EAERRIE1218FE 45
Rt 266£ 128 188

SHERNRHEEETR (B) & &

EAEFBEERARFHERIEE - BIARRER
( & W % & )

WA F— a2 VREOBIEIZOWVNT

[EERESE R OMEAREERLOMNEEER R EEROERICETIER]
CERRIEEAFBHESEINIS, YT QMSES] &W5,) FHBERUE
&I ESCBEIRONRY F—3 g yOEBIZOWTIE, ERRITEIR0BT
i FEA B R FE 03300015 TSR IE R UM K UMt I 3o -0 8 A SEERREIE D — ¥ 2 2
E2EEOBITICES EREL., EFERSOMETHEVCAEER (GMP
/QMS) ITFEBESROETRORERVEEICOWT] OFELEDE L TR
EANYTF— g oHHE] (LT TIRERE] 20 3,.) IWRLTWEEIATY,
A%, QMSEFAL NI BEEZBWTEAL TV S EERARRTAALE
B DOBEIC Y, BEARY) T —v s VERE (UUT 3R] Lv»D,) 5K
OEBVBIETHIEEL, TROLBYIREELEIETAHZLLLELLD
T, RETERESICH LTRABEZHOND LI BRVWLET,

¥, FEMOELEEMLELERE. BIMITEEABESERBSERGH
HEEE, —BREFAEAERRBREXESSSR. AIRNEFKESSSR.
—RHEAEANBAREERERRASE, XKEEFRHESE - I VDIESSR, K
MEPEAPEERMBRERLZRR., RN R AGSRIRRERS - HE
({&shelr) EELZERRUEREMLERBBESEREREBHRSARER
EHTEMTEIELEELTNET,

o)
cu

1 EAHR
FHEEIARBMORKANCERT S Z &



2 PEHEOELERUERBHEIZSWT
ABEOWITICNH, FEBEEPEIETAZ L, 2B, ER2TFEILA248E T
DOENIPERIOPIZ LB Z M TEDR T L,

3 BFEOEAZEORFEWIIZHONT

BEEOEANEIC NI, RO BMERBHI N VR AR FHEn
LRBEXBRY, BERFELETo LT, BEREERSNELOTH
BT,



(Bl
BENYF—a VEHE

1 AR U A
(1) BmM

RN, BEREEES ISR L IWENY F—vay (W
EF ORI 5 WERFEECCFIE, TRETOMOMETER CREETE
DHENEHMELRIET 5 Z LRI L, ThEXELTHILREST,
ERFECHEET 5 RAOBEE L EFORETESLOICTHILED
5, UTRL.) PEDCELINDLZBL, QMSERICESSBEE
FRBOBI 2 MEEER ORHEBOLREZEE Z L 2BHL TS,

(2) EH4EE
ZOEMEL, QMSESFTORAERLESE, BEERBHEOBE vk A0
B, N)F—La VETRBEROERB 2 ERTIHAICERT 5.

2 HELoBEE
TOEHRIIESE, BES et AD0R%, NV TFT—va YVRUVAEERESE
T AHEAIE. BRAFEIZLIZ. UTO ] 1 SHEHEXEZ I RS EORE -
Bz LB L, 2B, ThOHAKROERTEOBMESRIZOWVWT, TDEHES
DBzt LT, LT3 L,
(1) =Fvoradxy1 NEE
+ JIS T 0801-1:2010 (ISO 11135-1:2007)
~NVAFTREOBRBE-—=F LAY A F—F 15 . ERESBEOREY
oADK, NYF—a rEUREEEOEREIR

(2) HESTERERE

- JIS T 0806f122010 (IS0 11137-1:2006)
AR TR ORE — AR —E 15 EREROBE 7o A0,
NN F—va VERUREEBROEREIR

- JIS T 0806-2:2014 (XSO 11137-2:2013% TXISO/TS 13004:2013)
VAR T R OBE — AR —E 28 . BEREORET

(3) BEHE
+ JIS T 0816-1:2010 (ISO 17665-1:20086)
VA T RBORE—BR—E 1 ERESOBE Y 0 2O,



RYF - g VEUHESEOEREE

3 EH . '
(1) ZoE¥ET IFEHEI &iX. HRzAFTURLRMEYSTFEELRVIRE
FTAREDILAVS, NV F—rEhiTatE2 0l & 205,

(2) —ofET [BAS R Lid, DO UDHEDZEEMHIZOVTO
ERFEZERTHOO—EOEBXIIREOZ LBV, B, Z0O—
HEOEB THEREITIE, TR, HO1UHEDTEEGT CORBEAI~DOE
BROMKERBLEBOSTESLR, BE T 2 ERICESLOEERL, HEX
R Y OREEREERY,

(3) ZOEHET ERM{RIE/KHE (SAL: Sterility Assurance Level} | &I,
ﬁ%ﬁﬁxiﬁﬂﬁﬁlﬁﬁﬁE%ﬁﬂ% WEETAMEEDZ &2,
WELTRIND,

(4) ZOEET [EEEORE] i, BN ToRAZRET 5720, B
B a AR, BERORIETTREZRFRIL0P LT OEEEREEKEE 2 ZR T
BIEEND,

(5) ZoE¥T NEFERMEOFESE (1Q: Installation Qualification)] &
'@\ﬁﬁﬁ%®gﬁﬁﬁﬂﬁ@bfﬁﬁéﬂ\ﬂo\ﬁiﬁﬁ%ﬂtlkw
AEPLE R L, B THZEEWD,

(6) ZoHE#T NBEEKRMEOESE (0Q: Operational Qualification)] &
i, B2 enEEE2FOBREFIRICE TRV X, HDOENLDE
HIERENTEETAEMEER/L, XELTDHZLEWVS,

(7) ZoEHET TEEMEERMEOREE (PQ: Performance Qualification) ]

Lid, BEFIRECES TRAMT O, EEENTVEER, H51TH
EHTHERBCETHICES L TEB L. LORRMIRCEESTIRGE
EETHIENTEDLWIFHLEREL., XETHZLEWVI,

(8) ZHHET NERMEOCEHIER] LiZ, EORE ARG EHE
BTEBRLDTHARILEHERTIEDIZ, BENRNY T —Va vryOo—8n%
REZERTHANIFT—argzni,



(9) ZEHET RS FA—=F ] Lid, BRRV/ IIERHNSY T VAT
A0 NI EET AET RERMEMBOZ LAV ),

(10) ZDHELET TREA LiZ. HoPCHOEDLEHFT T, BEMEEIERL
T BT+ RREERZ b oWEAOHE L IMLEEE B, =F

LodEdA R, kiR, BEE) IE0HEEEDOIEEZ VI,

(11) —oH#ET IFYuvr A%H ik, BES o RA0EGT, FOEER
WEYORBARICERZEAD LD 2% BIE, BE., BE, E7,
BE, BESZ) oZt® ),

(12) ZOEHET [ FoaANTA—F] Lk, HoPLHEDETERE
HOBEDZ &2V, '

(13) = OEMT THE] LSS LHERORTE, YIEgEsL
CHEEMEORTIEL ., EEC X o TERSNBEL OMOBEEHET
H—ECEEDZ BN,

(14) ZOEHT [HHFHIE L, REEE X IENER~ORREY O
FIERRETER OB 3105, |

(15) “OHEHET (RS AN o7V V—x] Lid, BRIV OEERER
BRICELLT, oA RNFA—2RH000DED ONEHFEHERNICE
2Nl b BT ARBFICESWTHEROEREZEETIZEE NI,

(18) ZORET (XS FaPhrlrPFr—F] i, HEBEOCBEHET 7
FRER LT, —EDEREEZ RTEFTIRRBEDE2ELRRVAT LR
VEEmtEHhzE 5,

4 GHEEBEERT AT A
(1) &4k
BE 7t A0RE, NV F— g VEUREEEBRTNCRE L ORE
VI —ZXDFEZED, XEELTHZ L,



(2) FHESEEORS ,

7 L OREQERICNERLEEEOEDOBRERVERELH LN LDHE
W, YHETEARHIBEBICEV YT, ThiEXBLT3TL,

A4 IZOEBIZLABEAVTFT g MCRAIEBRE, hoERBRICL o TR
T 5800, SHRBOBELRUMEREH LM LDED, XT3 Z
X,

(3) WEANYF—a VITRABEEDLE
BEANYF—va VILRABEESBEN) T — L3 VOFIRFEICESE
ITHOEBOBIE LT, ROBEBIZBITF L5 b0REFETONE, EL,
THIZREEND L DTN, B, ZhoDEBEZHE—OBREENTS
ZEERDDHEDTIIAR,
7 OBEARAYVTF—3 g rOFEEICESEAELL Y LT AT ONTO
BEAYT—a yOEBREE T IFEE v )5.) OFER
A4 HEBZEWEETHIROBENY T—v a3 v
(7) BIERIEAR GREE) 225 LERV TERRSL, EFEESEORE.
HMER NESMOMESICET A%E] (BEmMIsEERE145F, YT
k] L 3H,) Ee0RFE 2EICRET HHAERESRFHEL LY &
THLERRTIRTNIERORVESHRECE 2o TEET 2 Z0E
EOIWCXBHWEN)F—a
() BUERRGEAR GREE) MBBRERVEELRE 2EHICAET 2RHAE
PSR ORERBE SES L IZ T RThER b RAVWEAEREIC Y
ST, ROBENR)F—av
QO ZOEEIICLDIEEN)TF—av
@ oYL S EREOCHHER
7 BEA)T—Ya VOBROHERCEESEEZRIEL TS Z L ORER
T REANYF—a v OREOERE RS
F BEORE ot ADEEOER

(4) BMER ,

7T BEIeRRCEETAIREOFIEZED. EEERTLHIE,

A HEOHAERMN—VEY T OFIEZED, FEERTLHZ L,

v ZOEECERORDO, RRAOHBEFDE2TOBBORIEIZ SN
TEEZ2ED, BHRERTIZ &,



(8) WE., HMRVUE-TEERMOEFTE |
C RERLHESNBAOTHE, EE, RERBROTHEBOFIRZIC
BT,

5 REH R
(1) BAEA
m%fmfzfﬁﬁﬁéﬁ%ﬁ%%EL\x%mTécao

(2) WMEDBRBEHROE DM
BHEENC SV TE S B S TO 3 MEBRO KM LA TRIER % £ R
TEHEE., MEMBRBOROBIMELHILL, LELTDIT L,

(3) MR~DORR
BEHOMEHC RIETEECOVWTIMEL., XE T L,

(4) BIE~DEE |
BEROBECRETRELIHM L., LEREEL TELTE L,

6 TotARUEEDRME
(1) 7R EHEEP/EL. Tho2FREVERTAIFEEZEDD I &,

(2)m%futzwﬁ%?éﬁﬁoﬁﬁ%x%mTé:&o

7 HROER
(1) BETHHELEED, XBLTHZ &,

(2) A—OEE7 oA TRETHRFOHMEELED, XFLTLHZ
o El, EREROERRIZONWT, TORGBHICEDIRNELEFTD
i,

(3) BEZOBBOLZEERTHREIZONT, BABERFRIIEEGL TS
ZLEWMRL, XETDHI L,

(4) BET o A0FHERBELRbARNE I, KBS LTREL LS
ETBEBEDNLFNA—T URERINTWAZ 2 RETIEEEEDE
MLZ2TTR LRV, ZRBIZEASA A83—F 1 & EEERIEKED R



BONAAL FNAN—FDEBKEEZEDDONEE LV,

8 TutEADESE
(1) WEOEHEETAELEDXELTEIL,

(2) T RAREREERIIHER oA T A= ZOWT, FOFF
FOEFEZEDXELTDIE,

9 NYF—var
(1) BEANYVF—va VB ENFIERB M- TEBTEZ2Z &, BE
RN F—=2 g VOFEECEDLALIFEDHF L LT, RIZ\BIFLL 52
ONRFETENDB, L, ZRIBESNZ DO TR,
T OBEANNT Ve YRR EEFOBREEOEBHERUHERICET S
HIF
£ BEAYF— s OERESHICETAEE
v FEEZEOCER. ERERURBEICETSHA
T RENYTFT—Va UEEEROBRE. FMEROEEICETAEE (FEfk
FELET,)
A WEAN) T a AT A XEORECET5HAE
B O COEEIIEDAREORAS v AOERICETAEE (L., #
AEEE (EXFIEEE2ST, UTRL,) CHEBICRESNTBY, »o
BENYTFT—V s VOFIEBECRAEEEOHEICESEERT % 8iH
ENTVWAEEERL,)
¥ FOMMBEREIR

(2) BEARNYVT—Ya ik, TORBETIMBBI L, HEEEEZSD
SHEERERL, ICESEERETIZ L, HEEZEDIEEBOH L LT,
WIZETFALORBETF NS, L. TARBESIND O TV,

7 RBRERA
A4 YBEBENVT—arDEH
v HFEShAER
T RREEDFE (REREROFMHIELZEE,)
A IRREED E RS
O BEAN)T—VarETOoE (HYE) oR4A
¥ RENAYTFT—va rORERUERICETIHE
7 HEEOEREROWEREA B T UICHET LB/t B WTRIEIT L



#H., WETOER B . AARVHEH
o WEERENY T — 3 3 BT B iRy &k
o FOMSNEREE

(3) WEANYF—v s VCAVSRERFIIREZTTS 2 &,

(4) EEHEORRE (10)

7 EBRUMBRENTELLEBVIEZNTONEI E2RERL, X&
sz d,

4 EERUMEBRECETE (KE. REHEE, BATE%) 2k
WL, RETBZL, |

(5) EEEHREOHEE (0Q)
EENZORESTEDLETOEALZERTEA L L&, ARNORVILER
TOERIXIRBAREAWVTHERL, XEkTBHZ L,

(6) BHBHERRBHEEOTER (PQ)

7 BEEREEREOMERIZIQRVONET L, FOBEEELES/HERL
TERICERTS &,

A4 PQzL-oT. BEDBHICAVWIEELZB ., JOEEITEDLT R
FRTEST, HARHLMLLHEDBRE 2t R EERTE AN |
HBETEENFTHIE,

7 PQTUHEREZTIESII. BAHEARTI L0 (BRLEEIRERLD)
TEELTELIXLRY, TOHEIE. TORWEXETH I L,

(7) WEAYF— 3 vy OBER KR |

T BEAANY TV a rOBRIEIELL. I8 QRUPQERENIZONT
BEEERFORFIZOWTHREL, ABTHZ L,

4 BEAVTF—va VORBRRVINCHTIERCESE, BEOHHE
Tt AOFBREVCBERICLERERZEDDZ L,

10 AEERRUER
BE 7o A0 B RERRVEHEDOERICUY o Tk, ZDE#ESKENIT
EDT-7 - ADZERAERICIEVERT A2 &,



11 BEEMLLOBRBY UV —X
(1) MROBE ot A TCOERARBRICOWTOEGFOREDFIREED D
Nl ‘ ‘

(2) BHE 7 0 tRTRELZESOEFHEDRIEIC SOV T OHEEERTE
CDFEREDDLIE, IR, TeEAORERVREENY F—Yaro
BERVRBOEIIBWISLEL LEEREEZZDL L,

(3) BEOEE A TLE L =]EOEEHEORIEIC DWW TOHELE
W, BEANYF—2a ryEUREOCRE 2t AOEBEOCEEIC LV RIZS
HMansFELLDdZ L,

T NZAP)wZVY—X

A RAFRPINA P r—FOEERBERERVBE NNV T —v a0
BRICESEEDERATA-FOEEFERICL2HE

12 Fat AFEOHER
(1) BB EARCIAI L > THEZITOERITONT, BEAYF—
Vavitk o THRIhERER#ETA L, '

(2) £FEEHE

UTOLSRERERZITIBRE. TOEEETML. VEREE, WEED
BHRREESDLLEREBEZ LA L,
BHEEEDEE
BE 7R (FE2EL,) OERE
MEOEE GREN FEMBIBRES)
HHHEOLERE |
NRAFNR—F VLR 52 DV REOHAER

NH AN

(3) BEE
FEOBRRVERICHAVS MM O ER S RUREOHERIZSVT,
FIEZED, ERTD &,

(4) EBORTES
7 OBRTEBRIHEL, EETLIIE, ZORGRIRETIZL,
A RETFEFEOHE, FERCRET, SO LDEDHBTEEEICX
S TREL., 20BREXELTIL,



(5) EHEOBFHES

7 BEREOBEEOHERCEFORES S ERERE XEILTSIE,
A WEECHEROFELH O UDHED, BRIEOHEROTLGELRE
TAZL,

7 EBEOCEREROBEIT. O ULHEDHIEERICESEREL.
ART AL, EREOBEROTBHEKIIRET TSI L.



