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BEERBRBAENAFSAY (Ve 10

AARERKEBEXESS QMS £EES
0 FF3X
FAERBFEFXESS QMS ZEA T, BEERBEROAEICOWT, ERMEH
EEE D JIST 0841 (IS0 11607) ¥ ) —XDBRIZHI=>TOHA FIA4 L ERE B L
T, QMS ZRRBEY —F VIV —FTREEZBMBLZ, ZOFA KA VEEICHTE
Y, JIST0841-1:2009 (ISO 11607-1:2006) % T JIS T 0841-2:2009 (ISO 11607-2:2006) %
FEMICRET L7Z/ER, ThooBRiE, BEERBROAE S XTF ACETI2EREES
MELEBETEDHI2bOD, TOMNBEL, AEMBM®EELQEMEBO2—FTh 3
BEERBRBENEXEOWMETHY, BEERBBUEEEN L OEREHICHISTHIT
LWL PERNRETHD 2L, ERBEMBOMIES, ERBBMEEENBEMC
BRROBREBEEZMZT I LIIRETHI 2 L BHBALE,

DD, V=% TN —7R3Ya0E#%EEL, JIS (ISO) OEREE» £ L
L, BEERBSUEEE N BEEREROBEI I VW TMETRIEL VWL ERTHA R
FTAVERETHI L LT,

CDHFBEDT, KFTA RFTAVEREETBICHILY, T—F 0 7 I A —7 Tk, I1SO 11607
VY= ADOEEIEED -7 ISO/TC198 WGT EB 2 ARV —F L S /N —F A =L LT
X, SDILZOHTA FTAUVERBIIY > TEREOAE L2EAIE, ISO/TC198 WGT (H
BR) ar e —(EE)CEMAZMVAE LY, ERERIEEEICL > CEEMICERT
NEFRETABICLOOHA FIAL VEERE L, ULOBRENDS, ZOHAL KT 4 1%
JIS T 0841(1SO 11607)> ) — XD ERBHLTEZRERICHEBL-H O T2V, IS0
BRERICHIfFSh, BEAERBBRAUSERE CRT I REERBECAEY X T A0
H, BYROCZOMFILEALZEHIER L O THE LEZTIV,

ZDHARTANT, BHEERBBNEERICL>TOESHTHY, BEINDZLDT
2V D, ZOFAFFTA VBT ELEEENRLEENE, £, BEANV T RFLE
%Mﬂ&@&%%M%NU7vX?A®#%%m,:@ﬁ4F?4V?ﬁ%%ﬁﬁb6n

H.LJ.I:IJ_I_.,..—

ZOHA T A 0%, EITBR72 X 512 JIST 0841(1SO 11607)> U — X% Tk x & L,
INLDORBOBEREHON, BRAERMBBREEENZOMGKOAEIZHONT, EMN
RELVWEERZTFLELDTHD, RE. ZOFA R4 IR EENRENTWR
iX, LFCJIS (ISO) BRD TV A2 REICHT ARG R EEIZER T AN TX3 L&
ATWVWDH, EREJIS (IS0) B ERFEELZR2RXIA—-LEbDOTIRRVWED, 2hb
~OEEEZEBNICES T2 LI TERVWILICEERZILINERD S,
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1 HEREA

IOHARTAVIE, BRBETHRBE SN ERBBOBEELZERRFAE THRIFTE
HEOCEBRLEME, REMEEN) T VAT A, BEANY T VAT ARUREND R
EELAEVRAT A OVWTORHZRET S,

B O ZOHA FTA L JIST 0841 (ISO11607) vV —X&HRE O/ I5IH L
TWBHR, TNLORBOEREELZHEBLEZLOTII RV, £->T, ZOH
A4 FSAVICHRLTYH, Zhb0RKEAMEICOWVWTIE, BRAEI WA IZH
Wi NEHBRTHD,

2 5 AR
TOHARTAVEERTIICHEY, ROBK (BY) 2RET I3 RkDLND,
JIS Q 13485:2005(ISO 13485:2003)% U/ X1¥ QMS &4

R ZOHA FTA X JIST 0841 (ISO 11607) vV —XDAHEBA2BRR T/ X
FAIALTWDER, TAODORBOERFELMEE L bOTIRRL, £
NOEKBOEREIE (~~LA2ATFHIEWITRW) T2 Tik, & CHREE (~
~FThiTIv) ELTRRLTWS,

3 ARRUER
TOHAKRTA L TRHWAERABROVESIL, JIST0841-1 XU JIS T 0841-2 {2 L D,
TOHAKRKTA L OERICHIE-T, UTORABICOWTOBBRIBRETHDLDT, T
IZ JIST 0841-1 2252 D —EEERFTL T 5,

3.3 7 u—Y % (closure)
WEANY T VAT LERAHT DIV D FE
B WxiE, EBEAYVTURATATIE, BERAaI VT TOHTR Ty ML D0,
NI RBEBEEL D DOBRRLOFVEHRICL > THAHAT LI LN TE
Do
34 77— ¥ DELME (closure integrity)
77—y NHENLDEDEELET CHEHDORARBHLET DI LEZRAET D
ra—YxORE 3.82H) .
3.5 EFAHIRR (expiry date)
ZFORECIRARZER LATNELRLARVAMORSRT, PR EBFERTAT
zLEbHO,
3.6 5~ULKT (labelling)
EREEERELSEFOREY AT ACKHM IR NITERBSRICRNT SRS F
Zx, B, ErXAXERAOL D,
T TNAERTIE, EREBOHINEOENNREHEEICER EEET LA, H
FICET 2 XFEIXRAT D,
3.8 #4AM /XY 7 (microbial barrier)
HOENUDEDTEEET THREDORAZ LT HEHNY T VAT LD,
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3.9 WM (packaging material)

B AT MO TV —VIZERT D58
3.10 B3 A5 A (packaging system)

BEANVTVRTLALRENTEL OMAEYE (ISO/TS 11139:2006 BR)

3.11 BRIERTERE SV 7 27 A (preformed sterile barrier system)

RTARVER I B —Vr XAV — VDI bIT Il AL T TRESR S,
322 CERTIEREANY TV RT A,

Bl RUF, Ny FRUHBERER =7 F (ISO/TS 11139:2006 /) ,
3.13 REBAMEE (protective packaging)

MNP OHERERET, BEANY T VAT ARBCEOARWICIET 2HBELZHLE
T e WITERE Lo A BB (ISO/TS 11139:2006 B R)

3.18 ¥y— )V (seal)

BEEERTZ —DICBEALERER.

ERE P2, #EERTIE, BEEFHXRIABERICLI - T—orREEGTIENRT

x5, '
3.19 =NV D5ELH (seal integrity)

VB, HBOoPLOEDTEFHT TCHAEMOB AL ILTEZ L 2HEICT S
—/V D% (3.8 BR) .

320 — /LD X (seal strength)

VOB X,

3.22 EENY T ¥ AF A (sterile barrier system)

WMAEMDRALZBIEL, o, FHBEATORGEOERFHRMEY WRRIZT 3 BRIERO
A% (ISO/TS 11139:2006 BR) .

3.23 WAL AL (sterile fluid-path packaging)

AL OEMEERLZERBBO SO BEMEZHEICT I L ICRLE
RER— FIANA—RV/ XITBEVRT A,

ER BERERROQEOMICE, BIRENBEOREDZDOFa—TORNEBRD 5,
3.24 BB A (sterilization compatibility)

BEMBARY/ NXBEI AT ARBRE e X CiE, £, QL A5 ARNT
DUERBEFMHICETHZENTEHLIICTS, BEMBRY,/ i@k x5
LD g,

3.26 B PE (terminal sterilization)
B2, EEN) T VAT ARNTRBEENS Fatk 2,

4 —BEREIR
41 GHVRAT L
(JIST 0841-1 ® 4.2 I xt)
ZDHAARTA V> TEBT D2FEIL, MEFIAV I RATFAO—BELTE
B2 e X,
ER EREBREEEIT, QMSES (JIS Q 13485) OEFRRKD LN TEY, “h
ICHEW T HIE LW,



REEFSBBIETA KT A2 ver 10
4.2 RBAEE
(JIS T 0841-1 @ 4.4 IZXH%)
TOHA RFA VTR CTERT AR, BALERBRFEORNLEOZ YKL E
b3 25 & Ly,
pe 3
REAFIEOZU ORI OF & LT, JIST0841-1 TIHUTHRTEHEI LTV D,
— AL AT ACE L ERBOBRERL
—AEHEEEOHY
—RBRFEORVIELEDORE
—RBRFEOHFRMEDRE
—=AHRBRICE T RBRIFEORBRA O

4.3 XEE

(JIS T 0841-1 @ 4.5 {Tx )

TOHARTFA VI TERT IERKIZ, AHORETR T ALY F VAT IR,
XET DL LV,

5 MEN)VTFORATLOBERE

(JIS T 0841-1 @ 5.1 IZXHI5)

WEANY T URT ATHEATZAEME (REATERE Y7 VAT AE2ET, LLTREKR)
X, UTREHBTIFELZWE-T L L0,

XR O AEIZ, ABEMEREICHTE-oT, EEERVHMT I XVWERZEHELLLLO
THY, RECEHELENOS OBEEIL, AEMBORRENLES LR
TxABEHRTHD, HoT, EFBRUEEET HBELLINLORRER
FEAIE, FREREICRETIZLL, 2084, BORAREYERT ILERR
VY,

5.1 #EEN
(JIS T 0841-1 @ 5.1.4 IZXHIS)
WOEESEZEL, BEAV T VAT ACTERTIMBZRET S & LW,
a) {REEHEPA
b) £ &aFE
c) Vi EEfu A
d) VERZKELT, rRFEORKRELEE
e) BN BXROENARICHTSE
f) HFEE
g) NAFNA—F
h) #HEIHFFE

5.2 BEHRR
(JIS T 0841-1 @ 5.1.6 {2 %I Ii~)
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ROBEZQEMBRENOAFTRIIBELREL, FMEL, MEBREORNL T2 L
Xy,
a) MEMN) TEME (5.588)
b) ARBEEMRUENEOEE (ERBERLEMT IHEHIES)
¢) WEK R UMLK
d) BEECY—A T ot icBET 384
e) BRENEBAE oA T 5EEH (5.6 3R)
) BEAECREEZOREZ SV ToOHEREHR-

53 AEMHICHTIERER
(JIS T 0841-1 @ 5.1.7 {3 i)
BENYVT VAT AOAEMBHIZONWT, ROBHEIESTIONEE LU,
a) MBHE, EDHEARET, MERVRZE2MZELDLP, £/, HEREMT ZE
REBCEBEVWRELYELX 2 VHREATHEREMY, 2o, ERTH B,
ERE FARLZEK[IBEDZCH»D7D, RRUEICE, E¥LEh=RBRFEL
BrLRw, )
b) MEHT, WEZRLS X o22R) (), BF, Mh, LbXXIIREHZE#ER 2,
¢ MENT, HE (Bff) BP0 ED-EICHAEXITEET 3,
d) HHOBEE, HNTRUERVEIILDOHFRELALEBRT S,
e) MEHE, FIRMS, ESniEbo%, 3lHME, BKE, MERERLYD, bonL
DEDIEXITRIEROMBMEMLICEAET 5,
) B OLFERREME (Fl pHiE, BEDEUCRBESAFES) 23, ERESE, BE o
TARVAEVATLECBEEEY 52 55A, RELZBEBCEST 5,
g) MEHL, FEVENRBRICELZ2RIETIIVOBTEAEITIKH LAV,
h) REAMEE Y 7T AF AITHOWTI, v—ICE+ 32EME,

ER CHOOFHITOWT, MESY 7L RT AOQEHEEEE L o CHEE
BEEZOLTRELTHS L LU,

54 XK (2—FAD) ZBWL-QEHH
(JIS T 0841-1 @ 5.1.8 IZ% i)
VNG ETODICERA (2— M) RBALEMBOBE, RKOBEEEBEE
35 E X,
a) BRMOERIL, V- NVIEREREFTZECHIEY, BRODPICRE L X IXmEN 0 4
<, EfeLTW53,
b) BFEIX, O ULDEDLEIZ—HLTWVE,
o) OB EL—ATBELERE, HOPLOEDEEGETCRIBOL —VMELE
T 5,
ER ZhbH0FHIZOWT, EEARAVT VAT AOAEMBMEEE L ORI CHEE L
EEERDOLTHELTEL & LW,
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5.5 MEM/NY) TRHE
(JIS T 0841-1 D 5.2 [ZxtI)
5.5.1 —#g

WMEANY T AT ATV DAEMABY, MAEHAN) THEELOLERD D,

R MBIV TOMEDANY TEEICONTIE, MEERE LB ZLBTEN
X, FnERAviiE vy,

5.5.2 EBRIEM K

EFEHMBHC O VT, EBEMTHD I L EMIAETHZ L THEDN Y THEDRH

5L LTIV,

2R AEBKMORBRSEL LT, JIST 0841-1 OHMEBC (ZOHA FF A1 ORR
HBLLTH#H R,

553 ZILEHE

ZILEMENL, BERMAED AR TREELRESZ LEZTRT L LV,

ER 1 EREAVTIURTAOAQEMEBE LTHVWLONSZILEMEOH L LT, Tk
i, ENDH D,

AN 2 BEEREBOEEAY T UATLAOREMEE LT, ENETOERAN) T
B R o RE ML) — R EHEMIT IS0 JIS TREEShTWaRWVL,
EEHICHLEFEELRY, FR3IBRE,

SR 3 ERAY TEHMEOEMEE LT, BRAEERBMIE(S (BRI BBEARER
BB )uP—HE MTV ¥ ) © 54 AR-FTNVERRRBEN
B EEHEKE ICHEESA TV NEREERBR) RARTIIES AL TEI,
TOFER, BESGETCOEREAN) 7HEEZFMLTNDI I, KFik
CEARREREL Lo CEREANY 7HEREMETHI LN TEDS, (ZOHAF
SALOMBREASR)., £, FRAKTIZ ASTM F 1608 X° ASTM F 2638 23414t D
MEANY TEHEEORIEREE LTEALEREALTWD,

56 Rt RENDEEH

(JIS T 0841-1 ® 5.3 IZ X I)

MR A T VAT AO@DEMBNL, FRTIBET e EARVTIA I NVANTA=FTO
BERIZELTWAZ & 2T 5 & LV,

RER1 BE It RA~0@EEME, FOERBBCERTIRE 0t 2A2ERET 5.
EO RONBBRE O BEIE, BEMOBEEA) T VAT AOAEMBEZERT S
VERHS, £, BRABEOEAIE, SHC7e A TREINIIRE L AK
ST 2 BHENRKD 55, MEREEOBEEIE, BIEMEHTH D LETR
WA, MESE (BICRENSL), RR, BAFCERZRILELRD D,

AR BEHEORE S0t A~OBRBEEHFETLIRAIL, TORBEEBT L L LV,

X3 ZORSEITOE, SEMBICHR SN AZRFIFE~OZELFMIIAND L
Ly,

BER4 oo, BEAVF—varo—BELT AT Z&ENTED,
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57 IRLVETEREDESH
(JIS T 0841-1 @ 5.4 1T 3%His)
FRVRRIZOWVWT, ROFEZZE TS L L,
a) ERARRETEIET, £/, FRCHUFETEXIRETHS,
b) RELELBEE T o A TRELZES, M, BEANVT7 VAT ARVCERBBICES
L, 2, BE/e R ZEBEEL S 220,
o ERBBIBD LY 2A 2 THRIXIRRET, AEMBRO/ ITEELRT AL
ERLTEOFEREEZRRDR, £/, SAARHLEL 23T PERE{LLAEV,

58 TOfthEEER

(JIS T 0841-1 @ 5.1.9 I %)

EEANY T VAT ARV EEAY 727 M3, KOEEAZET 5 L L,
a) BIXiE, BB, AV XBrIINA v Phr— 2R YOMBRUEBRERIZ, b

MUDEDEBA T 2 X{, “rEAh X Fakv 2, Kb, BERIUIEBIC

KXo TERBBICEREY S X720,

b) =Nt 255G, BERV-NAVIEBRRY—ABRE BIERY,/ ITHE) 2b o,
¢ BIEHM LB AT, BEMAH R OEHIBEMICEET I AREDH ZHEORB

BTN 372 <, #EREL, Do, H—Th5,

ER ik, BREE, REREFE (H) BLBBEARVE D RMEEEE S
MEZ2REL X, £, V-ARBTECHREBOERNRBENZHITS5 b
DThHoTHERLRVDT, BROV—NVHBEZRETAILERDLBZESRD
5, TNHIKTHRMLEOERBEZH S L L\,

d) V= NVRO/XiF7u—T %%, MAEMARY TR L,

5.9 Mk, BRERVRE

(JIS T 0841-1 D 5.5 [T %))

WEN) TV RT LAOPREMENL, TOEAMOMRE - Bk, EREENERFCRIT
HERARICBNT, ZOBMEREZBLR2Y 22020 E 5, BV, BREROEBEST
H5EO5IRFIEZED D & X,

R hEHRETIFIEL, REDZLERRL, B (FERED, R\ (EA
), REROEE (V) —R%) OZRLThOBREVOFEEIZ, chbEEY
BERLTEDD L LW,

6 AFEVATLOEY - AR
(JIS T 0841-1 @ 6 7 %3 i)
6.1 —§&
(JIS T 0841-1 @ 6.2.1 1%} hin)
REMNAKEZFLAEV AT LAORF - HAEOFIERKE~ER AV NV AT LD
F-BFAEOFIROFIZHET S & L, £, BECET3HRENT, BHAREEMILT
EHTH20TIEARL, BEFRHO—MMELTEET S L LW,

ER1 BEVATLAOR -BAREROMSI LEZFIEEL2RITILEIIRL, ERESR

7
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LERORE - BROFFEZEOHRICHRETHIX IV, iz, BERBESHORMEK
HoPICBEICETIERFELEDD L, H—NRERABTE S,
AEES AT AORE - BRE, BMEEREE, REF - BAREEE, Rit~0A
vy b, BEALOTY NSy b, REFLVEa2—, REVRGE, REFORH

RS, RALEORTICEDLDL ZLIZERT DL LV,

62 AESATLOBH~ADA Tk
(JIS T 0841-1 @ 6.1.1~6.1.6 {Z %)
WOBEEZ, AV AT LORH~DA Ty bETDHEIN,
) @27 A%, ERLEERASECRENT, HRABERVBECETS2EEZE/D
FRIZT 5,
2) @ETRT AT, MEORELZIEMLL, 0, BEANY T VAT AOREEEHER

T3,

3) MEANY T VAT AT, BEZAEEIZL, »0, BREWETeERITEET 5,
4) BEANY) 7T ORT AL, FERABAXIIERRRE T, EEELH#ERT D,

EE 1

xR 2

EEMEOMEBFORERL, NRBOBERRIIBEENY T VAT LAOZEED
MRFOWTRIZE>TH LW,

RO 7 I — MRS, FRABZOMB T IV —ILRBTH I LN
SEENEE, TORRT I —CHEHTIAEC AT LAOERANTRET
HB,

63 BEIRATFLOBH - MEOEEFER
(JIS T 0841-1 @ 6.2.2~6.2.5 (T xH i)
MY RATFTAORE - BRICBVWTIE, RKOFEEEBET DL IV,
a) MEEREH
b) MHOEEK UK
¢) STy VXITIREDFE
d) MBHERFDOMOREOMLEN
e) BEDY AZ (FIXIE, N, BR, BBROEE, $EIKRE) CL3RH~DOF

-

f) BEVATLAYD ORGE
g) AT NFREREIR

h) RELOHIREIR

i) B o IR

i) FaE, RBEVWRTREORE
k) BEEAMERVEZEYD

1) 2B,

i, MEZOBEXLAZWVWEE O

m) EE AT VAT LARBROBRY H LEOEENRIEFORS S

AR BERARBOERS, KOFHLZBMOIZBET D & LW,

a) #H

b) L
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¢) WRER O
d) 7rEr7VHE BlE, BEViT (B) DOHEE)

6.4 AL AT LEERE

(JIS T 0841-1 ® 6.3 (%))

WEVAT AT, REREED/ XTRFORYMEERO—EE LT, FHRILZBHE
W, RE, BREEZY I V- PXERERCRBISTRERBCOVT, ZoRROMER W
MEANY)THERBL2OATWVWRWZ L 2ERTB L LW,

FE1 FTHhLIBREY, RE, @WEOFE LT, flxiX, RbLEEBEEE~OHER
R¥bHD, WhORMA VT y MVCHELZRELXZZEE TS L LW, (EE
TAREEROFIE LT, RE), T, BEHE, BE, BE, BXFE EHE
B%)

FERE2 UIalb—FLEWEROMERRIT, HERRER 2 TERTIHSLEIR
R, MEOCKEZERL-BEEREIZSWVWT, Eli+s & kv, 6z,
BEANYV T VAT LAOBRIZE 2B ORE,

FER 3 REORMERBR TR, MEZAE LLRSHRR, B TRRICETS JIS A
HLEDT, ThZFRATHZENTES, fle LT, JISZ0202 ALY —
HTRERAIE, JISZ0232 2B —RHIRRIEND S,

65 BESRATLOEN - MEORER
VPRV AT LORF - BEORLREIL, BEYXVAV M VAT LAOREICHK> THHT
B &L,

7 REMER
(JIS T 0841-1 @ 6.4 IZXF )
7.1 — 48

ZEMRBRICLY, BEANY T VAT ARFHEOHMICbE > TR EFHEFTHZ L
ZMRET D,
ERE ZORRIE, BEAVTUVRTLAOEEMERIETIET TR, MAOMEE
ERREOCHMMRIET 2 L2 AL LTEBTIEI LV,

7.2 REMEEER L MEL LR
REMERBRIL, EFRSLSLRARZER LR TNERL2WE, GEMNAT -2 2B 37
DI, MELIEARBRE2ERL, EREHT 2285 T, MELHSLELRBRER2FAL,
WEHZERYRZED TH IV, BEMRERASIRIL, EEMRBERICL - CHRET
60
AR 1 MEBESIERBROFEREL LT, RKOT LU ARIC LD HFERES AV S
3 (ASTM F 1980).
Ka=2 (Ta-Tsy /10
I T,
Ka : M EAW
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Ta : MUGEFBRIE B
Ts : BHEHARERE
B BEEE SCICR L, ERRE 45CTERLZES, Ka=4 &RV,
4EDOMEE 22D,
FIR 2 MESCRBREERT 2B, MEHEMEROBRRT 2 RBRYR ORI
EXERTHE I,

s EELAYTFTaARTOLRADNRYF—a Yy
(JIS T 0841-2 ® 5 T XHI5)
8.1 — %
8.1.1 BE AV 7L AT ARE SR E, XEBEMLAEFIEZE>TAVT— T 5008
Ly,

BB SutARARYF— a0t E LT, WEE C ® GHTF/SG3N99 7' u & AN
VF—var A F VAR BR, 2B, AXEOHERE BITIX, Y—EOAN
VF—va VORIBRBA STV,

812 FlOEE ANV 7T AF ARET oA F, =20 77 IV —LLTHI I EHT
Xz, TOBE, AI—773)— LTRYEIHEAEED, VA Mr—X2HEL,
BILEEDILERT D E L,

FHR 1 RA—773)—0flE LT, RUMBEZRVEZRRD A XOREATERE

VTP VAT AN H D,
FTR2 V—RAr—20fL LT, —BY—NVEOHRNLD, —BFREVIAXO
Lo, ERN—BEV,/EVLD, BRI —FEERZLOERHIT LN D,
FR 3 U—RMr—RKLED, EEMENHELEZES T0T77 IV -2 TOERE
RYFURFAHUE AW ~OBEAVBMEEINT WD LTI LB
Tx B, HERS, BEI7FIV BT EMEINTES, ThEXE
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