TR 2 3430308

SWERREEEES (B & B

Jff!: ’lf‘_ fj’{@]fﬁ\ {5{: ’;Pfié ﬁﬂll }”J it %ﬁb‘]:[] =1 Jﬁﬁ% )J(_‘f?ﬁ: i;dﬂ%m

FEE v R MR I K ML & o8 A BRI TE - AT A VEHE O RTTIT fE 5
xﬁlrﬁh P g R ORGSR OV (G M P/QMS) IR E SR U
..... 1 /J\ @#?JLL&OL&J{% "f)b\'(J UD'I?BL& = :/le\'C

TEFERE R R OV BRI E S oM ST E S EE O LY T A
) CPHOSEREFEE TH1695) BasR R UEBRICES S HME LR Y
T s COMHEIT OV T EIRITAES A B0 11 BRI RE R 0330001 % (3
R UM I B OV I & o AL S IR 1 o w&&n&&&ﬁwkm VIRE S S
55%?*%2%*?0>k3£i?¢Eiﬁat}anﬁiﬁf (GMP /QMS) TR DHH S KO RO

TE K U B L OMTJ(ubf%ﬂ@mj>%9Q)@%wwﬁﬂfmﬂﬂjf
mwa/%®ﬁr$Lfﬁ@ Mlb&:%mﬁ%ﬂ%%hnvfw‘qywﬁ
B F N DT RO 04ES I T H fhi ﬁﬁm%}ﬂwwﬁ LOWBE U —
g AT S }J/( FZA 00T IR LT A b2 ATT, 4*‘%3-"‘ [EFBR A 12
{bﬁ%ﬁ% (I SO) IZBWTRITENTME YT —2a il 5 1S O
RSN, FRACKIT D AL %H%(JISH%)mﬂmﬁn#:km%
EIRRA 72 B M O A A -0, T WMo TiE ) F— g L8 2 F
ROELBYHMIEL, TEEAHOBE Y F— v a v DMT A 54 RS54 005
WL EARMOEHICECELET AL ST Lo T, SR TEEER I LT
BRI AR s A LD BV L E,

s Ak”W”&‘*%3fﬁmwnwwn%@MLiﬁwa VR oAE3 1 31
ECORITUMOBIZ LA - Y M TEx A b b Lo
i

JEATE O FIAE O G TIRE U 72 a L) AR L0 5H,



F4 REAYF -9 M

1 AR O & D
1.1 B®
ZOMAET . TN T v (BT ORI (R D R R O I UYL
TR O O BEE BR OB I O B D R M R RIS T b AREEL, -
NELBLT A LIk ~C. Sk Fuic @ﬁ?éﬁm SEE B A TELT T (R
X3 F *1}*7 k) ABUNIERT A N /IR E‘&%%&'H&'%E?/QMS%VS
O ER A2 D 2 L2 HET 5,

1. 2 &
TR BEE - (EA R QMSESORBEICR SR | EREEORE Y v
AR, N T2 g VRN EEMOEEREL BT A0 08T A,

2 Bk L oBF
ORI SE . BB T o A0, Y F—v L RUH

riJ f’ }\}_LJ
#%%um PR T TR LUF O § T S BRE Uk nam;uh@m%-g
LD 95, *ém# ﬁdﬁd)ﬁék%UQOJ&%&k¥wysuv( T O RHE D LI

IR LD T, BE LT A

(1)l%uyﬁ#%4%M%
JIS T O801—-1:2010(1SO 11135—-1:2007),
AP AT TR OBE — T LA R R ERE R OB o
RO, S F—a o RO R A ER R

(2) B
JIS T OB806—-1:2010 (FSO 11137-1:2006),
mwxﬁfﬂmwMﬁ—MMﬂw%§; ERE R ORI T 8 A OB,
AN T = a2 M OV R R o) B R T IR
JIS T OB06—-2:2010 (1SO 11137~2:2006).
AV AT RS O Rk — OB — 2 B AR R O i

(3) AR
JIS T 0O816-1:2010 (1SO 17665—1:2008).
IV AT RGO WRE - BB O BEIEEROBE T o 20 MR, A
VF— g ROV R PO Bk R

2

3 R

(1) ZooRAET TRl bk, B AR ae A e Loy 4



HIZHVS, RN F— &R A0l i,

(2)»@K@(?ﬁﬁ7mﬁ1j&i HoPUDHEDTEEMIZOWTOE
KEHEERT 2700 - HOFHXIBED - L2105, Ak, 20 -l
O TR IZI . (AR P, HohLOEDLRITTO

WA~ 0 G R OB HAE O TETie)  WH 7 0t A2 20
it %%Xi@%&k@@ﬁiﬁimwo
(3) ZOHHET MMEMEREKRRE (SAL:Sterility Assura

nce Leve l)] iZ, BWE®BIC, EFHARER 1 Moty rdlhm -
WAFET2MEFE O L0, lH 1 0-n TRERD

(4) ZoXREET THREMOERI 213, HMET5 Jﬁb% WET A0 WA
T AR, BARR /o EERTREZR B 1 0~ 6 LLUTF o0 M M A T K HE R
A AN S TR I ‘

(6) ZoIEHET TIEMFEBMEOME (1IQ: Installation Qua
i fication)] 2, BEEAsFoBE bR EG L TiiExi,
RSN %,x{J}%itk:gbméHﬂ%ﬂwﬁLftfoki _____ EEVS,

(6) ZoMdc NEREKEOMRE (OQ: Operational Qual
ification)) i, ﬂ*.‘;df}” BRI RE A OEE FRRIZHE - T
Ao &x o UoEDTTIRENCHEST DM AT L, U kT 72
Ay,

(73 Z T TR EmEIE MR (PQ:  Performance Qu
al i filcation): i, BEFRCKE, TRAT B, #Biss
*txb‘éébﬁﬁi &ﬂaﬁ\bﬁwﬁﬁﬂ?ﬂmﬁﬁfﬁuﬁﬁﬁu@C WAL TEE L.

KL&H* HEGEAET L IENTEL LW GELA RS L. L

= i s A
(8) m%@“fL%WDM%% it ESTHEE T o RS X R R
TEALDTHAL EARERTAEZDIL. AN T~ a4 & ik

MTQZ;EPOO
(9) ZoMRHET T34 ‘/‘3“/*‘~“‘5§ opokgd, AR O E D T AT A
D R X ENIIC e T AR TR A BED Z L A

(10) ZoRKET IHEMN 2, o UhEDTEHT ¢, #EIE Ak
T AT ST e EREEN 2 L oWmE S L < rberi iR L oA
HOI LA S (FlaE, mr s b MR mAAE),

(1 1) ZoiiET Tnd Vuffwtﬁ( i ME e AofiT,. Fo{eEn
?‘:-‘Ei[’ti%% OBPRAEEHE S 2D L g o E A0S _{ﬂ! Zod, W
WL R BE L MES),

{1 2) U%htff Tl o8 A2 L B h U ED T a2



BoOMoZ kv,

(13) ZORET THIE] »I3EHRY L<&i{ﬁlj CR ORI TEBERA L
BT ORI L B L 5 TR SRS 5 oMo B £ T
é .......... _iﬁ@{ﬁ;%@yk?pb\,

(14) ZORET TEEBIE] L3, WSS O BH AR~ O W EY 0O %

AP S A E R RO Z 2205,
(15) ZORET [T A M) w7 V=27 Lk, 8700 8 E R
o E S ot 7rHZX/\?,><H*}Wfﬂ&b?b\D&‘)ﬁf&’ﬁ:ﬂté’f‘ﬁ%ﬁfﬁ‘m -2
AN EEGEHT AR SHTE G O BEVEL RET S

f)o

& A

4 ShEEBIEE O R T L
(1) B
BE T e AWK, YT =3 QR CEED S Ol Y
mx@?mﬁmm LEATSHZ
(2) BHEHEAEOWHL
1 ) TOEOREI LB EEEEOR SO EER R H LT
LTS
2y T HuE) ﬁif)fgﬁifb G DT DR A OIS E T B xR
7%ﬁﬁxfﬂunWﬂ&wuﬁ&@w& s T

%”“U’“”/Lﬁé """ ”?Wmmﬂ)z_“aymﬁmﬁMKJ
EMHOEBOWE LT, ROESICEITAL 2 boBngT o, 2L
THAZIBEESNA L O TR, . T BOER A 0BT 1;,7:“” 5
TEERDLLO TR,

1) E A F—a o RIEE

IECSEREL LD T2 %ﬁh:<w\fa
AP 7f~—£/w1,/03}gbbn§,x (LT THmE oo ) ofFER
20 BTEEEICEVCER T DR OBE AT T —a o

7L BOENCEARR GRIL) %ﬂﬁwﬁskﬁﬁi@ﬁﬁﬁa()ﬁq,. 1o mataé
it EE R AR 4 LG DETLHEEIIRT TR E R LRV E
GHEMAEL Mo k%mﬁﬁﬁﬁﬂU? ~~~~ I

A RGN R ARG GRAE) Bufig KONk ’338 O 48 1 IS E 5 2 )
[ B8 B st TR &f?ffifa"'f‘j}_’&wi ST AL R S E A R R A

S
(7Y D MHE QT RO ER T A BRE Y T

7
(1) 2O HHE T 24T GEVF BT S o 1 e



3) WA T a COFROHUERCEREMEZHILL WD Z L OER
4) WEAYF— 2 a L OREOEN R URE
5) HEORBE 7ot 20O ER
(4) BEFESR
1) W7 v 2o Ml A o FEY B . GIERT S D b,
2) WHEOBINELO N —H VT OFNEAED, %w%%?%*}
3) ToXEOEMNO-DO, BRBHOHBLEL T TOBRORITEZ
WTFEEAED, FHEMS 52 &,
(5) WE., WO E - FTEGEGLOEH
FlAELHESHEHEOFR, EE, BEEBEROTHHEBEORIESY
e o N

5  JE A O
(1) BEA
@ﬁ/mtxr&ﬁ ﬁmﬁ PRETE L. UET AL X

ﬁwm’oa1m<m% STV AMAEMEP O FUELN TRIEA & 4
HT 5800, BESREG RO Fi L, Ui+ 2L
{3)£H#AﬂMK@

(4)@%&@%@
B OB RO TR A ST L B i A OB

6 U A K INEEE O i

(1) o2 B8 EL, 2hbhi Rl B ke s b
(2)@%ﬁhﬁwwﬁMWToﬁ@@fﬂ%ouﬁb#b;&G

7ORMOER

(1) WET5-HE2ED A RS I

(2) Fl—PWH 7ot ’C‘)@j—,_{i;y P i‘i’:nﬁu’; B LI A B B
F 4fv%mcn@dh*JW\t\acm§L%ﬁf:ﬁﬁméﬁaﬁéagﬁ{tf—

£33
& o ol

(3) @mw@'wmwmﬂﬁ&wﬁﬁuouw\1H£Lkwﬁ ----- LﬁLxuv*
kg L. kA A

{4) oﬁw T A O A l-"‘/)\#%fs 732 v B SBHIC D TEE L LD b

TORE O AT o REBE IR T WA D AT S A 0 E

E@E/iﬁ”filiiiﬁ%)iﬁb\c DR BTN A Ao b B K O A



B URA F T o OFE K ESE A G DA DMNREE Ly,

8 ToltADEHE
(1) RN OERVERIEAEEZED LELT L &,
(2)7ﬁﬁﬂ@%%&6mmlﬁﬁﬁ7wﬁxﬁﬁf*&wa\\%mﬂﬁ

9 ANUF—igr
(1) WHEAY T — o g vEfbsh- FEE LS TEBETAZ L, BEA

P

DF—aryOFFEECZEDONLAFHOMWE LT, ®IZEBTFAL Lo
BETEND, FEL, ZRIZEBESNSG LOTHW,,

TS Y T 8 R RO BT s R S OB B

A I

4-&WA Um0 FE R 0 B A g

L bR O ER . A R UUEKGRYZIE A S 45

-+ ﬁ%m%w.‘#fwv A LM R O A STl R OVEGRIZ I S B (G
gL Ede,)

AWRE D T s VT A CEORF T 5 R

w.*@%%:mméummﬁm/ntwa BT o8 (270

(WFEFNEE L Gie, LIFFH L) CW#ICHEE ST
VN ARST A /\Uf“mx*f/UJﬂM£1CﬂﬁM$@%mef T R
2R Esh WA+,

g O B e

flj Ll *ﬁh f:

(2) WEAY F =g ok, Fokrd f>ﬁ”ﬁhﬁfﬂﬁ L CHPE BB A S et
EEAL, ThiZE-S&FE ETAH DL, AP ECEDSTHOE L LT, &

4:%#*’%®ﬁw§ﬁbibaﬁtﬁ:-\gfLiﬂ&,il DT,
7 if%\}gﬁgx 4

F7.f§??*$L fnf

L MAFO D Wik R o A E )

7. AR BRI 1

T PEEANY T a rEITOH (HNE) R4

FoOME Y T o ORE R ORGEIZ T S FIl
o BRI EOHERE RO B O ET LSSl B0 TR ET

T, MaT O H W ONE N UVELHR
A MR N U T g I ARl S



o F O R
(3) W AU F—a o TRV MEESHRTELT - &,
(4) HAHEEEORR (1Q) |
1) ERBUMBRES PTELE LBV BT b L AR L. L&

a2 &,
2) EBEREROHERMEICMET 5 08 (i, DR E, B Ea%) 26
L, eSSk,
(D)@%L%V@%ﬁ( Q)

)

1) X UD}'&‘/%BT%&)ﬁ:?’tﬁ‘hx?&i@fﬁ’@%é*3*75: AR 7z ik
EToMi LdEBaamaH O TR L, Bkt as s b,
(6) BEEEEEOmRE (PQ)

1) BEMERESEORRIZI QRUOQMRET L, ORI A2 BIEE )
WL ®ICERT AL,

2) PQIZE->T, HEOREIZHOWAEBAF W, ZoORES TEDH
BEAL ST, (IS HLAUDTEDIRE Y 1t Ay EHR T
BB DH I ESIGET AL b,

3) PQUMEM AT H MG, AL RETS LD (b %w&ﬂ# {870 1
D) THER L TELL A, FOYEEE. FOoRRAE BT A Y,

(7) BE ST — 2 a » OBE K OUERER

1) BE Y 7 — ¥/U)fl/n/¥\ GEEL, 1Q, OQEUPQFRFNIC

HL

DWTEEERFONEIZDWTHEL ., EKE4AD L,
2) WEAY T a rOFER R EST A BRI S . HE OIS
Foat AOEH RO LESRE AT ST S,

1 D Fh rm ﬁ] A{ {_}\Aj‘ HP
(I)MWJUwa RS OEMOERIZY T, o] B9

Tz u A@EMILEZEVGERT A 2 2.

11 WE 7ot 2ahs Gyl ) —

(1) ®WEOMEE 7 0 A TOEMBRIZ OV ToREOHAEDFIEEZED L -
L

o

FikEwd LI, ik, Toat &U)m;;e,)x@{ﬁéc 5 — g L
HEMERROBIIBTREE L Ene 5o 5

{(3) B OPRE 7 o A TEE U 7= B 0 BERE M O R GE ’f)b\a.UJ#Huuij{)fl
PR AU a RO H OB 7 AOEBLO RIS L iz

(20 BIE 7 2t oA THLBE L 7oL oo 8 o m*<mwamiMLAWLd¢7w



EnBHECED Ik,

1) 54K w2 Y U—2

2) SAFTTHNA 2Py — 5 ORI R R OWE Y T a0
HHIr RS X5 A— A OEHEEER AT

12 7o A0S
(1) WE 7oA RO E > THEEZT > ®WAc >0 T, WY 75—
aymiof%m NiREE MR+ L2 &,
(2) AEEH
urmivkﬁﬁ%ﬂo%ﬁ\%@%%%J%L Wit BRTED
HikEEr SV BELREY DL,
1) P i% DYE
2) WE A (FEE &) OFE
3) WEROET (BE. REME SO EAEE)
4) HEEEEoOLER
5)N4ﬁﬂw?ym%%%%i%N%%®%é%%

iﬁW%m&@% HZ DD R o 6 S % UG o fE iRz 20T
TMEA E, B4 5H &,
(4) oW ¥
V) RS adtm L, Bl o2 L. ITORBIRETD
2) BT EROE, FIHAECREL., 600007 [EiE ""‘zzﬁ wis L
S THAE L, Z2ORE2 CELT D
(5) Wk YED PR
1) @R Ml ORI b O ORLE 2 F R RS e 5 2 &
2) EHMEO MR OFIE H L LED | B RHERE ORR L RE
AL,
3) EEMYEOBBERAORERIT., S UHTE B L S EA L
EERTH T b mEYEOBEREOTRIERET 5 2 2

’5-:;



