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SEFEEPARI LOOHA T4 VERE L, UEOBEND, ZOHA K74k
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BRERCHF SN, REERBBREEE IS 5 REERBROQEY X T LOH
. HAIB UL ORBILARFHIMBLIELOTHD EEXTIL, |
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L, EREJIS (ISO) ARDH TV 3 aARICBT I AL FHRERT LI LB TEL LS
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1 ¥ FREE
COHA KTA LV, BRI & T B SRR O MM & (N E TR TR
HZro5kBHELEME, KEMEFERVTFTVAT LA, EEAY T VAT ARUMRENDE
PEODRAESRTAICONTOERMEZRILET S,

ER ZOHA FZA T JIST 0841 (IS0 11607) ¥V —X2ERRE T/ AL
TWEHE, CALOBEROERFELBEELLZLO TR, #-T, Z0OH
ARG ICERLTE, ZhbOREEAM-SVTIE, EREAMBE I
Wi+ & HHTHS,

2 SITRHE
LOHARTAVERETHCHTY, ROFME (FH) #EZMT 52 emﬁwené
JIS Q 13485:2005(ISO 13485: 2003));20/:2#1 QMS &4

R ZOHA RTA X IIST 0841 (IS0 11607) ) —XO2BEE*BREVR/ X .
HBALTWSR, ZThACORBOERFHEZEM L bOTHRL, £Z
LB OERBEIE (~~LARTRIEVT RN KoV TiE, £ THIBHIE (~
~TRIEL V) L LTRRELTNA, ‘

3 HBERUEE

TOHARFA TRV ERLABREUESEL, JIST0841-1 X RIJIST0841-2 12 K 5,
L IDHARFADBERARSHIE->T, UTORBEOWTORBIEETHLIOT, T
IZ JIST 0841-1 2B Z O — 2 REET 5.

33 Ze—T% (closure)
BEASVTVATAZHAET IOV FE,
BR FzE, EEAVTVATATH], BERaVT7TOHFR Sy Mok dh,
Rz EREEEIZDOBRELOFMVEAC LI > THETHI LA TE
D
34 Yu—Ty @52 (closure integrity) _
rTr—YyibH Eaﬁ*L&Jﬁ:’&bh%#—FfﬁE%@@]\’&'%iﬁ‘é &%‘ﬁ%ﬂ'ﬁ*‘é
ru—Ty OfE (3.83H) .
3.5 FERAYR (BXpiry‘date)
FTOBRBETREAFEHALAZTAWEROBWVWEMNORRT, PREBVFERVTAT
ZLEbHo,
3.6 5~L%R (labelling)
EREEST LBETORE VAT ARG SN D EIERBERICHRT SN F
g, H, EFRAXEEADOL D,
W FALVETE, EREBOBRNRCERFORERECER L HET 52, 1
WICBET 2 XEEBRAT .
3.8 WAEH Y T (microbial barrier)
HoPLHEDEFHT THREDOEAZBILETSEE AV T A7 LD,
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3.9 @I (packaging material)

Y AT AOMYXES— MR T B
3.10 A% R F A (packaging system)

MEAYT AT RE REMBEL OBEAEHE (ISO/TS 11139:2006 BH) .

3.11 R BIEE NV 7 ¥ 27 A (preformed sterile barrier system)

FCAREEY o — % R — A 07 b MM T TRES RS,

322 WEETHEENY T VRT A, '
Bl RuF, Ny FRURBEEREERa T F (ISOITS 11139:2006 7";‘5@)
3.13 RHAEE (protective packaging) ‘ .

TP LEMBRET, KHAY T VAT ARTEZDOABYIC CHT B REEWL
T BB ICRE LM BHER (1SO/TS. 11139:2006 B8) ,

3.18 ¥—)v (seal)
ERERLEZ— ’Db"ﬁ*"‘\bﬁ_ﬁ*%o
HERE {ﬂx_if wEmMELTIL, %%ﬁ]lﬁ:?‘l?ﬁﬁﬂulo’c DIERETHZ &zﬁ=T
= 5,
319 =N D5ELMH (seal mtegrlty)

=B, bHh L@ﬁ:’bt%#?f%ﬁé’a%@ﬁl%%kﬁ‘é LERECTEY
—A DR (3.8 ZR) .

3.20 — /O X (seal strength)

SV OBRIRE, |
3.22 @YY T LR F A (sterile barrier system) : .

MAEBOBRBAZBILEL, o, EFRAKATORSOEFREZ TEIZCTIRERD
% (ISO/TS 11139:2006 HI8) | ‘

3.23 ERMERKBIEE (sterile fluid- path packaging)
_ Witk oEMEER L7 EfF#EEEO— "‘Bﬁ@ﬂ%ﬁ%ﬁﬁ?@i’ﬁ'éljk REF L7z,

R — P HA—RT/ XA R T A,

%E%%ﬁ%ﬁ%@ﬁ@ﬂhm,%%&%&@ﬂé@tb@%néf®W%ﬁ%éo
3.24 BEE A (sterilization compatibility) _

AEHPBRY,/ ALY AT ARBRET B A CMA, £, QY RT ART
DULERBERMICET S Z k BTEBHX51T5, REMBRCT/ XiT0EL AT
20, ' o
3.26 B FEB (terminal sterilization).

MR, BEANVT VAT AATCHBEShE 70k R,

4 —RERER
41 RECRTF LA
(JIS T 0841-1 D 4.2 iTHE)
..:®ﬁ4F34vlﬁoT¥m?5$ﬁﬁ,mEV?/f/F/z7A® BLLTE
i R A , ‘
ZEE EREBEEEE I, QMSHE4 (JIS Q13485) DHEFRRDHNRLTEY, Th
GCERTRIE LY, : : :
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4.2 BBAE
(JIS T 0841-1 @ 4.4 iIZRH) _
IOHARGFA o TERTIRRIE, BHALERBRFEORDMEOZ S L LE
a5 & v,
b= 3.5}
REFLEOZUEOREREOFEL LT, JIST0841-1 CRUTHREH IR THS,
— B AT ACHE LR RORBERIL
—AFHEEEORYT
~RBFHEORIVELHEORE
— SRR B EOFIEORE
—E2ERRICETIRBRFEORERA DML

4.3 XEit _

(JIS T 0841-1 @ 4.5 IZXHI5)

IOHA RFA TP TEBETHELERE, BHOBERIVA LY FRAT LHITHEN,
LERT D& IV,

5 WENAYTORTFLOAERS
(JIS T 0841-1 @ 5.1 }ZHF)
WEAY TV AT ATEATHEEMR (RBHEE ) 7YRT 228D, UTREK)
i, UTRERTAEEEHET LIV, , o
BB AER, QEMEEEChE-T, EEEUVEMTALIVEEEERLEDD
ThY, AECERBELEEHOL < 0EHE, AEMBO®RBENLBL LR
TEXLEBTHD, oT, EFEERNELEE, #EELPLILLOFERES
FESE, TREPECBETIIZLS, 2084, BLRBREERT I LHERAR
by,

5.1 FEEIR

(JIS T 0841-1 @ 5.1.4 {ZXFX)

WOEEXERL, BEEAYVFTATFLATHERTAHBERET S & L,
a) JRBEELEH

b) £ EEH

c) ¥ B 4E

d) HEIZISUCT, FRBEOERE(FEE

e) EH B XAERTCEINRIIET 5T

f) TH¥%E

g) A =T

h) & & HFFE

52 HE®HR
(JIS T 0841-1 O 5.1.6 {2 %)
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ROBIEZOEMEHERE D B)\ilfiﬁ %ﬁﬂﬁ:"b FML, HEABEORIE TS L

Iy,

a) WAEWAY THIE (5588) | |
b)EWﬁAﬁ&Uﬁ&%%ﬁﬁ(Eﬁ%%&%%?éﬁﬂ 18%)
¢) HBRIN B OME 27 1 s

S d) BRERCY—ATrERIcBET AT

0 ERSAEREInEXCHT5EAMN (5.65H)

) BEMRUCBREEORECOVTORERENE

53 BEHHICHTIERER
(JIS T 0841-1 @ 5.1.7 IR )
WEAY 7 AT AOLEMPHEOVT, ROFHIEATLOBZEE L,
a) MBHE, EDEAEET, MERCLLEEZRRDT, T, HESERTIE
FRBICECEEE 52 RVEE TS, o, BRTH B,
HE FRLEKREZCHP LD, BRI, Pﬁméﬂtﬁﬁﬁ&%%
BmLr LA,
) BRI, MEEEME S E5AK (), B, B, LbXRBMNAEERRL.
o) M, FE (BR) #HLALDEDLMCHELITEHT 2.,
d) HEOBEE, RTRUERVENLLOFELAAEEBRET S,
) MBI, BBRS, BE0OEbo%, RS, BRE, BRERSZLD, HOHL
 DEDEEXEREROWBHOKECERT S, | .
0 MEOLFEREE (B pHIE, BLHECRBRESARS) 25, EREESE, BB e
EARVAEY AF MELERBL 52580, BELEBERICEST 5.
Qﬂﬂ&,ﬁ%%ﬁﬁ@ﬁhm%&f#&k@ETﬁﬁImﬁmbﬁmo
h) &ﬁéﬁﬁ%:&iﬁ‘v FERFAIZDOTHE, —AlcBT A HE,

e \_ﬂ’b6®$1§ TOWT, EHAY T/ZTAGJE%H*—H##%%& O W TR R
EEER :bL'CﬁﬁLT:kK &k,

54 EEHE (a— MR Z2ZEHFLE-ARESH
(JIS T 0841-1 @ 5.1.8 [Z % RR)
SRR ET B EBICEEA (23— ) BRALEHNOBE , WOBIHERERE
33 L, ' -
a) BROERIT, -‘/-—/W:Ki@ﬁ%ﬁ%ébéﬁk“, %%@*L:ﬂé@bﬂ!ﬁﬁ&%ﬁﬁ”ﬁ
<, MEELTWS,
b) BAEIE, HOHHLHEDEMEI— ﬁ{b'clﬂé _
o) oMt r—ndaLEilix, b Bﬁnbw)ﬁ&bt%ﬁ:‘l\‘rﬁfdxﬂﬂo) V—VBRE R R
RAET 5, .
ER AL 0FTEBIEOVT, ﬂf%/\)7/%7A®ﬂ%¥1‘a‘*+ﬁi#%&®ﬁfﬁ%ﬁﬁ%
ﬂ%%&bbrﬁﬁbrk< E X,
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5.5 WEWN) TEE

(JIS T 0841-1 @ 5.2 {3 M)

5.5.1 — &

CEEANYTURT AV SEREMENL, MEBASAITHEELOMLERDL D,

ER MBI oV TORESH Y TEECOWTR, HEtHEE LB LR TER
i, FhrAuvhiEivn,

552 EFAMEHH

FEFIMEMEHTI DV TIR, FBEMETHI L RLTFTHZ L CHMAER Y 7THEES S

5 E LTI,

AR EEEHEORBRLFEELLT, NST 0841-1 0HMEC (Z0HA FTA4 - OHK
¥BELTER 28,

5.5.3 A H#E

SILEMEIL, BEBOLMEH Y TEEEF DI LETRTE I,

R 1 EEAYTIVATAOGEMEE LTHYWORZZLEMBORA L LT, T
i, BMERDD,

3R 22 REERBROEB ANV T VAT LAOQEMEE LT, YRETOEBE YT
ﬁ&%ﬁom%%&wv—wm&ﬁﬁﬁmvamSFiﬁEénrw&wb
EEMICLEE LY., ERIBH,

ER 3 OEREAS) TRHEORMEL LT, EE$E%&HI¥A(E%I/ﬁE$E%
BET7/0V—HB2 MTVx ) © I F 4 AR—FIANERNEGEN
B EERE CHRESN TV EFHERR] BEARTREACAVLRTE R,
IOFER, BEEFFETTCOEEA)THEEEZFMLTVWSIZ 8L, AFE
WEZRBREEEZ L TEE NNV THMEENIFTHEBTED, (ZDOHAF
34V®HEIA@ﬂ@°itg&%?dAMMFm%%AﬂMF%ﬁﬁﬂﬂw
ﬁ%ﬂuT%ﬁwwiﬁ%kpfm<ﬁﬁéﬂrmén

56 BREJOREOHEH

(JIS T 0841-1 @ 5.3 {Z3F )

WEHAY T 2 RTF ADAEMEHT, ﬁﬁf%ﬁ%fﬂ?%&ﬁ%%&»n7% 2TO
FRICELTWAZ EZMNET D E I, :

AR BETotA~OEAMNR, TOERBECEMNT ARE T nt 2 EET 5,
EO RUBBIAE OB AL, BEMEOERAY T VAT AOBEMNBEERT
HERBD, £, BRBEOBSIE, S A TREINIEE & KK
ST SHERRD NS, RABBREOBAE, BEREMETHEBRERR
Wi, MESIE (FCERNEL), BE, SESCEBRLOILERD A,

HER2 EEEAOBRETS YA ~ORBAZFETIHANE, TOESREETL L L,

BRR3 ZORBETOE, QEMHEICAMENEETETE~OBELHMICARS L
rv,

FR4 THALORSE, BEAYF -2 0—BLLT, ABIIT5 e RTX D,
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57 IRLEREBHREOES K '
(JIS T 0841-1 @ 5.4 [T/ I5)
FRARRIEONT, ROFEEZET D L Lv,
) HARATTRET, ik, BHICHRTEIRETHS,
b)ﬁﬁbtﬁ%futzfﬂﬁbt% , B, EEAYTURFARUVERBBIIES
L Ho, iﬁ%?"ntxk%?z%ﬁ%’—?zf;w :
c) EFERBIIBRL LS A THRIXZERE T, @%HH&U/RE‘iﬂﬁ /RTA &

ERLTZOFEALERBEDREY, 7, FAREREI LI ELENBELEY,

58 TOMEEER

(JIS T 0841-1 @ 5.1.9 IZxHA) : :
WE Y TLRT ARVRBITER A 7L 25501, ROFEEAZET S & XU,
a) BliE, BE, AV IRBIIIAA LT —F R EOMBRUBRERE, 55
NUHEDLBE 2 RE, 7oA hXE o R, KK, HRIEBIC
ko TERBBICERSEE X220, '

b) ¥—ATHEE ﬁﬂ&/mw%&0v~wﬁﬁ(ﬁ%&@/xmﬁ%)%%0
dm%ﬂﬁb%ﬁ%ﬁﬂ EHBRE R CEREOREICEET S TREO LM B OB
BEX RN A<, ML, 2o, B-Th, i
ER L—ix, BEE, %ﬁ&m%m(ﬂ)mbmﬁ%&w;omﬁﬂﬁ&%%o
HEEREL IV, ¥k, Y—ARBTE THHROREOREV2H1F5 b
D THoTRRLRNWDT, BROV—NVRESRETILERHIZHEERH

5. ThbIHTHRHEOBEELS & L,
d) v ARG/ Xixrn—Tx ik, MAEBSY THE DL,

59 T, RERUHZE

~ (JIS T 0841-1 @ 5,5 FZXfIR) _

BAEAAVT VAT LOTEMRL, COEAMORE - MER, ERESFEEFIZET
 BEABFIERVT, %®EM%%%@&5:&@twiﬁﬁ,m&w,ﬁ%&Uﬁ%%f
HBLIOCPFREEDD & IV, ’

ER CRARRET I, MAEDILEEAC, BE SR, KR (A
&), BERCEE (VU — %) @%n%hwﬁlf&b\@ii@k, INLEEE
EZRLTEDBE LW,

6 WESATLOBRM - M

(JIS T 0841-1 O 6 (I E)

6.1 —f% .

(JIS T 6841-1 @ 6.2.1 iIZX}5) | _
,‘ﬁém@ﬁ&aﬁaﬁ/zTAoﬁ% MEOFFMIRE<XVAL Y27 ADR
-BBOFIEORIRET DL LV, £, DECHETIRIE, HAERFLMIL T
KT 50 T2, HERHO— %kbf%ﬁ#éa;m

CER1 AEYRTAORH - BAZS DS L i FUETE % 3 TEBERRLS, ERBS

7
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2EORH  -FHEOFEEOPIHETHEL Y, T, ERERORES
FoMCAECETAERFTEEZEDS L, R—HRERRTE S,

BE AT LAORE - FERIE, BEERFH, R - FRHTEH, Rit~0A
Y7y b, BEPLOTU NSy b, B VEa—, RERIE REORH
MR, RALEO2TIKEb2 I EItEET S L XV,

54
‘f_lll_lll
[\~

6.2 AEVIATFLOBHADL Ty k
(JIS T 0841-1 @ 6.1.1~6.1.6 2 J5)
WOBIEY, BEVIATFLORF~DA Ty FeTHE X0,
) A 2T sk, BERLEBHERICBNT, ERESRTEBECHT 3 REL R/
WizT B, * | -
2) WETRAT AL, BEANRELREL, o, EEANVT AT LADOEEMEEMEE
T35, ' .
3) RSN T URT AR, BEERAREICL, »0, BRIWEToEAREST 3.
4) BEAYV T URT AL, ERAMAXIZERSIRE T, EEEEET S,
R 1 EFEHOHMBOBRRER, BRoERERRIIERRN) T VAT LAOEEED
7 MFOWTRICESTH LW,
BN 2 BET7IV-BEISH, FREARTOBET 7 IV —RBTHZ LAY
MENTBE, FORR 7y IV —LHERATABEC AT LADERNBITET
HbH. ‘ ~

63 ARVRATLOBMH -MEOEEER

(JIS T 0841-1 @ 6.2.2~6.2.5 = %FJi>)

ME AT LAORE - BRIV, ROFEEREET DL LN,
a) BFERSEE

b) WD ERERUHEK

¢) v v PNIXEROFE

d) HIEE RO O RS O S FEE . |
e) BEDY 2 (FI2iF, HEH, WK, BNOEE $EAKE) CI2RE~0%
f) BEATLYED ORBK

g) BETANVRFERER

h) REL-ORIRHE

i) 85 oM R

j) iR, BRVWERCRE ORE

k) BEBESHERUVRED

) RBEE, h, BEEOER L2V @5 |
m) WEH AV T AT ARBBEUORY HLBEOBBEOBRIEORES &

38 EERAREOBES, KOoBEPBMMICEETS L L,
a) % '
b) kT
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c)%&%i@ﬁ%
d) TECTISHE BAE BEVE () DoBEE)

a4ﬂ§bz?AﬁﬁHﬁ.
(JIS T 0841-1 O 6.3 IZ#H))
@ﬁszﬁm RERERET/ IR O éﬁ%%@—%atr FHRIh ZHE
, RE, BEZVI2 V- P YREBRCRBSEERERIESOVWT, FoRGOBERV
mﬁi/\)?’ﬁfmﬁf;bhflﬂfm\ EERERTDHIE LN, -
ZB1 FREINIREY, BRE, BEOAE LT, HE, BLEEE~ORER
‘ BRBEH5, MEOREA 7y FITHE L?‘tﬁﬂ%ﬁ'ﬁ%%lﬁ@“é& I, (BE
TREBRDOH L LT, RE, BT, PREE, BB, R, MEFBR, £EHE
L BE) '
CERE2 YIa2l—- bLEBREROHENRI, MERBREAZSTERTLER
: RS, BROPELEE LALHEBCoWT, T 5L LV, A,
: BEANYVTVRTLOHRIC L Z2HBOFE,
ER 3 EEOERFRR TR, BRE2AE LARDRR, HTRARBRICHT2 ISR
HBOT, TNEHMATHERTES, Hl2 LT, JISZ0202 RIEEY—
%Tﬁﬁﬁ&,nmmﬁz@%%%—Eﬁﬁﬁﬁ&ﬁkéo

6.5 EEVRTL@&'H MO REE ‘
@%xer@&% %%wﬂﬁm,mﬁv#/f/b/ZTAwﬁﬁkﬁor£@¢

7 REHEEER ,
(JIS T 0841-1 @ 6.4 \Z3F i)

fﬁﬁﬁﬁﬂiﬂ,%%ND792?Aﬁﬁiwﬁﬁabt01%éﬁ%ﬁ%?é:&

RMET B, - '

bzl uwﬁﬁ@i 4&%/\)7/7(7'A®m%‘]’5t%{%df£'§'5tﬁ"ff£( %énna)‘fﬁﬁ
FFHEOHMMRET 52 L ¥ B E LTERTLIE I,

72 REMEEHB L MEL LER o | |
ZREREIL, ENMSLRBREELLATLERDAVE, BRNAF—5 2857k
T, MELERBEERL, ERHFT—-72852 T3, NESERABRERZFAL,
ﬁﬁﬁ‘]@ﬁﬁ?%ﬁﬁE%“ﬂ:’&b’C%lb\ e M6 B9 72 (8 B I BRIk, %ﬁf‘a’i?ﬁﬁ%%ilio‘t%ﬁi?
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1 Small 1.0 150 300 Average 2.1, 60 1.2
2 Large 1.0 150 300 Average 2.3, 6c 1.8
3 Small 1.5 150 300 Average 2.2, 6c 1.6
4 Large 1.5 150 300 Average 2.5, 65 1.3
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7 Small 1.0 160 300 Average 3.0, 6c 0.4
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