@GZI ZHRS)
C REHA %%a& %/ZTAQ&# %%ﬂﬁﬁﬁ%EVX/%/ AT LD
J'%%®$ﬁ®¢.ﬁﬁ?%k&woit,@ﬁh@?é&ﬂﬁ,%@&ﬁ&@ﬂbf'
EMT B0 TR, BARFO—BE LTEHTH L LW,

CER1 B¥YRFAORF - A% OB LI FIE R B LTSRS, ERIE

7
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SHEOREH - BROFEEBOPLBEETE IV, £, EFBEBOHAR
BropicaRcBlT o BRERZEDL L, B-ARERRTE D,
AdEs AT AORE - BRI, BEEREE, B AREE, Bi~0q
YTy b, BESPLOT Y RSy b, BE LY a—, RERE REHOBY
W, BHEFo2TEEbAZ b EEET A E W,

¥
Bl

6.2 BEVATFLOBHAOSA Ty b
(JIS T 0841-1 @ 6.1.1~6.1.6 {Z %) .
ROEERY, BECATFLAODRE~DA Ty T DL L0,
D) BE2AT A, BERLULEEREECRWT, BAFRUVBECHTIAEEEE /)

Riz3 5,
2) BEELRT AR, BEOREEREL, o, BEAV T VAT LAOREEREER
T 5, '

3 EEAVTUORT AR, BEEZTHEICL, o, BRENAETuvAREEST A,

4) BEAVTURAT AR, FABAXRERNREC, SEELEETS,

ER 1 EESOHEFORRE, NAOEEWRBRIIEE YT VAT LOEEMED

: HZEOWNTRIZE->TH IV,

B 2 WET IV BHEEN, FRERIONRET 7 IV BT B D LM
SEEAREE, FTORRETy IV —RERATIAEL AT LAOERMNTET
b5, |

63 BEVAFLOBRH  MROENEER
(JES T 0841-1 O 6.2.2~6.2.5 }Z5Fix)
MYEL AT ADRE - HRBERBVTIE, ROBEHEHAEE TS L L,
a) BEEREH
by 85 o BB K U
¢) vy PXRBRECHEE
d) WBE R 7 OO REO LS :
e) BEDO VRS (Fl2IE, B BE, BROHER, HESKE) CLaBE~0K
ow ,
P sy T LMD OiEK
g) AT AL EREREE
h) B EOBIREE
0 B R
P B, BBEVWECREORSE
k) BREDEA R OB
D oERRAES, Wiy, MEZOBRLARVER OB
m) EHEAY T URFABHEORO H LEOEENRIEOESD &

HE SWRABRKROBE, ROBHELBMEITEET S E LV,
Ca) M
b) H kB
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o) WREROTE
d) TeyTUSE (B, BEVE () S0BFRE)

6.4 B LATFLEERR
(JIS T 0841-1 @ 6.3 {234 5i%)
BEVAT AR, BHRERT/ TR OZYERERO—-8E LT, TR RE
WV, RE, WEE I - PERERBIERBISEEKILOVT, TORKOWMERN
MEANY FHERBLEDRTWENWS LR HBET S L I,
ER1 PRIAIERE, BE, BXofll LT, A RLERE~0BHER
o B bhs, BBRORHA VT y PERELEEREEZERTIE XV, (B
T@%%!@ﬁkbf,%@,%T,%%,ﬁﬁ,ﬁ%,%%%&,ﬁﬁ%
, . ) :
ER2 VIa b hLeRmSBOMERRIE, SERREIZECERT LB
B, MEORBEEZELLBEERBICOVT, ERTDE Lwv, #lXE,
HMEANY T VAT AOEBRICIHSHBROFTE, _
ER3 EECRERBR TR, BEFZBELLEDRR, BFTRBRICETS SN
HEOT, FREFETLIZELENTCED, HlE LT, JISZ0202 2EEY —
HFREBRAE, JISZ0232 AEEW—BBHRRFERH B,

6.5 AELRATFLGRYN  HEORR |
BE AT LAORE - BBORER, AE-RXYAV AT AORRCHE > TEFHET
BLIV, |

7 RERER .
(FIS T 0841-1 @ 6.4 {Z5%5)
1 -8
RIEMERBITL Y, ﬁ%hJ?/XTAﬁWE®%thtonéﬁ%ﬁ%?5 x
BT B,
W CORRE, BEASYTUAFLAORSEERETIRT TR, HREOEE
EHEOPBMBET I LEBHELTESTLIZL Y,

7.2 REEMELEBE L MESLEEER _ |
ZEHRBET, ERMLLRBREIER LATRERLARVE, UENAT -2 52B5%
wm,Mﬁ%ma%%%mb,%%%?—&%%éiﬁﬁ,M@%&ﬁ%ﬁ%%%%b,
WEMZERMREZDTH XV, RENLERYRE, EHHRBRERICL > TRET
Be '
ER 1 MESERROFEREL LT, KOT Lb=vARK ;éﬁ&mr<%w6
15 (ASTM F 1980),
' Kassp (TeTs) /10
T,
Ka': EESN
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Ta @ I3 SER R B
T:L%%Mﬁﬁ
Bl BERE 25CICH L, MEREY SCTER LSS, Ka=4 2729,
AfEOMBER2B,
HE 2 MESRB Y EMET HEATE, MEELEERTBRT 5 RBHM ORI
BEXEATDE IV,

s EAUYTFTEAETaLAONRYTF— 3w
 (JIS T 0841-2 @ 5 1T )
8.1 —#&k
.11 WEIANY FoATF AMWE T TR A, CEELEREICESTAYF— LT 508
v, . | . o
BB O TuaezAlF—a 0B E LT, BEBE C O GHTF/SG3IN9Y 7 &R
VF—a A FrARER, 2B, HK%®%E§B i, — AR
UF—a VOEBRAEATVS
SIZﬁU@%%ﬂ)7/ATA§L7miX@ DT F IV =L LTHEI ZERT
x5, “OBE, B—773 V- LTRYVEOIMMERD, T—AFr—2ABBEL,
BEEDOIBLT L L LW,
FR 1 R-773Y—0flE LT, Hbﬁﬂzmwtﬁﬁéﬁﬁxwmﬁﬁﬂﬁﬂ
. }TVZTAm%é
Emz T—R r—A0Hr LT, —H—LEBOEVLD, —BREWHAAD
Lo, BHA—BE B bo, BRA—EEERL 0SS bR,
B 3 U—X bR LY, BAMESIELEEE, F0T7rI)—2TORE
RN FURATFALAME o ABR~OBAPILEIRTWAE LT 52 20
B, FEER, BE7rIV~CRBTILIRENEEE, ThiXE
L, HFrerA)F—a 2 RETHHEITRV,
813 FurSarariu—5, F-FRERUCREVAT AR OABE vt R,
FuEANY)F g sD— ﬁtbf‘a@bhﬁ%h BT AhEA)F— T 58 L0,

82 EtEHEORE (1O
8211Q OEBEFEIBICIREEDL L I,
a) BRI
b) ECRR, FRE, MM YoRBRE
d) BB¥EHFOXE, MY, BEAKT~=a T4
e) FE&E:Y 2 b
f) Y7 by =FXE
g) HWE, RE, BELYORBEFORBESEMN
h) BEEOBFIHLE
) BiEv = a2 7 AT
822 BELZ 7 uv RSB, Er¥—, £RE, =mrvibe-F48 50, BEL, TORE

10



P ERSBAET A PS4 ver, 1.0
X#ﬁmw»%ﬁ%k?é&ivaQ%ﬁ%H;%@%ﬁtﬁﬁ%ﬁﬁ@b%itwo

8.3 MEHESEMHEOER (0Q)
8310Q T, YREAARTA—FR, FHUINITRATOREEET T, BEAY 7
AT ARBEELERCOEELEL LTNBShd D L #RET S L L1,

ER V- ABOTELR o AT A-Z0HE LT, BE, EH, L-ARBER
b5, REBROBE, FRERE, YLRIES, REBEMAEELE, 48
LRY—5 OB, FZIE, BTLEY, BERE, SRR, EEERER
BBITbNB, 0QTH, TRLEDATA—FIOVT, RHhEEIT S,

832 BEANYV 7 VAT AR, AFA-FOLBROTRATHETS, Z0 L TFTREMH
e BEL LR EEEEME T o L eBBETA LIV KOS EREEEE TS 2 L0,
a) BEXRBETOBS

1) SRR %ﬂ)7/27&#&%3%?“5R@%&4T%ﬂTW6u
2 BEPBEASYT VAT LICHEE LTV D,
3) EATERZBZLTWS,

b)) Y—ADBEE

D BEOV—AEIZ>NT, ¥~ ARNEETHS,

2) PAOEBXEAREER— LBV,

3) BRRSEREN A R,

4) MG O FBE TR 2,

o) D7 -V VRT ADEE

1) BEUSR A ZY,

2) BHBLIE O RIS RE 2,

FRE 1 Zokiiz, 7nfxﬁ§%*5®tTWTﬁ%%ﬁ5uk% L L
Hkxﬁ4/%¢&ﬁéo_thm®W4/L¢T®wﬁﬁﬁ%ﬁmﬁé
Tl kY, HEBER, 204 FUyoRRMETERTASILICLD,
HELEMEEZ/DLNTE S, _ |

R 2 AUFEREV-ATAEE, Hlxd, EH, BE, BREEFASNEEBE
KRELTY AV FORBRT S, | |

34 BEEEEEEORE (PQ)
841PQIL, OQZEBLTHIELEAFNEGREOT T, 7o ANHENRREREAY
TUVAFTLE-BLTEETHILEERET D LI,
842PQIIE, RODBOEEL L LV,
a) %?‘%‘"@3{%&@% MR - E R
b) OQ CHEELET AT ¥
© o) HE, BEEREBHEORE
d) 7o AKER U OREE
e) TuROBELERVCEBHRME
SMPth &@io@ AEOEEIEBNT, ﬁﬁ?% &ﬁ%ﬁéh&%%%ﬁﬁ

i1



WSS N A 5 A2 ver. 10
Erw,
a) EIEERA R
b) BEEE HE
o) VI rFx Y (HETHES)
d) BREEH (H5H8)
e) Tk ADBRE LR GCEHEE
$.4.4PQ X, HE, v—, MATTHEEOXELLEFIRICME > TEETD E LW,
8.4.5PQ 1%, WMUIRY TV eI L RIELELIBOT U EERT L E IV,
AR OPQ @Y 3 EoF o THRERL, TOHME, YTV v IEER BV RaE
COFMBEITO L V. E, BEERFEMLZVWRERERBIINBECED D & L,
FlziE, BERY—ABRERROLEZITH M, PQRIHEEBEAREELT S
IREBDD, (REEERBORK L LTIE ASTMF1929:12 85 5,)

85 JnERNYF—Larvdbda—LEE

8.5.1 IQ, 0Q, PO DBIEL, ERLEFERIE, NV F— e 7mA0EERT
HE L AT FEBLEALTWARE L Ea—T 3L Iy, LE2—DO#HRIT, XF
L, BBROHDIEDEBTS & L0,

852 XEIX, 2TO7e b EURERFENRCXEZAL, ek AA YT —va
VBT AREBAHARTAL LY, ThiZE, SV F-Yes rOoRREEBRLET I ER
NRGA—BRVPFOFEREELEEA) TAE ot 2AOMERORE 2 & L.

8.6 TORRAUBRUER

$.61 BEFEPCAET P ANERTRSY, B0, MELEAT A —F OMENT
BRENTWDH I L e RERTALDOFIELHT L, #ET 5L 10,

8.62 BELLIuEANFA—FE, @ TCEHRL, BEL, BRARTHL I L EZHET
5oL,

87 JORRAOEBERUE/NAYF—a
871 BERVY—A T A BT XER, EEEXEWLL, BIEL, RRTILDO
LEEBFEIECHRIELD & v,
8.7.2 E, BE AEMEIRRETIoERcoNT, IIMA)F—a sk E (B B
L, REEFEEOEENE, 28 NI HNEEETERLTOEAIR, 7t Ao
FARAY)F—ira &5 & 2w,
BRI AVF— e rELATo AOREBICESELEX S ERHLERLZRICT
| 7.
— TOERRNF AR B EXLILOLRMBOER
— HLOESEBEBIELST bR LE
— BHAIWHEXIIBHFILLHOE L A~DT e ART, ITERECEE
— BE IR ROER
— REXIIT v AR BB S B
2 AEMBOEE oL ALEER, TR ARATA-SIEBLEIIEETHD
ME S ML, ERIZFOPEF— XY EREBERL, FRRETEELLE e
12



. EEERERAEN S BT ver 10
Brd s, ZTOB, FME (DEMH) oftBEFNrL0BRBERATL LI, #
A, BEMEOMREER, o, HERE REI o RAEEERELLE
& HEEPLORBEANRAL, EECERX 3D A2 EBRL, BADF—
CERETLINEDD, £k, ERTILLEBAETOREEFERET S L L,
— R, HRELLORE T, EEHROMES O, A2 T D 7Y
T, BEEAN, P-MEoBEARSETHI LA TERE, BAYF—
varvETIREE, BRI OERACY-AMERBTASOBRENRbOTE
AN .
s73ﬁﬂ)f~va/®z§&%§%bf,I%kf%&xm;ﬁﬁﬂvf~yay®
#mf%ﬁ@ﬁ?b%ﬁ&w%&@%A ,:@ﬁﬂ9$~v5ym,%ﬁ%%mwﬁb
Th LWy,
8.74 BHONEREERERD L, 7°u~t»;<®f\)7~:/a /«Eﬁ%% %%%%mé &
BB, EHOLEEERV/ XLFEA)F s 52 EREE LW,

VEEIAFLORT TOLRAOEEEE
(JIS T 0841-2 @ 6 12 HiE5) |
9.1 |EAYT VAT A, EEBBICTLTERCLISY 22 2BMBRETB DI,
DR BB T CHRAIL TS L Lv, | ’
92 AT AT AMANT B EAE, Bl FSARFEB LT BB i, SRAEE E
BENELFESIT S & Lo, |
9.3 @EVRT AT, ﬁﬁbtﬁ%7ntzrﬂﬁﬁ%%if5 PAVR AR N Y bl = 4
WESWERRICE- TR, BCATBEL IV, Zhb0lFE, RNEYW, NEYO
mﬁ,éﬁﬁ,Wwvyt/ﬁ@&%a@_kmgiLwo

13



HHENSREE Y A FF A2 ver 1.0

f R A
(%)

LAEHBOBENN) TEBROH

FARAR—FINERARSEVHEEIHE ﬁ@ﬁiﬁ&(ﬁw)
(AEAERBMIES REZRS)

AR BRITE &&ﬁ#&ﬂ%u?ﬁﬁﬁwﬂ&mnwah 55,

(1) %8, BE
BEHRLT, BEFLr—F, B, Vy—L, EERTHEMET SCD BREHARY,

(2) BB _
M B EOBRTAVEE LY, B, BEZBTTARERLEOL, L THREK
L n, B0 gEEAIE (B 4T, BEEEY 10/ g UEEDLDEBRVD

(3) =8 |
B b —EIEH ABBUEMEERCT, BEROmBA L v~ LB TEBRE &
FhotZho—As B g EEENL, HOACOBET L. BREOFEZ, BEQ
HIr L0 MOEERE TRV ERRATS, BHRo Ly R UEEXERER D o
ALY, SH—ARBOFTABBEHEBEBCEAE Yy —LOBEOER D LIICA
NTY—ATH, TOROIEERSTRLL, BY 03 AESERE LT 5, HHER
BHoit vy — VO BA O F AFBEM RS, 2 45— Vst (A 054~0.58mm) T
FNER 3BT E BT 5,

F A e Yy —EOE

-E N oo LERAY

oy e LRI L
BTN

m

| EEFL—
BOHRURIEERY
=1

EEmiL

14



BRI A FT A ver 10

(4) FERTCHME ,

WEEAEERBB L1 0 ¢ #MEF & ¥ — ¥ —DEILAN, ¥x— O kBE
RUSBRHOTNEN3EEZOF v —F —HICANS 6 0 mmHg DEEE (KAE
Lv-200mmHg) &L, K3HMRoEOL, F9 0y 2AMICLH L TEAYE
AL, BN REER LT, 0%, RERUNBEREEF L r—F—moRY L, 3
7TCTA SRR Y Lt R BREN POy - LRBAR2 e =—RBO DR,
HEPO y—LIZRTRIn=— BB,

(B 1~11 ()

®12) PRI LFRPICAIREERVTRET 5,
BOIFERBEEL, ThE$BORHELCEREHRIET, FHILLTES,

W13 ARANAZAYV, 10 SFRERCERERBREC L) 1% 0ABRERDTHL,

14 ZH-AROBEBRNAREREOME WAEEY PE, PEDEAVS, EhBEEEN
B A ABBEFEHIRE — F v~ ABIBBE SR TV DS L RB S,

W15 BET BRI, BHAY v L bHETSBEICI, BRABLLTEAL, 7 U v _uF
MCERETE 10 YHBERELTR & LV, P

E16) 3HMESOIET, BOPLESCRELR B, - .

E17) ERFEATIERBBLOMEE THY, FEFAMICEA LS, B R +A% Es

' Br3ed B, ' S

H18)  EOR, BHRERTSCLRCSBBEBRTAOCTRELY S LAZHOKY 2T LS
S AR THET 5, ' ' ; '
FUh— g BB M LEREERD, Yr—LERY ML THET BB, HREE
BEEAHLTOAHP L LV S BRENIOFBC LI ERTILERD .

15



_ B ESUSIR RN A NS4 ver. 1.0

iH&E B

(%)

EBREHBOBEAKIEHRORRGEDH
(JIST 0841-1 B E C)

FX
TOMBER, FEREMEOBREAOCORBIELOVWTHRET D,

1 BEAVTFLRATFTLAOEBEMOAEEMET, JISPSI117T Lo TERERRY LidhiX
bR, ' o _

MR, 1 BN ER ok BT, Tlmm OFFET, VI VFLRCRIABERD
STk bz, ' '

) EMERRUAEEEIE, COBIrORBFESBNTS LV, ShbOFER, 5E
FAMEICRELT, BMERBRFE (1 BR) LHBREE LAY F—va v TR b
2,

FR CoXdRFEORZ, JISTS4-1OMRER KEML TVD, IS0 5636-2 KR

BEARF L s v A—EO LS RBEENEFEYERLTL IV, BRENEDOH
%fﬁﬁf%%%&%ﬁ@@%m%ﬁm,monwdmﬁﬁémfw&

16



B ERERRET S T4 ¥ ver. 1.0

fEE C

(%)

T AR F— g A5 R
(GHTF/SG3N99)

s | , _ E
TOXER, GHTF 7 rtR2 A ) F—ia L iclBT 3 —BOEHcHEN, ~OoXE
(GHTF/SG3N99) OMESE B T, t~b9~w7mtzwﬂ)?—vaym%#%@%ﬁ
HEENTWBEOTRATE, AL, “TOXECHBED HUHI] RERHIhTHWD

lji,h_fﬁﬁéht$ﬁ1&<ifﬁf%%TﬁPMJ%bew iR X,
vw&r?%mfﬁw w%¢5z§ﬂ%éc



GHTF/SG3/N99-10:2004  (Edition 2}

BE: RETACAVMVAFL-TFORA

NRY)yF—awHA4 580 R

e R : - SG 3
RER ' The Gioba_l Harmonization Task Force
B4 Lo 2004 %F 18

Taisuke Hojo, GHTF Chair

TOXEE, ERBRBOTHYBLEERALORRENLLRIE NIV
— 7T % A Global Harmonization Task Foree 12 L - TR &R/, :CDSC%
X, BASEIEEEEREBIcERT s oRE oW ERET S

TEEBEELTWD,

TOXECHSE, EAXBERCETAHRIIRVE, ToXED—ENIE
EEOMOLE~OBBXILEBUAOEEFE~DOHRITH LT, Global
Harmonization Task Force iZ X A 6 OHBOAREEALY, EHLALD

T 5 YO TR,




R BARYF—arHA KA

ER/ .
L 5 - OSSOSO bt s b .

20 AN BEIERETD (IQ) o oorenteriencnes ettt
2.2 EERERE O (0Q) e S
23 FRIMEREEREIEDTER (PQ) oot ettt e
24 T R AN T L B L ittt n ettt nnein
25 TOEANYF =2 g T H F I/ e e SR
216 BBEE oo seees ettt et e e
3BMETRTAL R VAT ARD T TE AN T 33 Vi
3.1 7’&:3»{3;(/{U§““—'m~‘/3 T TE oottt etetreteint r et raee e it e eea e natnentennnena
3.2 B e Lm@;mwm;MWMWMMMMMMWMmemwMMWWMM ......
4 B RN Tt g L ORI L T o/l et r et sman e

5 NYF -2 L DER e s s B S,

53 AT EEEHRE (1Q) ... OSSR o
5.4 JEIERMEREEIBMEDFERE (OQ) i ettt ettt
5.5 BEBMEBEEMEDTETE (PQ) oo eresssseressessessresrstsesoesesrsesorees e
5.6 FEHEAETE 1o oasses s s RS s
6 /3) T K ENIDRIEOBE oot et S
6.1 BEARE BB oo e
62 7Rt ARG UIBREDEE oo et s — |
6.3 MEBELTZEBRIRIE oo s s et et
64 BAYF s VOBBOF ... e B S S
T R F et g LI BRI T B DFH oot
8 FEIHDTD .o s S,
| \ .
HEE
A Tt AN F— v OFRIHEE Y e e P
B XU F ot 8 LD ettt et i



0 FX

P RBECRVAY MNATF AT AN Tt U HA R [T 1999 EICHIRARIT S
K, W< opOBEY AT ATAASR TS IS0 134852003 OEE S S TRE L BTN
GHTF/SG3/N99-10:2004 (552 )" & LTHEF SNk, TuEANYFea 4 50250 Eh
534 ETEEL, WHBEBAREENTL, TOREER IO THY ~ZHETE S,

1) ISO 134852003 & ¥ 5 b O BEORENZEET () - ”uE/XTA”m6”uﬁv%9
AU RAF AT BREVEET 57 BE - BEREE).

2} ISO 134852003 @ 7.52 DLWk AR F-vg COEREEL IR UK LEHETS
NEOEH,

T ARNF =g o HAF R, T AR T g VBT AREYR VA MY
25 AOEREIFICOVWTEEES OEMAE BT, BERERORME v (- LBAES
tr) —REEEHEA B L TWA, KL SRR T a AR F g O & RITIC OV TREE
B ROREER S LD,

BERRMER R R T, e ARNBELRRNONSTHY, et AR (BE, - AXEEO
MORER) BRI TE S D ERREMIORT O, —BI” TreA ) F—var” S RS
FRERTHWS, 22 TR, B&HIH L ToREERBEDRERRIC X » TOLRIETE 0TS,
% CEEICRD, '

e B O B 5 S B I T SR G, TSR L BB A E B ST, M T
ADTFEEBP LN D0 Ly, Fatan ) F—a i, 2Ok AREEORER
TEET ARY, HbrUnEDE (R - MR BEREELECHELTRERESNT I L R RET
BILELELLET,

B R R AP MR o s — FEIEOARRERE T, AREDABRAR YD AT E
T, MEERERR FY Y IO LBWRER Y AT ARERETORRARME T, ERMBELICR
EEOHER-PERESEER TV, TALOMBISEIERGETRESRTRY, TORE,
s, AER, g FESFERBAESHTHES, INLOER, PTLMICARERECRA
S OBEAT o T WIRITHEBEMTPEEORT » ) 1, BRICEOL ST R RS F -
Ta URERTENCED TREREBE 5L L, ZOERIEDTD, ZOBETEToERAAYF—
varEERTALOOBECHFEIRLTRLT, REYXA VAL AT LAERFEOFEICER
LTt by, BT 50, BEMZEAST o A0 F g LORRBOFERICEY, &E<
FIAVPAT AERFEEH L CBRD I L THS, ERORRCERT 570 AN T =
VIZOWT, BUEEHEIIEMTRRH AT 0BIRT D N TES, T, T0ISRTHEONI,

T DR, BEEER T RN F e REHE LERT S O FIBRIC oW T RN R
EEAREL TV, MoFELRRICZIANENETHA S, hIEORMERIE T, RiEdiic



i, ﬂﬁwaaVﬁﬁ%ﬁfﬁkx%%ﬁw?5:k&@ﬂvfwwayﬁ%méhk?utx

CHETABERBOERREEL DWW THERTAREEZADE TS, A0 F—ra VR ER
TRAFEREDLD RbOTH, ?mfmn)r—VE/@mwﬂﬁm%ML R R E
fLLRTHER BN,

fmfzﬂvf—VHy@%%ﬁﬁ%%ﬁ%@?%%ﬁ,@%%%m&ﬁé@%&%?é,%%%%
2<F, =ALERIRT S, MERELKETS, TOMOBICLY, FToEREAYF— 55
BRBD, WHRRE  BEEFROBEH L Y F— P LEY R AOAAEIC LY, HlHO LR
O SHELEBTE S,

LR, TEEROAYF-va sk, BERESHEL, Fos2RRL, BRL, F-F T8
I D7 DIEDONSEBAIH VAT L THB, TRbOEEL, KO3BBIIATHZ LN TES
LEZ RS,

D) EEERBDRE L BER YRS ORI OEE
- EAAEEEEER (Q & LTHLRTNS,

2) FuEABEI ANTREREREEBTZ L ERL, FRERADAT A~ Y ORR RBEH)
EHMC TSI, '
- EEERIERE (0Q) L LTABATVS,

3) BREIRR T -t AREE R HSIT A T b,
- Bk ﬁ%ﬁﬁﬂ(wpabrﬂ%nfm5

nywn—ﬁmibﬂ%én6fntz@§wgnyfnéﬁmy?bﬁl?m7utz@ﬁ%$ﬂ
Kﬁ%ﬁ?%%ﬁ,:@%ﬁ@uy7ﬁﬁm?@AU?wvaymﬂofw@w;

FrEAAYF—y OBRITHERLOTH B, ENENOT e RERAL DT RERAASDTF
- — YA UOBTENBBEEEITET 2 BROBEER ORER, MESKTRVLOITRSMh Ly,
RHERETIT, BROWERIRRTHITRIETE ZVERIL, 20T READSY Foi s
VEEBTAZLEHEELTWALORD D, ARSI, Ajvwxa/%imiéméﬁéﬂ%?é
IR I3,

1@%&&%%@%

1.1 B8 \ :
IOFRRRNYF - a A F AN, BEEEOT 0 ANRY F - LT A RE R Y

AV N VAT AERBEOBMEBITS I LEBEH LTS,

12 BEEH

- LOLERERESORE (- ‘f‘x%ﬁ&@?ﬁﬁ%ﬁ@) Fuk AR EATE 5, e
DTT T b OREZ VBRI DAY F— g Iz 3 BEH OB FEIRAERICET 2 GHTF X



ErEINLTHE,

2 EH

TOVETIITROEENERIND, JZTERINTHWAHUAOHBIT-2WTIE, TR0
BRI EBRTELTHAD,

2.1 A ERERER (1Q)

T AEBROHMT 5 VAT AORZATOT R COEEED, SEEEORR I
T b RO BRSSO EESEOICRE She D L, FEMEIN X VBT Tk,
22 EEEEEOEE (0Q)

HHPLBHED ST ATOEREALZMET L5 AREELELT 7 2 AOEHBRE L 17
BEEIT L%, BEREHMC L Y BT s D b
2.3 BBEEESEORR (PQ)

FRPENALEETT, 7ot EDLALTACOERTELBA TR LB CEETS I
FIBAOTERMT VRS B D L, ' )

24 FORINYF—ay

Frl A, I LB ED b ERETE A TR R R A E AR T Lk, B
BEHLC S o THET T B T
25 RN F—avFabal ’

MBS A— %, BROWE, BEEBR ST ANTERRRERE L LT 2 LoV TOES
WA Ete, A)F L a EEEIC VTR ICE,

2.6 #RAE _
ﬁﬁ%ﬁ$ﬁﬁ%kénfw5:k%%ﬁ%ﬁ%@%ﬁ&@%ﬁm;or%%?%:ao

3 nnﬁ??‘-/)‘/}*/RTJAWU)'jEJtX/\')T—/a/
FatRSYF e AL, BETR VALY P AT AEREHEOBRERTH 5, WEH BRER,
SVEREE, LREHE, RERVTYHUEZSL AT ACEE-STTEREENS,

EEIR L TIEBROMBEBRIT, BENC L COESEEIIREBIC D, TOMoBEE, HERBRIIE
Vst Ly, 5, B ok A0EL 0% AR L Y, FOBRICEETAON I, B
Fuk AR, EECER LREEI e R B R R T S EANL Y, B LIieb D THBEDMB L,
:nm,mﬁmﬁﬁawankﬂ@%%efm?x%%@%@momﬁa:aﬁ%wu

B oS ERIESE 7 ot A0GEHE TSR CERII AR, FOEBEEL Y vk
AR Femtrg ORTIELND Z EHEL,

EIFEMBIE, oA F—a B REINCHALZ R LELVEAGHIT S, BE e AT
BWHENWABEMNMRIZE, Futi2o)F—gr BA)F— s v OERLEETAILESD
HE o,



317mtxnU7—st®&%
&w%vﬂfﬂnzi7ﬁtxmﬂ)7wyz/%%%?é@%b%&%#ét WERTHA S,

A . j e
Faezory | | BEE 4D | ewessy,
kT AT v Ea a7 | 7oexzem

At “RAok 2y
No No

D E

HRIBC/RiET

NUT—MTS n+ 2 OB

1 JoexnyF—Lay FLUg Wi-—

‘::t%éhfwé%?wm,fmﬂz@AU$Fvsy%%ﬁ?é%%m&émﬁm%&ﬁ?%k
WILBEEE PR TE BTV Va Y ) Thd, ZOTFATRELTVE T e i, &b
BRBOLEZBRD, BLOTRERL, KEVRO/ UTEES—EOY 7 S o X GRS T
B, ' - ‘

%7D?XMONT,fmtxﬂ§#W?&W¥ibw?9¥fy%@ﬁ%EOMT%ﬁLtﬁﬁ%
55 L KV, WEEEIT, 71U Ty PREERCS LRI & - TREEFTEEN BT OV TRER
BOREV (A), BXBEENREE, SHARLARNY A2 2B HICREDHR TS0, RO
%nﬁmzF%m%¢m&%mﬁ&#€mhowf%@ﬁfémm;w(mgém”vm”@%ﬁ,7
TRy FEREL, FokXREINCE ﬁ?"é@?bhkb‘ Q.

TuwAOT Y Ty FBRBRIERNEORE, 7::%27\7&'/\)7‘“* F‘é‘éﬁ%ﬁ:’%&?‘f‘o@mlb‘ (D} 3
m,%%Xifm#xwﬁaoﬁ%ﬁ%fﬁbh%mﬂmfm%x%EﬁﬁL%%?ﬂ%m&m%%#
[ BEERHE (E), .

HELRIEESHANDRE LS, BARNE oA 3FRSHTI 22100, VAZZEaR



FEREETE AL LAY (B),
3.2 i

?ﬁ®ﬁm,ﬁ%®%ﬁ,G)Nﬁ?szV%%%?é@ﬁ%&bwfﬁtz,Q)ﬁﬁ?%@ﬁ
xAFoE A, (3) FOEFAN, ANF g OREHOHEILFH AL LS Rt A0TN
POy A N TH A,

(1 RYF—LaveERBTIONEELVTOER
A

0 e B DB
WEEAT oE A

WS T o 2

RGN kR

BALEL 7 A

AuETakA

75 AF o 2 R T a2

(2) HREETHRTESTOEX
® FITEEIT aER
e UNEoH¥, RIS, pHRR
® 7Y HREROBRRE
@ U Tk ARGE R UVE OFRER

(3) EQEFUSNRYF—L a3 v OVEEONECHRATHLHLSLETRER
HABOWEH T X

hAEOANFEIC LB R

NC G 7 et A

HAToEA

¢ & o @

FaERADT Y Ty R SRIEETRETH Y, FORHTaEALEONN) F—a yRERER
BVWBALLAETHAED, LIL, FOL3AR7ueXEHEBHMETALOO Y 7 F Y 2 TIZ2WTH,
BELUEARICESNEAYF - VEERT ORI,

4 T2 F— 3 L OFEHELE YL

Fo AN Fomtoa LA ) T E RN TE BFERY — IS, HER T e AN F-a i
DWTOAFEY, ERAAEEORTHIMREA & L CHRNT 5, FER, BORE, EREE
%,ﬂﬁﬁ%%m,mﬂir$ﬁ4y(@%ﬂ%)$%,&%%WF%@QW,%nyyf%ﬁ,ﬁ
BOBRIE (RAads) i3, To0nohofTES,



5 RYF—2 3 vOER

5.1 BAsE

N F—irm LEBEHE LEET 501, SREIChE 3 F—-L0REEBRRT A ORI, F
- MR LB HEE, RYF—va O REARFHIRB SR, e FaASERIcEY, &
B Sy = PRLEBL LTI EEDLENMENRTL RB I LR HBET 20 EE-D, Z0F—
AL BB TVEH EBETHORLY, ZOF— A, BEEAFLOLRIEE SRS
Tk AW, BESBESTICH UTREICER L 5 B2 2 BE Ui 2R,

Nﬁ?—vav%—A@#Vﬂwwﬁ,T%Kowt@%%ﬁ%ﬁ#éﬁ%ﬂﬁ%ﬁ%@@éiaﬁ
T& D, '

i3
EROEBLMEOF 4 Lo CRE S, FOMORE
o & «
FHH—E =

T

S

W ER A

BEE 4

.
e V= FIu
.
.

e & 6 & @

AYF—ta rFoARRREND L, KOBRMITED S FHE LEREHE DL L L ThD, F
< OWHEREE, N)F—FFETRER, AYF—va VOFE, AIF—va VRBERERS T
TALHANF—2a VO EOCBREEEEDAINF—va v AX -7 L LTBR AR
BEERZELDD, THLRMITSE, AUF—a 0B E ERGEIZERICEE S, Bas
, 7ubarvOEREBIRTE S, ' ' :

Tk, NUF— s v ERE L At BB OF e v 7 DA RE LTES - L BT BEGD Y
2 ThD, - |

NYF— 5 O DOEFBI b EF— A BHRT S
HEDFEFE L, EREELEDD

AR SR (AW )
FOEANRTA—FRVEENET Y Ty NEEETS
BREER U ST Y F v 3 OV PRICT A DB RET S
AN F g U RAE T R ERT S

NYFemi g YDERERRY —AVEBRT S



AN F g T bR ERT S
10, OQ, PQEEM L, BREEHT D
fEgerh /a7 v AFBIZ OV TIRET S
T ay AR REHERICE T D

52 7B a3k _
Fut AL LTRSS F - a YEEET S0, AV T s VORTIC OV T O
Fu b AaABREARTCHLH, A F - rTa iz, TEROBREZEDDH & LW,

® e @ 8 ® ® & ® © © © © © ® © ® O

Y F s a B RIET BT R ADYIREL

SOl A R TR B RO T

23Y Tt 7 L O RN T2 80 O B 0 BHRNE §E 2 BR e
RYFmtra DB & LB .

Fuw AV B RAERE, BIEER, BE

7 A OB OH B O OF BB OHERL
BIEB R OER S h 5 IMER OB OB

Tt AOTEEIRRAR

Wi, RERET, BUOSFIRMR OO
AYF—g o, To AT AT E L RKREOT T
B 5 7 0 R8T A — & WO E B R O O 5 1
BeiR T DG OME & B0 FiE
BRFEMOTZDICAWS QDT T

ST AR HI R RO T B, THAL25BEEOER

e N L AT OO 72 0 DEREHES R

BUERIR ORT L BEOBRN
BAY T DR

%Hyfmfz%ﬁgﬁmgé<nzcn,&@PQ@3§%mﬂL,

® o @ o @ @

(A ERERE/FHN B EIRET D

EO LD IREE/ BT B3R RET D

PR OB R R SHIT 5 R RET B, Thbh, WEE B
VORREES FHET S R RET D

EEHERELEDD

ERANDZAELZEDD

R OBEREE L EE ST A—FBATH SR ERICMS T L1, MEHET5HOEMICE 5
DICBBETHE, Y—AOEE, Y—VEHRE, EORBR, ROV TN OMEOREAE O EHE
285 A= B OPITH B, |

z
B



TN v, REEHEE, F7FAY v F, RSM (response surface study) RUMBRERHIE2 &
DREHCEPREMORMIL, ENET OB T LD ORRICE R B LD OREINCE
$hinFEEThH 5, BEIRREUIERER ICE T O A EEGRBIEOR HIZ, HENT A Z O3
ROBEITIeAS 5, T, REROEHFFERRL T RRETRIT O LFABEETH D,

NRYF—v a0k OBREEC, —B L CWRVEREEER Y o b SWCRERT S L R, B En
7w b AN OERITHEREBETLOTIRY., TNETAOERIER UIHMET 208 X<, £0
ERREREZ T ANRIPENTH D, W%kbrxf @@%%@%Enghﬁém%bn&w
CEOEETONWT, TriAgko— %aLTAJ7~v§/%%m?6®ﬁ;w

-%m&@futx®ﬁ$ﬁ$ﬁhﬁﬁbf,%ﬂ%h@%ﬂ%ﬁ@ﬁﬁﬂﬁ%@%%ﬁ?éﬁ%tU
R OMRIC IS < ETFRME L STV 2 FRILAEEHIERBOREIZRI O,

53 AT EBERE (1Q
MBEIZES &, IQ ERIELL 33%2:1““‘)‘ bk ? 2 BWT 5, BERIQOFEFHIIROBY TH
Do |

EBRRGORFE (DL, BRMBOFHE: )

ZAfﬂ~V®JRF
BRESME (7 )-//v—Aﬁrki%ﬁ WA, WEEZRE)

. *
® WAMITEM (EHy, =—T V71, %%&&8
e KRE, FHRE, ERTE
® ERER ‘
o HEEEOE, YU, HERUGw=aT A
e V7 f*"}"mT’jCﬁ
.

e

B OMMICHILD, ﬁ@ﬁﬁ%@ﬁ%%@l%f%ﬁéﬂé EWHA, %@&%%%M%@I%
TTRI?/%ﬁw HEOBE LEFLES CHhEIDEPERETHLOOEROSHEITO T L8
b5, SRR OBRMERRO 2 Uik, BR7 -5 2B5O0, KU AT OERERR MR
FTHREHOEHE LTANEOBR LW, EE BT, %@##%ﬁbﬂijVa/mﬁﬁwkuﬁ
LOTEA+DTHD, @ﬁ%%%ﬁ%% ik, BRI, Fr vV, EBORER, RUEOEEISE
@%ﬁ@&ﬁh%wémhﬁbrwémgm@&ﬁ IHTHRBHEERH S, MBI L -T, EBEX
BT EEADERILESFLH S, a |
54 BERMEREEEMEOREE (0Q) .

IOBEETI, FEOTRTOFRINIEETT, FIZEV—2 Mr—2 B2 EC, 8ERED
BN REREER G T L 2RET BB, TREADAT A —FIZONTF ¥ LT 50K
iwyéﬁwﬁﬁafafxﬁﬁw$?}éi@iﬁ?ﬁ&gyVNwﬁﬂﬁfuﬁxmﬁﬁﬁfﬁé
iﬁm;it,%@%%%%ﬂﬁbm,fm@xwﬁﬁ%Wﬁ&W/Kmﬂﬁmﬁﬁ%@%féikﬁ
B LV, Sk AOEEBEY, VR M2 ES ORBCRARR D, TubkANY F—



S g ORTI LD T 7w LANAREHL, B L, BT E L L,
OQ BENZIENEEND,

Tk AOEBRE BFH, BE, EH, TARE—F, ub LiP&EEFRY)
VIR T RN A F
v o lptex:
7ok AOEEFIE
FHSEER O B D BR IR
Fol AOEESHE
WE - B
Fuv AOEMHRENHRCTERES (RHRHNGIERR)
WIENEET— K, 7279 Lb~L, RESH (FMEA, FIA)
EBETOERNAT A FERNITAHOR Y ) =2 SRR, Fuk RO OHE
HEREER SO, KD PER 0B THHTE S,
55 BEEEEETtOER PQ) .

COBMTOIERNE, et ARBROBMEMTC, BRI ANLONOIBREELNEL T
LOERTHD, MBEA BRUMBEB O ot \F -0kl BR" thHd o
O ARESHOEOOEBIHCER &z,

. & ® & & © 8 & 8 8 @

PQ BEHC IR E TN 5,

OQ THEY L e ZEBEORE, 7ok A5 A—F RUFIE
BLah 02 AT

OQ THE SN TSN OFRE

“ut R OBERME, ok ROERREY

PR A HTEF ¥ L VL LT, EROEEFICEETIEGERETIONIY, TOF ¥ L
UL, 0Q BB TRES S, EHEEMEEEETHA SR TVAREA DT 7 a LUkt Lo
TEBESNE&GOHBEZEOD L IV, $hEZTORBOFEENE & —BELTHRRT 50+ REEIC
Py, Fy Lo VRRYBLERTS & X,

TREAOT VR y FOBREOELOEHMERD DD, /atxﬁoﬂ LT — B ST 5
ORI, TY Py FOBREDITLOSFMA L LT, T AREHRET CBE L TV ANED
&Uﬁﬁ@??%fyb%ﬁ%%m@&&fﬁ%ﬁ%%m@#%%%?%K%t@,@%Tﬁgﬁﬁéo

OQ BEU'PQ 7 7 F7w hO—2ik, BEHEOERLETOLOORELZED LI L THL, BT
BEAERCLAHLDAITEOXRHEBICTAEHIL, ToRRALMROTF—F 2o TAH0R I,
Favr AOMBE L FORECEET SN, BEARRELE0REE LTRTEASENS,



BE

TR

- BROEE

g

RBIH I

Fut R RKOME

X

AHES (B0F - 9, AMTIFMER, X LAY
MROEH

RiEOEFE

FETEREL2EOREER 20, BYANREET 08 L0, FETEREL S OREO
BE, TRrEAOTY Ny bOREL0ERRSL, 7Y Ny PRI RETI 2R, XY
BEIEETD I Lic o5,

5.6 mBHESR

AYF—a CTEBORKE LLT, %ﬁﬁﬁg%ﬁm?éwﬂiwcw®ﬁm%i FTRTHT Rk
DAL REREBALENLELD TH-T, TEEADAY Fi 3 ORI 5023 & 4
DRIV, ZORKREEEL, AV 7 -2 a v F— AL BOREEEILLY LY 2 SNERIND &
L,

6 ) TF—rShEREORE

6.1 AR &
T ABREL SN T A~ 5 OEENICH D T L ERIET 5diT, St AOERYERT 5
&iwomﬁ%ﬁuﬂwT%%LTw 5 i PSIE m@ﬁ%rbtk% X, TOREARETsON
v, BIEABAERLNL, BAYF—arnEEIhETHAS, .
62ﬁmtz&6/1mﬁﬁwxi
Flig, &W,%E&sz%%a@?w%xﬁu/ﬁm%m®£EM?mf TNODEROREEYL
FHL, BAVF—3a rOSEERETA0OMB LV,
6.3 ML - SIEIRAE
BRI SN2V, ERERICERECRLRVES LN & ) e OEER, FEHRRU/ X2
 TREACRETIEANDD (LOXIRILPRES TR ROMCRERSB), A bOEE
@Et%&fntz®ﬂJ7~Va/@&%Vwﬁ%ﬁxém%bn&wo_wkgmﬁﬁmfwfz
VT, EEHRBEARY 7 —2 s VERET ORI,
6.4 BRYF—aOBRHEOH
BAYF—vaid, TEORIBEFOBEITLELRIESS,

® &ﬁitmﬂufwvay@ﬁ%ﬁ%@%&ﬁ#ﬂ%&@%é%%@fntz@ﬁﬁ



AR OB AR

Tut AR RIE TR OERE
HATEMNLAOTTE~DT o AOBE
T AOHRERE

FAY F s a L OSBRI LSBT B & 2V, EORMEICE, REREOERIORR, 08
EF, FueALE, SABERER (GRS ROEOBOMOEEOEERED 5L L,

BAYF g 4L, TOA)F—a COLENRVELAERIRLRVL S BRRRTHNIE, M
MOAY Fema VEEERTELSTH LV, BBOFHLVERS, AIF—vardRZshikrn
FADEDITHAESNTES, QO HEBEERTILEND S, LiL, 0Q Ol Ko B
REIERTHDB, FLOEBOEZ S L-> T, PQ OMLIOERRIBEEEMTILENSS
2 LAVIRYY,

od e LT, EMEMHSEE0EEDES, TOEEOT e AT AEBR O ED Aok AT
SEIXNAIBRICHTAHEEBISVWTHBETZONL VY, FILWEME L o AOMEERS 58
RENTWARWHREMERHADT, 00 & PQO—ESEBERTAILERDLLNE LI,

7 ) F—aviBItHBEDTF -2 OFE

Fu AN F—rg i, oMK, BRERLT oY RCET A0, B BEROEOMR
DEBRENET —F 2 RICERT S LRTE D, ZOL S RBEOTF—F 13, Ay FRE, £ETRE,
oy hEER, THEN, BREURBRERR, BEILOT7 4 —FRy 7, 74— FORWERS, -
AMEER CEEREEOTIZRONIFEENRSH B, WU RT —FBRRESNRoT, UIREE TS
S i ST ANT R B L S e FECIE SN o n X 5 RBE, BFEDOT - FIEI{ERR
RYF a5 2N TERY, B, BEOEELITORET — & TIIFR+5ThH S,

BEDT —F RO CRREEFER LTV LM ERER 5, XBhahk7n b ooy, 20
7o AREEEECERE LTV, HEEREEAM TR EICEE L TR RN HET 5
DS HITE L ENTES, ZOSEXE/LTAEIOR LN,

“EIRERY (L bR F 4 F) RYF—g 7, “EIREST (v Ly b)) ST F s L, T
HE) (Fur~tsF 7)) R F—g” LS RESLIELIEEDRDNS, Hhh2 BEICREL LT,
HHARYF— g I BWT EEOLSCBEDTFT BRI ERTES,

8 SEBDEY
MHOBEBEFICTITEIFTEND

o TuvAOBRMILEFOESR
& RO AN F—a ORE



@ RYF—irgeRAS—TF O
NYFm T RE LRESNEBE

RYF—ta DI D OB A VS — T 5 F— A DR
FHEOHERCEREEOES |
FUEADATA—F LEENDT Y Ny F OB
NRYFs g DD OFEE Y — LR |
RNYF—rg v barofEs

1Q, 0Q, PQ DM & FFHRDILEL

REERY 72 7 1 A ORI

BR s E O L B EE DR

RepEs 2 7 1 A S

Y F— b LICRIBOHER

o JobAOMEMRZERRUER ,
e FHEAREE, BAAVF—a OEHR



MEE A TOo0ER/1UF—S 3 oOMEEEREY—IL

Al 1ZLE®HIT -

FukRAYF s o, BEREEC-BELTEST A7 e e ASMIL, FABELWILEE
A AMEEITH 2 L RERTS, Vo REBELENLETAILN, ToeAnAY F - i
BHESEREZ L 555, BETRE, T zBERELESLT200FEE, 7ot X0
LEERFERT 5EDOREDRD LB bE (P bIREND), TOLI, TrEAORE
'&f?fﬂ"?i'xf\)“f o ORNCIERIRRZRIS 2V & BE N,

L#L§<®7Dt2ﬁﬁ@h%45% BEONSIF— a2 yOMRITRL, TLERBEELTY
AL DEERDY AL, ThbdT B R CBAERE SN T A LR, AU F—s w0k
BRONY — A, BHEOT R REI DL Ea— &N THWADT, L bORNIISY F—i g
L7 b I RIS U AREIRSI oL O S B LR,

T OWBETIRAY T g ARSI R Y~ AME o WTIRR S, KFTER LM@Y O
V—ix, WRE A3 TERT A,

FEEE, =5 —LREOERI Lo TRIAZ ENEY, ERFBEII-FLCEAT I 0 A%
BB, BEVESE (Kb s EEBEOOAT L RBRNESEREREND, =Ttk BF
BOBE T - BA RN (FY25) FEEED ORIV, BEOHLE (Kras) 13, =5
— ST B R A 2 < T, B L b T — AR S R E E TRESEYD &1 D Tt B PR
LESETHH0THS, ' '

Lnl, FHEDE =T —OERTHERL, BECERHTEEEZANLT 0 2AOKRTH b,
EEEEO LENC S 02 A0 BEEED DI, EBRA 7y MEBERRIZL, 77 Ty bR
EREWMCEAT S L2MECT B0, T4 V7 y FOFBFERRYT S - L BERSR
B |

FaRARYF—a DT Ry hO—D3ERHEOERTH D, AU F— 1 a COBRKERE
TH, ZTOEHRENEETSCE, Thbb, BREEE-BELTEST ST e AR R->THAT
L AEMTALERL, TOBAOEERY —IIBARNTH S, BEARETI, Yok ak—K
LT&@&@@LOQ>%m®%%%@%?60Mhi,K@ém%ﬁ%ﬁﬁ%ﬂHK%ﬁw$ofﬁ
:5%@&,Mﬁﬂ%@%ﬁmﬁtfﬁWﬁﬁ&T&é BEREIEREREHETOL TR, BREBOEHE
FehiTo kv, =7 —OWEERHIEEE, FOL 52T —ORHPHLoDICRH I
FEWEAIE GRA 2 4) FEAEDCHEL TV B I LEEETLIRD, Fr Ly VBEREITI &L,
AN LT Y W FEERE, R AV TADEEEE LY, MRS AEAERLEYTS
fr iz IS0,



Azm%aﬁmtxﬁu?—bsymﬁx

WRhOF2=y M, OTATo2=y PEERBSRVELERDID D, ThoDERZ, FAR
AR ERLOTHH>THERE VWS, BROVUTARHELER M5 L2, BBIOKEHSD
B, W, HAHEETTAYE 100em ORI ZHANERDHAHL LL 5, FOAET 100+5m T
bhd, RARODTAYEY L TAE UTEESICRY, UTORERER,

98.7 99.3 100.4 976 ' 101.4 102.0
100.2 96.4 103.4 102.0 98.0 100.5

:@¥“$@Ex%ﬁ§A%Tmﬁ?c%h%ﬂ@txkﬁ?b@ﬁﬂ%ﬁ%ﬁbTwéo

L] s | usL
2 v
=
.1 -
D ]l H W

85 - ' 105

M2 F—2OER IS4

BIZEERETI0H, EX N FARELSPLEETVENENPRGE R 7S AR EOEMRE
BB SIRE > TVEPENTHD, EX M TAOHLIT 12 BOMOTFEERD D Z LIcE
STHETE S, EIHEIE 0999 THB, R T ALKOEE, SHEMEBEE ROUTHET
%%, FEOMFEOHAL 7.0om ThHD, HBHEEEX 206em THD, HMEEEN, oo FOTH
D6 OERORENZENERLTND, 25y FOKERSEHEO =1 BEEENNEHY, §
MHNFGED S 1 ERREU LB O D, —F, ST Aoy FPREENRHIEMERLT
WB, ZOREILEE, BEREED I~6ETHS, |

LELIEE A N T AR VBORERD SR TRO L KERBR LTS, ERBROS
B, 2=y O 99.73%0, FHED & 13 FHERELAICIE 5,



f % 7 ¥ ¥ f
Average - 3 Sk, Dew, Avermge Average +§ 5td. Dev.
e JY T3 —————>

B3 ER kS5 AICHEA L ERHE

TAY0EY, REARRE, —AMERFOMETELRFEORS, BERVHEEBLTIIILR
VLB XEA T2 Th5, FHOREE L X, TEFRBOESNT o ABPLIES L ST
B, v NVREOBSIITFHELRRICTS L, AENROBERTFHELE/MNITHIILEER
B9 5, DWTHOBEAES, T_To2=y FIHEICMUE S X 51T 510, BHomd RER
éhéyﬁ%®ﬁ9ﬁﬁlEﬁbﬁ%ﬁﬁ%w?ntz%%ﬁTé%Eﬁ%%a@4@$ﬁﬁ@7uﬂ
AREFRLTWEG, 7o AR@FREELL TS, FHERETZCZ M5, EELEET S, &0
Eghix, v MokvEmt s,

UNSTABLE PROCESS

B4FRELTOER

TokshTueA TR, BSERTEIIREELE v AREENRS, BRELEZT 0w RT
i, —B LR LR B b b, EEREESEDT 5, e AR, L0 PRI S,



STABLE PROCESS

ESsRELE uE R

Linl, ZEREZTBERShS DI TIRAY, —B LEEERBLNS L) ko biE, &)
OEBPEEED L FRREERICRSIINE S X 3 LAThERLEY, 20X 527 0vAY, &
CRLEASENTEER VNS, 20X BT e AEE 6 TR L Sl —B LCER R 5
F5C LB LTERTE 5, B |

'PROC‘ESS CAPABILITY

Be 7utREN

BADRENE, 70k AREE LEAREOIENEZHET B EHIcbhd, FNICE, —ELi
PUTARIET B - LR AT, SHBOTHELEERELRD, TRESEROBRTT vy b
B, ZOFBERIZE-TC, TREARREL TV DINEPEANTL, EELTWIUTL, TORNEH
BT BT —FE—oDE A NI T AIELDD, T o ADEABENIE,EHBTT 5B e L
TE R} 75 MM EOREHBBEMNICINE - TWASERIET 270, 1 oh0iigERELR
TWE, Cp LIFIENAHEE, EBETET 5 L0ictbhs, BOBETSHS Cpk it, TREAN



BN B AEDBEPERREMET A EDELRS, IbH I o0EE R, ot ARERBEEPETHE
PEBET L EDICFDLRS, SBETAHALDIINE L SN AEEN, EEERSITANTETHD
LELZBAFRBAOREEX (K, /b, B Wi TEDLA,

EHORETHE, FobAn—E L CERRNE S RET 2RANH B OENEIET 38, Z0k
57U AOERICHIE L A SRR, ERERS S, BELET SRR SRR DI,
EIWDOERF IR Y — A2 ES 2 ERERENS, 7Yy FOEBNE, A7y FOEBITZ LT
BB, FEOELFD LS 2R AT AOBISWTHRELE S, |

B7HRT

TRy VERETHB, RU7REBER Mo TREE A DD LEMICRVIAS, I H bR
LB, RELOFRICRNS &5 casEbns, flli, E2 P& A bu—s0RS, -
W, FOHERYOBBEETE, REOREN, AN, Abn-s0RE, B
BEORFTRES, REOWMEN, YA NCOER, <7V 7 OBRE, OB, T F-HEOE
B, WADBREMEIC L VEST S, 1 07y FOEBL, TWRTEHET Y M7y MemESh5,

TRANSMISSION OF VARIATION

ik H oL Tnzn

/f < AFIDEH)
AH

H 8 RO IRE




EBEBOSEAD, 7YV 7y MVEEETIBEERA U7y P OEKERRICL, BHET510
Ty hORKE (VI UFRE, Aru—20RS, E—F—FELTU Ny NOBR) EFBRL T
EREREL, 427y VOES) (B, T—F —WE, BEMSES) OFBFEERIL, TYRNS

v FBEEOHEIAPEAT B LI LATER LR, — I AT_E T2, BEERA VT Y
CONEBEBERICL, ATy M7 Y Ry P B ABERBRL, 7y FORBEREEL, 1
Yy MekbT S BEE (AFME) LA% GEEE) 2T A0, EROFREERTLILTH
B, FNISESERBEEERATAILNTES, :

Ap Y-zl R ETHEIND b A MOERHBER >, BERA LTy MBS 5 I L H
T& 5. RMS (response surface study) & FHIN DRIOKBREEZE-TC, BERRA VT b8 7 7
My Mo AMEERMICEET A D LN TE S, BARNEELIE, BERA VT FOBBY
B2 R TR D, 20k RERRETIE, nAX NS GERERED BB EoT, 4
Y7y FORBREEEZRAEICTE L TE, WERRRMWEZE TROMBAHL IO I LB TE
B, El, TU RSy b, BREHIC—-BLTHAE TS L) EROREAREHITH LB TED,

EBEED SELRMARFEL, A7y POWERELHRTH L THD, THIGHERET
5, —RENCaRA NEEREED, nAR MNEYA CRENENIERD S FEC RS, BAX MY
Ao, BFIRT LS, 79 by b4V Ty bOEBORESEZIIC < GERIC) B5LD
ATy P OBREBEERIRYT S 2 LI ko THRET 5, TOMR, BENIEY LELKEPB LN,
2 A FEGEMLARV, BARNFEA COFEICI, FTFAY v ¥, B SBISEE, BEIRAER
HRlBb5, -

ROBUST DESIGN
R
Y

N

S
7

- CcCo-~CD

- B

INPUT
EoamA MFHS Y

b3 —HEER Y — BRI NS 5 5,



Control Chart

Woist Case

Upper Spec (Acceptance} Limit

Conirol (Action} Level

X—X lEK }‘EK % x ¥ “X l{x x.xx - Target

X X : Control (Action) Level

Wntst Case..

=
3
¥

X = average of a set of ohservations

10 SER

BHRC L ->TA w7y FPOBILEERL, 77 b7y FORROEBFRET S Z LRI uE A
BAOEBEEEICTA - N TES, BEHICE, FEEC LY o2& BEEHL, RVF—-T5
IEW SN BB R BT 5 Z LN TE A THAE S, BEUITZ ¥ a v DU, TukA®
WML, TERANICHES TSI IICRETES,

E%?‘,ﬁ/{ vy B EEEORRNYHEEICTAEHOY — AR L EL B S, B ITERERSTR
FA L, BEREF»—, BHRESH (ANOM), SEERLSITEUSESHT (ANOVA) ¥ THE,

BB RET B HEITHE LOBERLE TS5, £< 0Be, WEVAT ADECE, F—YR
&R RN AE £ EWT 5 & Jo,

A3 W—ILDERER
IHRE IR Y TN T, BT BRSBTS,

SZANY Y CSEE BT ANY 7Y CIEHE TR, BROVCIARERRL, TotrT
RE->TEBTHERZIT S, TTARY 7Y o 7EEE, 8Rooy FogkE (BE) IrRek G
LIE®D) 2HETAEOEHETILFELhA, LihL, ZOHERT o252 6BIC3 A0 ERHKIC
TAHPDNRYF-varThiEbild, 7Y o UREIC L DERPIECHRICIL, T EEE 95%T,
FRI%BUTCHSL” RELEHEEERITS LN TES,

EHMESHT (ANOM) ; 588, ML VOMIZFARERRLANE I NEHETZ D OHET A b
Th D, BEES, BIEER-> THIBEENRD LT HOHERS, T~y NITEORESEDHTEHO
HrE/ ¥, A ORERRE S, KOSESHT (ANOVA) L0 SMTY ST 4 IALRITETHS,

B (ANOVA) : 558, WBRAR Y OMICERZERBD LMY O PEHET ZIH 0T X b
b5, WEMCE, Yo RA0EBEERITER LAEFEROBHNREREZRETIILOO,



HF L2 BROBREFMT DHELBRSNTV S, FTHESH (ANOM)  ORD Y ILHVS,

BERE  REABRRNL, S AR—B U THBRICEA TS SN EEMT B0 ifTbh b, IR
i, S0 =y ERFRFICESNOICRR LTTbU S, EHILY T /-7 LRSS, &
VI T A=A LT, FHELHEEHET S, FHERCEREIR, et XRRENIREL—§
Lrwémﬁm%%ﬁﬁétw%ﬂmmiof%ﬁm%Lffmy%T%Q%@&im@afmhﬁ,
FOTUEAREENCP LR TOADNED, ERLBHB NN ENBENRUET BT
NS, IOESICREARERHETNLE IV, Bb-EAEbh O AEEHEER, Cp &
Cpk TH D, SRERBLINE, 2O oE ARHRRRACIE AMEF—BLTHET S LiER
B, BAOBEHL, TV NSy MA—B L THRCERT D I LR R T BN F—ra O BRI
TIThh3Z EBEN, Lnl, 207X MNIFFHEBAITET 2004 7y FOEBOBRFICL
Fbhs,

Fr LV URR T LY VRBEL, HECRESERCBREN TS I L 2 EET B 0IThh
BRBMNIIF = v 7 Thb, Plal, BROSY I T v 7 EBIEL TS Z L2 RET A0, 78
T RCHERT HBRENB Z LB B, Flr, T4 L POMWORMACRE SNt LY — BB LT
VWAL EERETBLDIL, bEDIREANSZL bDE,

WRERZRT A | - “oOMBa=y | REISORBIEREE LS REE T D DORRT
B3, H2=y FEAMUCHRERE TR, ERFTO2=y MRS, T LRRERICH
BHERBZ ERBREND, -

BHE GRS 0 AOELERIET A bicEbi s, BE, 5 BEC BRI T VE
TEHHICRET D, EV 7V LHEBAZHEE L 7 ny bT5, FYDO Sy bEEST, TOT
H¥ADEHRERLTHBPE»EHET 5. BEOT vy baioT, ZOT0EADERNEL
LTWADBEPERET D, BEPEZ - CO30EIEHETSERIIRI- L S, FERRZEH
LT my MNCEEMAS, FBERE, ToeaAB8B L TORWEE0, FHIHREORLOR
KEEHET, FERROMUCHD AL, TOFTEABRELLIE L E2FT, BRECELAIED b
hBPEI, ERORBERETS L LV, FERE, FetAzy FESEIEERS Ty 0L
Be gL, EBERS S0 EY-0, FERITEL, Yo APREL-BELTWHILER
T BREAMRBO—HE LTEDRS, |

EBNENEE (DOE) : ERIFERR, 22 ) —=V 2R, SASERE, SRSWERaeT 5B
FFECHD, —RIE, EREERCE, | EUEOS Ty P ERNCELEY, ThIZL->TEL
BIAENEDT Y N7y F~OFBEETDZ EREEND,

SR MFFA DD DR - FBUSEE oA RFEFEA DI FEDS LO—=DTHH, TV Ik
7y FOFH L EBE B2 IZET LT B0 RMS OEEE S,

BB RNCT ALV Ty FOEBEELYEEL, TOEBECESOPLNES LT, FORELA



W5, REBTFOEEN, EUNREERRELTVWAZEARETHS, REFERIZIFAY v FR
VR AZEMT S H 5, '

Mo — PN (FMEA) @ FMEA RIETERSEEE — FOBEREBITETH S, Ziid, RO
b ST — FOBREL, BEAORRE L BROME, BET L) A0SR REEED, X BELE
OEGUIHMETRHEC R AL D CER S EFROTHELEEND, FMEA I, BERTTmE R
OWHVCHEATE B, BE, FMEA MBRES LV TT 5, BENEED DIRD, BB~ LT
5<o THIRE LT v 7FETH B, TOEBIHBOABIT (FTA) 2HYV, TEEOD DR
Lk, WENBREECRES, TRk by Y FETH D, FMEA HELL ST 50T, BE
RO & BEREIC T A QWM T 5, UL, FTA RSB ENERELZRET SHOT A Tk
ADROBFETRITTHZ LB TE D,

HWEEDKIAT (FTA) : FMEA O TH 5, HEEOT-H FMEA 2BRO T L,

F—9 R&R (F—VEBRM - REM) BET: WEBOME S L ER S RURERID o L HEOH
BOBRMEIET 5 O OWELETH B,

RGBSR (Kb a4) Rk BEVEER, KBORBREERTFTECT 5D, FAGKRESATCE
By A LRV E ST A0V Th D oebicEbn s EHEBOFEEET. BARTRIN
BTORB AT LG, R F R, ETRAAORESTRARICT AL TH D, FIAE,
R ASITH LR TEANE I LED, BEOBOKE SMREE X THHES IR0
HTLMREESRVWE LTS, ThBNTERWVWERR, FREEPLTHRHBSINDLSIETH, Ya—
RO EFISA—F T [T, FOBHTEDMRERT A LR EICEATIPAROL ST A LAY TH
%, O, TARGORBLENLLY (ABEOL— FULVE), ¥A47 - Fu 7 2EFLT, b
a—w T OREIABEEFRLTRERES D, '

SERFv— b EROBRKOEESSEL, SBOEELZORKORBAIERCE2L) T 5
BOT ST AN FETHE, ’

RSM (response surface study) : RSM IZ4BR R EBREEIETH Y, TOBMIREBERA 7y FERL
TSy Ve OBREEEF AT EILTED, IWERERERITOICE, a0 7y MREM
CTREARFATL BUTLVD), TORBBLNETY Yy PERET B, ¥ Ty BT TR
Ty M B BEBEEF AT B0, FRETF - FILETEDI I ERTED, TOFRIT, vs
A RFHA K o TR B EM AR, FFASEO L - T B IRE-CEEEH & M1 5 o H i
ATE 5, IERTESICMNELRRITERIE 7y MU - THREEEEICENT 5 0C, mE
BALVTy NEEBNCE YO TR ZEREE LY, LbL, BERSA Ty bEARBRD L, #
BERELY NS, BERA 7y FPERET AHMECRIHNBIIT LD, AT V-2 E
BEAT 5 Z L HEW,

AR FFA VFRE v AR RFFA U, A Ty MK AR B E R B 5T 05k



VEFEDILTIT, ~ R, RO SEs58, AERMLTEIE2BVENS, L
ML, BORSEF LA LS5, BEEAEECBRT A LR ko TERERS S B 7 LN TE B,
ATy NET T Ty FSHERIBOSHE, T Ty bOAY Ty MCRTABERETSE5 X5
CBEEEBRTE D, TORR, 127y MSEBLETTY, ZRRBSLTT Y My EE
SNBLEIRD, TOBE, TU NSy FOEBBNEL 2B, BEEOESIC Lo CEB R &
®HIEER, uRlRRTFA LS, vARMTFA Y ORMIR, T — AOEEDR/NCIR
LI Lo BBICG oS B LN L5 R BBEEBET S & Tho, HERARME, T
B SBIREE, XIFAY v FRY, BAR RFHA VIO nOFERS B,

B (mARE) KREHN  n SR EFFA D 3 FEOIBO—2ThHD, ERFIEELETLC,
TUNTy hOEHEETAELT U Ty FOEBEFRT 5 0 RIS HiE
FHEERAVD, RAOMETOA 7y MEBIREZRML 52 L RBREND, REFRIF /T2 Y
v FR® 5,

AP Y=V SRR A7 ) —= U SERE, EREEROWHRRTRT, FOXENIEERS T
v NEBRBHI T B L ThE, A7) —=L SERREROTEERUIZ ZF L 7 1A L bIE
EiB, A7) ==V P ERERD I, A D4 Ty MREETT R R R REFL GITE D),

EOBRBONET U M7y FEUETBLERDD, ThILEoT, WPROA 7y FRT Y T
y MR B DRHET B I LR TE B, RS U—= RRRICE, BE, 127y NERO 2 50
RITHMETH D, P, 8ERIT 16 BIORFTCRETCEX 3, ThickoT, %ol 7y 5%
X AR CRET B 2 L RTRIC 2B, B OBERTHEDS L, BERBERRIT B D LSRR
B, BERBRENAY U —=0 7 BRI TITPNA Z E RS, ThicE > TEERA VT » b
EERT Y Py M EZBBERS LI L b5,

BYFAYy KimAA NFYL VD3 FED—>Th B, 4 Ty F EEENTE L W5 2 5 B8
BRENCERT A DI ERSEEY BT A L2 e, EBEENTAL LTy F BEEL S
BL, FOEEEOTENRFLERD LS IETE DI EOBESE S, RENOEBUSME, E - 4
BUbAE 2 T, BAMAREEICKT BEBICEE B0, BRICA v Ty Fb T BT 5.
AR, T - SUUSEE L ERABRIT RS 5, | N |

FEGELN  FEREOVEEST, T MYy FAEREECEAT B LA Ty MR LT
BOMGE 2 RECTE B, HAREMTYZITII0E, 107y MR7 Y Ny bk % 2 BE Ik
CFABRABLBECTH D, TOLIBEABROBAE, RESSRESERLERERD S N TE
5. MECRETBICE, ¥T, THLEREORNCESOTERT 27y LOAEERD SO
BRI, EARMEE ST, A1V 7y MAEBTABEEMRETA LB TES, L LIATET Vb
7y PR AR BRDHEICE b RVBA, BIE, A7y hO—00aER# L LT
2BRV. L L, TECUEEOREORNERL TAEEM LT A1, RELEBY, FRO
THPHEELBETALERSH S, 2EXMLT BRI, UAR FFHA UERNT ORI,



SBEEH  TBHOW H»OBREAOHESHERLHET A O ELNARFNFETLD, X
i, AT -~y FRIBHOZENT, 7o AREORFNS 7 N, TiE~y FOER, FlBE~> KO
EHNEBHOBRTHAITEERDL D, BRSO EZE-C, TRAFROREEI LA2EBREHEET
AL EMWTES, ’



HEE B /AU F—> 3 VOBl

FLHIC

:@mfﬁﬁufwétw5y~w7m@xm¥@ﬁm%ﬁﬁﬁoﬁﬁﬂﬂ7%%&#5?3%&
A v IR FO—NEBEERT 2, V- ORSMEREEEEFEER CH D, BRI 1D
EEMIERRTH Y, o TIOT A INY Fta VEERT BB TR TS,

TOMBER AN F— g COBMTCEVVRISRTICEER2 N, E— b o—ATaEAO
ERIIETOE - b —ATn RAOBFNEELBRE TRV, &b, 20X -0E#HEH
WERRBREYFI VALY FURT A, TRILOFE, #ERC XREOFEIII-TEELTY
L, : ' '

EROE— Fo— AT mex& Y F— b5 L 2 CEET 5 X REL BRESEDEEDD, T
DPIREICEDOEMAE T o7 A% : B, BE, EAFERALTOSTBE R, i O,
MBOES, F5RF 4w I RUFOAAN R U F o7 ADX D REEOTaE RAEERHE0H LK
BV, ELIFVTAFA X, FRBREHMREEORIEEZ BRTVEL,



ABCAT 1 hIERBEEE
JoeANUTF=aryFakall
PVP98—101

A v— bR F g

R B ¢ BB Gizmos— = — 1 12345 5 12789

) F— | &7 o A MR - Supplier £, EF L xyz, ABC BULGEHE

BeEE S MER98-1248, b — b 3~ 12 R 1 SOP20-12-14

Fu RSB E AR . PPCNYS-364

BH -

Supplier #FZH LWV R L — b2~ 7 ZBA%E LA, ST EER T o —RKEL, RERMLE
s, 20— bi—98, BEOCEE )7 AUFHLRBED T vt AFIE SOP20-12-14 THRIET
XA LESAYF— B, SOP20-12-14 BB EREIE L LTy —/VIE 2-4kg THAE 3kg THDH L
LTS, b~ VREEER S Y FREA T F (PNI6-122) EREKST S (PNBS-010) ThD, R
BTN Cpk> 1 Th B, |

BERIE -

b b b E o RENE SOP20-12-14
HEETEOFIE © SOP3-8-51, SOP3-9-12, SOP3-13-81
B RS, o — N 12xxx

RBEEREGES MER9S-1248

Supplier #E 5 /1 XyZ el N '7" Bl Tty g
T R F g e A Z—EHE : PVP-98001
RERE EER UWIE | SOP9-2-5

BT uE X RUME © SOP20-1-2

7 Y — b B SOP1-12-77

R I

N F— g VR

Supplier #EF/V xyz £~ h—F X 1Q OB TH D, 0Q & PQ FIRT ANV F— g v R ¥ 3
 PVP-9R001 IAE AR XN TV D, SOPI-x-x OFERIFROEETSEERT -,

1Q HEBE L FRENBFRD SO — h— T DiflEv =2 P AEERTS, b — i —F I8
KOERIEENICS Y — A8, AL, MET S, BELCHTIEREHIEL2DEVX



510, EMZEEOHKIC OV CEENAEELL S, BEREEOF =2 ) X MEER L, BRE KR
¥5, - -

OQ IESDOBEKETIT 5, 1 BME, BEET-o TR EEEEL, HM S XBRONED
SRR BB DIED LEERIT S, ATFY— M AR, - 0fel OBl FEIITh A
W, BHERE X B, BE LR, EARYRST S, ChbORECSTAEEINE, U—A Nr—ADTH
Bt & A FOBRMB UL NVFROY AT 2RI DA Y —= 2 F# B (SOP3-8-51) OX}
RLTH, PHOL— b~ AREZ IR L VBT S,

0Q O 2 BMIT T o A L0 TREAOWERICET T, THERILY ) — A AR TS
M & D BUEIRC  Y T VTR B, BISHME TR LV e — by — T ORAOIET
5, E— b Y= T F PN96-122 & PN8S-010 TEIGT 5. £ — ho—F ORI, BE, EHRER
0Q D& | BROBICIRE SN RBERHMAT 5, SOP-9-12 75 1-A DML 7 ) FEHEEHE
AL, BRESBEICTD, —AREREEE ke CEBEERTS, Cp> 1 ORBEEBIETT
ART VR, FUIAERY FREMET . 25 LT, ROBBOEDO L~ o—FREDR
BILESTD, | o

0Q W3 3 BRI, RE, EHEBICL D7/ oL AORZHEZNET 5. BROEE 0%
FERTL, BEHEYEECRH LV E— P OERBORRETT O, FH, BE, EHo@BSE0ov—
Abr—ARFMETD, TA I U,

1) Blie L
2) @B, R, BEOMAeY
3) RV, &k BEOCHEESY
TEWMT 5, TORBOBREEL, b b~ J0BRBEOT I v a L L-ULERET D,
' <
CPQ I OQ BRI LAEBICER TS, t— b r—FORBERELMBL, B, BE, EHOTED

Tryar bV EERT 5, SOP3-9-12 @ 2-C OI{LY 7Y U /REAER L, SREEFRRICT
B, Y ABECEBEREL, FEWELTS, Vo e AREWMSIESh, TEZEER SOP3-13-81
ZED Cpk> 1 THHI L RUEENE L E, FuERAEAY F- b i LHBTL, SOP20-12-14 1%
FutAEBCERT 5, | |

PSRBT L ASE -

1. 2 by 774 o5, SOPY-2-5 CTHRIEENZ T o= AHE T RiiEdh,

2. FEEERTIROMVBNERESE, RST12, SOP9-2-5 THIE &M/ 7 vk A% T RETE &,
3. EHEF, 0-500kPa, SOP9-2-5 TIRIE &N7: 71k ABK T RHTE S, |

4. VAR A—%, 1D683, SOP9-2-5 TRESNI7 nk RERT KRR,
5t—fv—»maﬁbﬁ&w,mmm,mwm&aﬁﬁmént%ﬁ%W%E&o



XY Femin DR, Supplier EOER S 2 TV L VREEERT D, S)F—a vRETHIX
SOGEE ERE MEROS-1248 %, b— o —FORELBTEOE EHUET+ 5,

FAY Ferg

PYFm g VEETHE, Tt A F—irg Vv R —EEH PVP-9800l 2L — b —F (D A X —
RYFet s VA Pa— A OREEEL L DI T 5.,

NRUF =g wF—5b 7o b a3VER

John Smith Date: 15 Nov. 1998 M =7 HE = V=T
John Smith
Paula Johnson Date: 15 Nov. 1998 W : REEEHH
~ Paula Johnson
Randy Jacoby Date: 15 Nov. 1998 B : TIEE
Randy Jacoby
Sue Brown Date: 15 Nov. 1998 B4 :R&D 71 b J g
Sue Brown
Claudia Becker Date: 15 Nov. 1998  F& : SVERE
Claudia Becker

NEFEE L Y— e baBE

Priscilla Johnson Date: 18 Nov. 1998 0 CEEHIRE
Priscilla Johnson




1 Qff

PVPO98—101

BAFe2v 7V A M

BEREHE I — T OB 2T, 7Y b AEH (SOP1-12-77), k-— b2
A FNE (SOP20-12-14) - CHEST LT,

ZoREE R ‘ | RiE
BRI | b—hy—FEET=aTA . RT
ZERUE _ te b PR = 2 TV 52T
WESCEADPY  b—hy—FHEv=2TA 0 ET
AR Y b e SR = T
BT S0OP20-12-14 5

LEPR  SOP1-12-77 T
'%mmﬁwﬁﬁﬁ SOP1-12-77 _ KT
BAED LT - sop20-12214 . ®T
Sy F YA O SOP20-12-14 . 5T
1B Ui

t—bv—%mt~va§®ﬁ%v:m7»&smmmzmmﬁﬁmx@@%u@ﬁ%ﬁoﬁo
BE . |

b R T DR TORE L MR SOP20-12 IOV E 270, WRARRRE B,
BEERERE | |
%Ei?*jij’ Vs SHR—b, TWS, 98-4 @“\'1—":/ 46-62

 BEFE/SAv L

WIS BRI P T,

ZRPRORE~OFRIEE — h =T OPRT 4 VICMERR 7 A A5 — 2RI BT HZ LT X
DEH LT, SOPY-15-84 12 X BH T ETBESNT, BH L~ Vhd 0B shRho iz,

B b I T OEAHIRT L,



) Fetra rF- b 1Q FERARE

John Smith Date: 15 Nov. 1998 g : =7 RET V=T
John Smith
Paula Johnson Date: 15 Nov. 1998 Fit : B Mg

Pauia .Tohnsdn

Randy Jacoby ~ Date: 15Nov. 1998 B : T8 E

Randy Jacoby

Sue Brown Date: 15 Nov. 1998 B R&DTo =2 LY —F—
Sue Brown

Claudia Becker Date: 15 Nov, 1998 W : SVEGERE

Claudia Becker

TG — T b o LR

Priscilla Johnson Pate: 18 Nov. 1998 B UETHEE

Priscilla Johnson




oQ#

PVPE8—101

1 ERpE
BERE 2R, BE LR, B4 8EORE, BE, EHIREBOLSOES LBROBNEXTT
-7, BHEIIELITOERBY '

Clampﬂlosure'ﬂmemf’s&conﬁs | 7 _ Uppor Limit - 2.0 Seconds
X X ' X X
T t . 1.
e S S S S b\ arget - 1.5 Seconds
X X X X ‘ |
Lower Limit - 1.0 Seconds

Temperature in Degrees Centigrade Centigrade 5 1ima 170 °C
I - Dpe “

X X X X X X _ Target - 160°C
x % x Koo Y XK XK ‘

Lower Limit- 156C

Préssure in kP2
Upper Limit- 350 kPa

EVENVEES S SIVEEVENNES S SV S P
 xX X x =
X
. Lower Limit ~ 304 kPz

IO LBELETROMC, BESELEDHL TSI EB505, #H0 1545905 20 2l
FCOBREN, v—¥OBERFEOBRLY bEPoT, Z0AL ) -l FRBROBEIT L — VD58
EMHOERPLREFChHATFREMEETRLTVA, '

PO~ P o—SREORIEE LT RET b —FRETS, HILRKMRE 1S H, EARE



325kPa & Ehie
5 2 BB

L MR A D E - L I AER OMRE RS -, ResponseR R 21T ok, REEZEHH I,
EROIOAD AT FOBEL RO, TEEZTOBROELDTHS '

Trial Run Pouch Size Time Temperature Pressure Seal Strength

1 Small 1.0 150 300 Average 2.1, 60 1.2
2 Large 1.0 150 300 Average 2.3 605 1.8
3 Small 1.3 150 300 Average 2.2, 60 1.0
4 Larpe 1.5 150 300 Average 2.5 60 1.3
5 Smali 2.0 150 300 Average 2.4, 605 1.5
6 Large 2.0 150 300 Average 2.8, 605 1.0
7 Small 1.0 160 300 Average 3.0, 66 0.4
8 Large 1.0 160 300 Average 3.1, 6 0.6
9 Simall 1.5 160 300 Average 3.3, 65 0.5
10 Large 1.5 160 300 Average 3.4, 65 0.6
i1 Small 2.0 160, 300 Average 2.9, 665 0.3
12 Large 2.0 160 300 Average 2.8, 65 0.4
13 Small 1.0 170 300 Average 3.1, 60 0.6
14 Large 1.0 170 300 ~ Average 3.2, 6c 0.5
15 Smatkl 1.5 170 300 Average 2.7, 6 0.6
16 Large 1.5 170 300 Average 2.9, 60 0.4
17 Small 2.0 170 300 Average 2.8, 65 0.6
18 Large 2.0 170 300 - Average 3.0, 65 0.7
19 Smail 1.0 150 325 Average 2.2, 65 1.7
20 Large 1.0 150 ' 325 Average 2.3, 60 1.5
21 Small 1.5 150 325 Average 2.2. 60 1.3
22 Large 1.5 150 325 Average 2.5, 60 1.4
23 Small 2.0 150 325 Average 2.4, 60 1.7
24 Large 2.0 150 325 Average 2.8, 60 1.2
25 Small 1.0 160 325 Average 30, 60 0.3
26 Large 1.0 160 . 325 - Average 3.1, 60 0.5
27 Small 1.5 160 325 Average 3.3, 60 0.4
28 Large 1.5 160 325 Average 3.4, 60 0.3
29 Small 2.0 160 325 Average 2. 9 60 0.2
30 Larpe 2.0 160 325 Average 2.8, 6 0.3
31 Small 1.0 170 325 Average 3.1, 6o .5
32 Large 1.0 170 325 - Average 3. 2 6 0.4
38 Large 1.0 150 350 Average 2.3, 60 1.8
39 Small 1.5 150 350 Aveérage 2.2, 60 1.6
40 Large 1.3 150 350 Average 2.5, 60 1.3
41 Small 2.0 150 350 Average 2.4 60 1.5
42 Large 2.0 130 - 350 Average 2.8, 65 1.0
43 Small 1.0 160 350 Average 3.0, 60 (.4
44 Large 1.0 160 350 Average 3.1, 6 0.6
45 Small 1.5 160 350 Average 3 3 0 0.5
46 Large 1.5 160 350 Average 3.4, 65 0.6
47 Small 2.0 160 350 Average 2.9, 60 0.3
48 Large 2.0 160 350 Average 2.8 6o 0.4
49 Small 1.0 170 350 Average 3.1, 605 0.6
50 Large 1.0 170 350) Average 3.2, 606 0.5
51 Small 1.5 170 350 Average 2.7. 65 0.6
52 Large i.5 170 350 - Average 29,60 0.4
53 Small 2.0 170 350 Average 2.8, 60 0.6
54 Large 2.0 170 350 Average 3.0, 60 0.7

:n%wﬁﬁma1m%w?@ﬁﬁ@ﬁ§ﬁ%&w9ww%§@%%(@ﬁwm&g6qmﬁﬁ%
BLok BEEEAOBERENOERIIL—/VREICK L TR E A CEEITR, '




TRIBEZISSCIC L, B EERBEYOSMAEORERT - LE CIC LB NO36EORER 7 - 2#Y
WU, 7 F 2 OBREFICHIFORVA, TIORT IR/ — MEHETE 5, ThbORBORR,
2H2.92, &WS%#LKDwﬂgwcmﬂST%otm%ﬁkbtt—%v—”“ iﬁ&m/km
—82, KFHLS, E325kPaThHHLREINL,

kY

ROFEr—NT 501, BELer—Av— MRER

1) EOEAKHE

2) KR, BIE, SR

3) |k, ®E, EFHE
ﬁbtﬁ%@&%fmﬁx%ﬁmhﬁm1%@@%%%%%%@ FEDOHMAEE CIER LT,

R

%ﬁ*@%%wtﬁ%m mﬂxww%£3% 6003, EWRORE I, T —VEE28ke, 6
Mm,@wmmﬁmﬁwﬁw/w»ﬁﬁxm;6um®ﬁ%%%to

BREREE

BRI V=TI S TR b, WS, 98-4 DA 63.98

GO BRER oA

h~b/~wfufx«%%£@%%x%ﬁ%mmﬁﬁﬁa ﬁ%?@@%le%alﬁc CEREE
Lto

bwva‘iﬁﬁbﬂﬁ%%@%@##ﬁ»(@%hbk%ﬁ20 SO 4 — ATy TR LRITH
sz,

Db ORREEL, RERRATT oY AREIET S L%, /L3 BB 3 Okg % SOP3-13-81
I0&kD Cpkl8 THERTE S LHWTE D, Bwb/~7ﬁ%@@%®77vE/Vmwﬁ/-wﬁﬁ
2&g83%gf%@-m%ﬁOQT®$Wﬁ29®30£%T%5O

[ A @OQHTE‘Q‘J LYLD



PN F =g rF—h OQERAR

John Smith ‘ Date: 5 Jan. 1999 S e Y - =
John Smith
Paula Johnson , Date: 5 Jan. 1999 B . LGSR

Paula Johnson _

Randy Jacoby Date: 5 Jan. 1999 B IEE

Randy Jacoby

‘Sue Brown " Date: 5 Jan. 1999 B R&D Ty ) —F—
Sue Brown

Claudia Becker Date: 5 Jan. 1999 B mEHE

Claudia Becker

WEEBY L A— o b ol

Priscilla Johnson  Date:.10 Jan. 1999 B CREEEE

Priscilla Johnson




PQ#t
PVPO98—101

4317 FPN96-122 £ PNE-010ZE LT, = v b=-— N12345 L 127898 5 O #n % Kl L7z, Folib —
A PRERGEEA L, b — b o— T REARICRE OWEY 1 2 L TH B LSERO Y 2 — AT
v 7 ETo, EREROB Yy ba— ROV TLHBHOBEL EHE L, SOP3-9-1202-Clo L 51k
TV TTIoRERL, BRYEHERIC L, RICEREOMERT,

ixw}b%ﬁfé&

_____________________________________________________________ %@?‘%ﬁ!‘%ﬁﬁ_ Alkg
FHLavLRL 3.2kg
3¢ xi xx " x—xx xx X HEE B.Okg.‘
X x; X ' FhHLavlbAjL 26k
e PRAETIRME 20kg

ﬁ’*‘%"%OJPQ&ﬁLtéWGJCpkm 75*(%;07@ %m:’cn@akwcm%mt@mﬁ% Tﬂtzmﬁﬁ:’
L, BHDBHB T L EEELE, IROCPENFHRE S re,

PN96-122 : 1.8,1.9, 1.7, 1.6, 1.7
PN$8-010 : 1.6,1.8,1.7,1.9,2.0

FROPOMETE @ﬁbt#ﬁb:ﬁ{ﬂ LT, B— hir— RO B30 LT, &FHIT2.93ke
Tholk. -

Fra v LAUVIZ R ERER T, FPRERELERRELREE LR o,
BREEGR
BTV s TR, TWS99-1 DR— 148

e, o X b

 FukREREL, BA0HL I ERTESNE,
BUEAE R TRG MEROS-124 1t — P — T DHEALKEZ S THIT LI,

FREARY F s VT AE—TF T PVP-9R00I HEE— - FOEAY T a L P R
EEDUET LT,



r— k7 uE A ENE SOP20-12-14 8t — F I — SO TRIRESTEIER L 150°Ch 5 155C~
EEL, REVAF—57 v 7ORMEFROEE & EHHIT &1

ZTOREL QABBIZIEE R, SOP20-12-14 DIPIMA T ¥ 2 —VEUET LT,

NRYF—irg v F—b POIERKE

John Smith Date: 31 Jan. 1999 B : L =7 WEx L P=F
John Smith
Paula Johnson Date: 31 Jan. 1999 B REEE

Paula Johnson

Randy Jacoby Date: 31 Jan. 1999 B THE

Randy Jacoby

Sue Brown Date: 31 Jan. 1999 B RED 7 Pa s B —H—
Sue Brown

Claudia Becker Date: 31 Jan. 1999 I : REHE

Claudia Becker B

IEEEYE - Tu b OB

Priscilla Johnson _ Date: 5 Feb, 1999 W TEEHRE

Priscilla Johnson




 BREEE
PVP88—101

RAIQ, 0Q, PQIRESHLBRUEOTRERL B L, 7o oV EREEE L oL, £
TOBEREHIAHL, 7ok A 30 F— FSh Tz,

NYF—rg v F-2 BRBERGE

John Smith " Date: 5 Feb, 1999 R .y Iy

John Smith

Paula Johnson . Date: 5 Feb. 1999 0 shEEEE

Paula Johnson ‘

Randy Jacoby Date: 5 Feb, 1999 . TEE

Randy Jacoby

Sue Brown Date: S Feb. 1999 B R&D 7o Y=y p I —F—
Sue Brown '
Claudia Becker ' Date: § Feb. 1999 W REEE

Claudia Becker

WEEEYF— o boLBEE

Priscilla Johnson _ Date: 5 Feb. 1999 B XEEERE
Priscilla Johnson




HEERRREN A FFA 2 ver, 1,0

KEE D
BE R

BRI (D

)
2)
3)
%)
5)

6)

7
8)
9)

10)

11)

12)
13)
14)
15)

16)
17)

JIS T 0841-1:2010  Bef&BRPE OB S 5 ERMERORE 8 | S—8, SEAY T2 AR
CRELZA7 AT 2 BEREER

IS0 11607-1:2006  Packaging for terminally sterilized medical devices - Part 1:Requirements for materials,
sterile barrier systems and packaging systems

JIS T 0841-2:2010  BRACEME T & n 5 ERMBORE—F 28—, v RUEI 7 oE
ADNRY F—irg

1SO 11607-2:2006 Packaging for terminally sterilized medical devices - Part 2:Validation requirements for
forming,

JISP 8110 ML Uk — L RELFRET Ao 03 77 7 HE (I EERE 150 186:2002,
Paper and board—"Sémpiing to determine average quality ({DT))

IS P 8117 #RR UHEHE — BEAR UBEIRMERRTE (PRGN — ¥ — L — S BB : 150
5636-5:2003, Paper and board — Determination of air permeance and air resistance (medium range)—Part 5:
Guriey method (MOD)

JISQ 9001 SE~ R AL AT b %ﬁﬁ@(ﬁﬁ?@l%ﬁ% : ISO 9001:2000, Quality management
systems — Requirements (IDT)) )

JIS Q 13485 AR — BB~ R U AV b AT A — 1B B0 D 0 BERIEGTEREY © 150
13485:2003, Medical devices —Quality management systems— Requirements for regulatory purposes (IDT))

JIS T 0993-1 EFEBR O AWM FAIFE— 51 ¥ : FER OCRBROSR BB © 1S0 10993-1:2003,
Biological evaluation of medical devices—Part 1: Evaluation and testing (IDT))

ST 08412 BB THE S LD EREBOEE-$2 8 ), VA RUEY T EAONRYF
— g L SR - IS0 11607-2:2006, Packaging for terminally sterilized medical devices—Part
2:Validation requirements for forming, sealing and assembly processes (IDT)) .

JIS Z. 9015-1 FEMEREICH T 2 HREREFIE-H ¥ P T L OBREFERMT HAQL HIRREERIR
BRI E AR ¢« 1S0 2859-1:1999, Sampling procedures for inspection by atiributes - Part 1:Sampling
schemes indexed by acceptance quality Hmit (AQL) for lot-by-lot inspection (IDT))

IS0 5636-1:1984 , Paper and board - Determination of air permeance (medium range) - Part 1: General Method
ISC 5636-2: 1984 , Paper and board - Determination of air permeance (medium range) - Part 2: Schopper method
IS0 11135:1994 |, Medical devices - Validation and routine control of ethylene oxide sterilization

I80 11137-1:2006 , Sterilization of health care products - Radiation - Part 1: Requirements for development,

‘validation and routine control of a steriiization process for medical devices

ISC 11137-2:2006 , Sterilization of hlealth care products - Radiation - Part 2: Establishing the stertlization dose

ISO 11137-3:2006 , Sterilization of health care products - Radiation - Part 3: Guidance on dosimetric aspects



18)
19)

20)

21)
22)
23)
24)
25)

26)

27)

BHEFERAETA R4 ver, 10

ISO/TS 11139:2006 , Sterilization of health care products - Vocabulary
ISO 13683:1997 , Sterilization of health care products - Requirements for validation and routine control of moist

heat sterilization in health care facilities [1611SO 14937:2000 , Sterilization of health care products - General

- requirements for characterization of a sterilizing agent and the development, validation and foutine control of a

sterilization process for medical devices

ISO 17665-1:2006 , Sterilization of health care products ~ Moist heat - Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices

EN 285 , Steam sterilizers - Lérge sterilizers ’

EN 550:1994 , Sterilization of medical devices - Validation and routine control of ethylene oxide sterilization

EN 552:1994 , Sterilization of medical devices - Validation and routine control of sterilization by irradiation

EN 554:1994 , Sterilization of medical devices - Validation and routine contro! of sterilization by moist heat

EN 868-1:1997 ; Packaging materials ana systems for medical devices which are to be sterilized - Part 1:General
requirements and test methods

EN 868-2:1999 , Packagmg materials and systems for medical éewces wh;ch are to be sterilized - Part
2:Sterilization wrap Requirements and test methods

EN 868-3:1999 , Packaging materials and systems for medical devices which are to be sterilized ~ Part 3:Paper for

- use in the manufacture of paper bags (specified in EN 868-4) and in the manufacture of pouches and reels

28)
‘29)

30)

(specnfied in EN 868 -5) - Requtremems and test methods
EN 868-4:1999 , Packaging materials and systems for medical devices which are to be sterilized - Part 4: Paper

~ bags - Requlrements and test methods

EN 868-5:1999 , Packaging materials and systems for medical devices which are to be stefilized - Part 5:Heat and
self-sealable pouches and reels of paper and plastic film construction - Requirements and test methods
EN 868~ 6:1999 , Packaging materials and systems for medical devices which are to be sterilized - Part 6:Paper for

the manufacture of packs for medical use for sterilization by ethylene oxide or irradiation - Reqmrements and test

- methods

31)

EN 868-7:1999 |, Packaging materials and systems for medical devices which are to be sterilized - Part 7:Adhesive

coated paper for the manufacture of heat sealable packs for medical use for sterilization by ethylene oxide or

* irradiation - Requirements and test methods

32)

33)

34)

35)
36)

EN 868-8:1999 Packaging materials and systéms for medical devices which are to be sterilized - Part 8:Re-usable

sterilization containers for steam sterilizers conforming to EN 285 - Requirements and test methods

“EN 868-9:2000 , Packaging materials and systems for medical devices which are to be sterilized - Part 9:Uncoated

nonwoven materials of polyolefines for'use in the manufacture of heat sealable peubhes, reels and lids -
Requirements and test methods ‘

EN 868-10:2000 , Packagmg materials and systems for medical devices which are to-be sterilized - Part
10:Adhesive coated nonwoven materials of polyolefines for use in the manufacture of heat sealable pouches, reels
and lids - Requirements and test methods 4

EN 1422:1997 , Sterilizers for medical purposes - Ethylene oxide sterilizers - Requirements and test methods

EN 13795-1:2002 , Surgical drapes, gowns and clean air suits, used as medical devices for patients, clinical staff



| 37)

38)
39)

40)

41

42)

43)

44)

45)

46)

47)

48)
49)
50)
51)

52)
53)

BEERRERRETA FF4 0 ver 10

and equipment - Part 1: General requirements for manufacturers, processors and products

EN 14180:2003 , Sterilizers for medical purposes - Low temperature steam and formaldehyde sterilizers -
Requirements and testing '

ANSI/AAMI ST65:2000 , Processing of reusable surgical textiles for use in health care facilities

HANSEN, I, JONES, L., ANDERSON, H., LARSEN, C., SCHOLLA, M., SPITZLEY, J., and BALDWIN, 1995.
In quest of sterile packaging: Part 1; Approaches to package testing. Med. Dev. & Diag. Ind. 17 (8): pp. 56-61
JONES, L., HANSEN, I, ANDERSON, H.; LARSEN, C., SCHOLLA, M., SPITZLEY, J., and BALDWIN,A.
1995. In quest of sterile packaging: Part 2; Approaches to package testing. Med. Dev. & Diag. Ind. 17 (9):pp.
72-79 '

SCHOLLA, M., HACKETT, S, RUDYS, S., MICHELS, C. and BLETSOS, J. 2000. A potential method for the
specification of microbial barrier properties. Med. Dev. Tg:chnoi. 11 (3): pp. 12-16

SCHOLLA, M., SINCLAIR, C.5,, and TALLENTIRE, A. (1995). A European Consortium Effort to Develop a
Physical Test for Assessing the Microbial Barrier Properties of Porous Medical Packaging Materials. In:Pharm.
Med. Packaging 95, Copenhagen, Denmark

TALLENTIRE, A. and SINCLAIR, C.S. (1996}. A Discriminating Msthod for Measuring the Microbial Barrier
Performance of Medical Packaging Papers. Med. Dev. Diag. Ind,, 18 (5), pp. 228-241

SINCLAIR, C.8. and TALLENTIRE, A. (2002) Definition of a correlation between microbiclogical and physical
articulate barrier performances for porous medical packaging materials. PDA. I, Pharm. Sci. Technol. 36 (1): pp.
119 | _ _

JUNGHANNS, U., WINTERFELD, S., GABELE, L. and KULOW; U. Hygienic-Microbiological and Technical
Testing of Sterilizer Container Systems, Zentr. Steril. 1999; 7 (3) pp. 154-162 unaer Sterile barrier systems,
Package Integrity . -
GABELE, L. and JUNGHANNGS, U. Untersuchung zur Lagerdauer von Sterilgut unter Einbezug des
Sterilcontainers; Aseptica 6, 2000, pp. 5-7

Merkblatt 45, Verpackungs-Rundschau 5/1982; Priifung von Heifsiegelnahten auf Dichtigkeit Herausgegeben von
den Arbeitsgruppen der Industrievereinigung fiir Lebensmitteltechnologie und Verpackung e, V., am
Fraunhofer-Institut fiir Lebensmitteltechnologie und Verpackung, Institut an der Technischen Universitit
Miinchen .

DUNKELBERG, H. and WEDEKIND, S. A New Method for Testing the Effectiveness olf the Microbial Barrier
Properties of Packaging Materials for Sterile Products; Biomgd. Technik, 47 (2002), pp. 290-293

Test method for the microbial barrier properties of wrapping materials, new approach; Report No. 319 011. 007
RIVM (Rijksinstituut voor volksgezondheid en milieuhygiene), Netherlands

Test method for the microbial barrier properties of packaging for medical devices; Report No. 31900, RIVM
(Rijksinstitout voor volksgezondheid en milieuhygiene), Netherlands

International Vocabulary of Basic and General Terms in Metrology: 1993, BIPM, IEC, IFCC, ISO, IUPAC,
IUPAP, OIML ‘

AORN Journal 26 (21 :334-350) Microbiology of Sterilization. Litsky, Bertha, Y. 1977

USP 27<1031> The biocompatibility of materials used in drug containers, medical devices and implants



BHERBROET A FT A ver. 10

BEIMR ) BEMRBRFERCGEE (ST 0841-1 HES B)
1 %

ROXEICE, ZOEBRORE~OCHAZEFTILDRFEHATCEAIRBRFEREEN TV, BITED
FFOTZRBICOVTE, ThbOHBHOZ OROEERUIRERR ST, ThoaEET DI LR
ELV, BBREEOERICETAEEERERL, (JIST0841-1D) 44 KRENTVS,

FRELEHERBFERVRBFIECOVTOLER, ThOAFHOLNIEHLOE LTHEL, »
-, FECEEHEBRERBEROIEETE» OERENCATTE S, 2EXRICE, B LTAME
ATV BEMORRFESER SN CNS, SORBEE, TATEBELLS LEESh T b0TR

72, Eie, BITORMATHLVWRRFEOHBESETTROLOLH D,

2 MR ORI Y T AT A

R E RIS SR OIES L O 1 1

BEE{  ASTM F1980:2002
EN 868-8:1999 BETDZ R TV ERBSHOBEME RO AT 5 —53
BB EN28S ICHEHLL 7 RAIRE B O BERRE 2 7 — ERIER
URBCH i .
BRE 1SO 5636-2:1984 MR UL — BRI (PRI — 82 ¥ v a v Sk

2
e
m
-
R

1S0O'5636-3:1992
JISP 8117

EN 868-2:1999

ASTM D737-04

JIS P 3124

- ASTM D4321:1999

ASTM D3776:1996

MEUBR—BRERBRE (PSR 83 8~ vk
MR- BRER BRI AERRT I (PHBAR) —#—1—
s ‘

R RSEIREHS | 1SO 5636-5:2003, Paper and board —Determination of

air permeance and air resistance(medium range)—Part 5: Gurley method

~ (MOD)

WHETHZ LTk T3 ERBEOCAEMBRYY AT A—#2
8 WS v S — EREER USRS REC QLY A ROBE
HE o

B DB ORI

RO EREE

R b EESIRME - IS0 536:1995, Paper and board —Determination of
grammage(MOD)

PBRF I T A NBDRy I e A el R OB R

mpOBMERS LY ORE (E&) OFERREE

AEEAE  JIST 09931 BRSSO A S AOREAE - 251 36 : SRR ONBRIR
PEEC RS EIBRAREE @ISO 10993-1:2003, Biological evaluation of medical
devices —Part 1: Evaluation and teétiﬁg (DT
USP (87} LEPZHEICER, A b
EZETR & MRS ha BB E

JISP 8112

I R ERGEE  ISO 2758:2001, Paper—Determination of bursting



- B A

a— M
Asnsm

<+
LTt

B P T A
A A &5

el

MIE

TAPPL T 437-OM-96
JIS P 8144

ASTM F2217:2002
JISP 8111

- ASTM D4332:2001

SO 2233:2000
ASTM ¥2203-02(E01)
ISO 9073-9:1995
JIS P 8125

DIN 53121:1973
ASTM F392:199%
ASTM F2228:2002
ASTM F1929:1998

ASTM ¥2227:2002

ASTM ¥F2096:2002

e E R DIEHE. IS T 80-8
WA ) T ASTM F1608:2000

DIN 58953-6:1987
BS 6256:1989
ASTM F2101-01

58 876 0019

Fl & iHs U FE it

BWHEFRSERE T A R4 ver. 1.0

strength{MOD)

RABE CIRIEP O & & 5 %Y .

R, R UV — KR ORIE R

RS XS EBRRM : ISO 9197:1998, Paper, board and pulps —
Determination of water-soluble chlorides (MOD)

a— FERECEEERERE

M, RO T - BB R CRRO b ORIk E

R SHSEREEE IS0 187:1990, Paper, board and pulps--Standard
atmosphere for conditioning and testing and procedure for monitoring the
atmosphere and conditioning of samples (MOD)

BBOLDOa T T, AETAESREROME OB EREE
il

T — BB - RO o) ORTLE

SREERT DR SHEORERBTE

B — T ORBR—H9 ¥ FL—7HREOWE (IS L 10963 /8)
BME U — Z b ERBRFE— T —— Zh SRBS R ER o5 E
PHIRE 180 2493:1992, Paper and board — Determination of resistance o
bending (MOD)

TR UM OB — ' — AR & 5 # TSR D JE

W/ Y 7B B A M O SRR B 1

ZILE/S U T R AR 2R TS E R L O I D SRR H 0 7 0 D
COz h L—3 7 AT X A BB 1

ERAZILEREC Y —ARNEREBT 570 Oz lc L 518N
BRER

EBHEOEOERAE N VA O IERBRIET 52D 0Co: b
Lt R BRI & D ABYERER T ik
ERASZILEAEORERRNZRET 20D ONE X HEERR
J5ik

T b oo ) Tk

ZLBEREM B ORAMBEAIEORERR 5 1E (BHER)

WE - BEEE -y FRUEQROBHEE-RE . 214 . ERIC X
BBEEORBREOELS § BRI L5 BEEoRR
ERBRRRE Sy S, N F RO -V A0 (HEE
C: AF V7 e—RFREORETIE

EMFEHEE SRRB=T o A EERTLERBE~ A7 OR4Y
SiRE#E (BFE) Rl 5Bk

IR T R — A R — Y



PERERABR

pH

FEAfwmn

T LB X

Bl
Bl S

EN 868-5:1999

ASTM D4169:2001 .

PHESRRBREN S FIA 2 ver 10

BHETDHZ LR TWHERBEOCLEMRE R AT b—5S
B EROT T AF v 2 HED L — b ROEAT L VEERSTF
BUR—VEREERORB NS MBEC B/ 725y 7 REH
SO Y L ORIE). .
B = 25 F ROV AT b OYERERBR O 5 B4R

ISTA L2 RUBL Y —X EEZLMEHEHHIRRTE

ISO 4180-1:1980
EN 868-8:1999

ISO 6588-1:2005

1SO 6588-2:2005

ASTM F2338:2003

ASTM F2252:2003

- ASTM D3420:2002

ASTM F88:2000
ASTM F1140:2000
ASTM F2054:2000

EN 868-5:1959

. BS 6524:1989 .

IS0 9198:2001
ASTM D1922:2000

. ASTM DP1938:2002

JISF 8116

BHERY — R BRI O RE R — 1 A —ARFRE

BWET B 2 i T B ERHR OB RO R5 b8
40BN 285 IZHEHL L e AR IR I B O B B = T — BRI R
[0 g -

M, BRIV oKz & B opH BRI — 8158 « B
it | |
R, R UV T —KIZ L B OpH HRERFTE — 8280 - A
H ) . ,
BEORROEREREOREREL L AEERBR BRI R o —
b ASTM F2250:2003 $RERFESE EOEIRLA 27 B Ora— b Ol
(LMD DA B | |
HEHBEME E~DA 7 Wi a— MM OESEHET b0 T—
TR S EREREEEE ASTM D1709:2001 73 AF v 7 7 4
N AOTHERE O DO E BB T & — V10 & 5 EERBR T EASTM
F1306:1998 BRE /XU 7 7 ¢ b Ak OB AR 0 TRHEG ok B SR o 438 et
7 R

SGAF v T 4 e AOTHR Y FERAEO T b ORHERE B

U S T AR LB X OB IERER i

B0 e ¥ DR OFERTEL 028 0D W ST DA MR
HHOE L — LV OREEBBROHOHMBEARORBERIEEZERT S
R BT o | |
BET 50 O ZEREBOERMBR G AT AHBED
~35 W EROT I AF v 2 O £ — PRUE LT - VTR

S F BT LERRIE B OSBRI

BB O RTTRSE O PIEH I

1R, AR U UL — oK AT MR BRI SR s — T A I

FHERFy ST 4 AR UHE L FOBIEEIIEROEY TR L
BABAERB |

FIRFy T ANLROE S FOBRETER (R T T P-BIH
%) OH—BIWEHICL HEERRAE

i~ 313 SRBTIE— 31 A v B 75 SRR

PR i EBRRAE ¢ IS0 1974:1990, Paper—Determination of tearing



B HRE

B/ K

HiEmE

[

JIS P 8113

ASTM D882:2002
JISP 8118

ASTM D645:1997
ASTM F2251-03
ASTM D3078:1994
EN 868-8:1999

ASTM F1886:1998

EN 868-8:1999

IS0 811:198]
EDANA 170-1-02
ASTM D779-03
EN 20535:1994
ISO 3689:1983

RIEE R JISP 8135

BHEMSRBAETA FT1 2 ver. 10

resistance (Elmendorf method) (MOD)

FER U~ BIRAS R O RBR T i — 82 81 - EEb5RE

FED G EEEHE IS0 1924-2:1994, Paper and board — Determination of

tensile Properties—Part 2 : Constant rate of elongation method (IDT) |
W75 AT w7 - R OBIRBEOBERR TS

MR DM — B & RO [ DR BRI 1k

EER WIGEERS - ISO 534:2005, Paper and board—Determination of

hickness, density and specific volume (MOD)

R UMEAE OB & OEHERER F &

BB EVEEARL O JE & I RE OARYER RO 1

FEAEIC BT AR ERET 2 D ORI L A BRIk

BHET 22> TV HERBROBEN IRV AT H—H8

6 EN2SS WCHEL L e BRBEROREREE = o7 T -BEREER

UBREBFE

EREECTZDO L —AOESETHET .00 BRREC LK

R TE _

WETD 2 208 T D EREEOBEMERUY AT A~ 88

B0 EN285 ICHERL L AR R OBEREE = 7 - EREER R

ORISR 1 .

AR - AEORE — K ERE JISL 1096 28)

AR T e A= W e —

5, R UM v — RO EREERIEERIC K S EERER ik

R UMRM — Bk EDEIE — = v 7 ERE S ToRERE

HE TR VAR — 1B/t ORI X BRBR T ik

AR U — 1R T 5558 & SRR 1k

EFED G EBRM - ¥SO 3781:1983, Paper and board —Determination of

tensile strength after immersion in water (MOD)



