¥ B #
FR 2249 A 17 B

() EEGEFRERGOHRE B
LA S S TR SR A B R AR
ICHQAB 711 185 4 A HE-5< SEBIMELE (RERBIE) (o1

*ua ZoWnT, Bl ﬁgbw&%b%%ﬁﬁ%@—]é&iﬁﬂﬁ( W) FAg L:@%b.\ff_bi
LT, FOBELEEMNNELET, ‘ '

{229@?%
N\ ﬁ,,,gf

277 oe




; EREER 0917 H 1R
T ¥R 224 98
_ﬁ%ﬁﬁWW&%@%<ﬁ>& B

17 H

A IR R R AR

ICHOAB #4187 4 A3 SRR LE (FERBE) 1o\
S, E*EU%%mﬁ%ﬁmE?‘%(mm

:mvc TICHQ4B HA R 74 o
(PR 2145 H 26 B HH%&%%%% 0526001 5 /& A B R D S TR
BB ) @—%”IE?IJHEI%& LT, BRD Y Y EERBREIOWT, FEXE (J;i
??Kﬁij&mﬁ)#&bik%%hibtwf ?ﬂ;omT@Tﬁmi
. a?%w¥%§ ﬁbf?ﬁﬁ@mﬁﬁbif

”_‘%_
m%ﬁ%&@@&w

El/iK%LF%ﬁ (ABE). kEERF (USP) &Uﬁm)il;ﬁz%f (EP) (LIF ?mﬁﬁ =7
: éfw o) ﬁi’éﬂfwé%%ﬁ%m& LT zisji:ﬁ@%’fza _Wé%L%%{fi: e
MH%% %wfﬁﬁﬂﬁﬁﬂ ﬁ%@?%é &

2 2&323% %0<£%nu@é Hzﬁfimﬁ(

55 @Eil%&b\ o '
(l)Kiﬁ THESE, mﬁﬂ%mT%&éhtﬁE%%&%LﬁféﬁA T, FRER
- HREICER, USPJU:IEP@*Q% VTR O BRER I J:é%;@fp%’:ﬁmvc
RSB ILT RBRFERARTESIE, |
f ﬁx(%ﬁﬁ&momfm mM@Bﬁ4%74/ %o<%£m%@7%
L HRESICBIT A BESEE (Q&A) oW T ) (FR 21 4E 5 A 26 EIHHJ“‘&j;
- s E%ﬁnuﬁﬁﬁﬁﬂnﬁiﬁﬁﬁ%%) FBBINEN,
KZ)E%m%ﬁ% AR R

ZRVNT, USP BUBRYE 12 EP ‘ﬁ%ﬁ}%ﬁémaﬁ L
ABENTVDREBILOWT, ZORBELZEET 52 Lip< TUSP BERIEIC



E5) Xk TEP BGIEICL B B ORI R J’“ﬁ“&'afﬁmc%oﬂi ET
_$I®&®%$&%M¢%9ﬁ@ﬁm (o S < ERIETE O — ¥ AR R B (DA
COF ZEEREE] L9 SUTIREIESS 14 455 10 HOMEIES < KE BIFIE DR

WOSTEICR DR, (OF TEMEERND 2V5) %475 BEE2 <, Mo

D s RiBﬁWE@jxﬁﬁ%@ﬁ%éa%mﬁ@r%%fazé

CCELUERRNI L, ‘ o o
(S)Fimihﬁmﬁﬁ$%% %DT raﬁ%%ﬁk 2] ERRELTER

ERTVBHBICOWT, ALECESERRES [USP B X 5) X3 5P

RBRIEIC LD FORE Z"?ﬁ'f%ﬁiﬁ/\ b‘f)ofi FTORRBORE, FER
“Ufiﬁv%@%57ém%nmmm%@ %ofi BRETBHIC LV EE
L FAZrTELEIRVIL, I

(4)% R EERHCIL, LR ( 1)@@@% o B AT T, i LcRBE
R AR BRI T B b, R L. }Lw(z)&UCS)@%ﬁW |
-“ﬁ@mﬁ_i\% ﬁﬁ&%ﬁﬂ@ i%bﬁm o -

7 Y
7&1%%1 = 15&22@9)@ 178 ; NERTD



Ul )]

| QB EERIMEICE (ANNEX) 8- -
ERHT XA T & ICH HUgZ W THERIET S m;@nwwm%b&

EEeBIE
ERER/

g A - 30 OO A 2
FE2E Q4B Wﬁﬁff% .............................................. 2
21 RERH ff ,,,,,,,,,,,,,,,,,,,, 2
S22 BREHE 2
HIE EITRE.., - w2
Fa®m AT ﬂ%of@%i“fﬁm .............................. 2
4.1 iﬁx%iﬁ%fg ______________ _________ i 2

© KE (FDA) OHA oo et 2
43 RUOBA . e 2"
44 HA. (Fi;@@]é) e 3
E5E Q4B T AV TEB IR oo e 3
51 PDG ST E DG 2F— 5B  ABBAXE) .3
52 SHEEREER %%%ﬁﬂ _____________________________________ S §



ERE mx | N
o ARG 1, SRR -OV YT Q4B HEEEERE TS W R R Lt%@f%-
émxﬁ%&mwm%hﬁ@iéﬁ(mm)ma%gént%@r@qg ‘

EoE MUBIMERR
21, BRI x SR - a .
L ICH EREBESIT. Q4B EMFEEHSOFMICESN T, RNEBFRED 261,
&mMyam%%%mﬁ@4%%@ﬁ%ﬁ¢#@£%ﬁmﬁmapmmmﬂmmmmn"
ISP BV F RO BT Z I8 L TR f%é%@&bf@ﬁﬁé | ‘

A REDERESIL K@m@%%ﬂT%é

zlLrﬁgﬁﬁmgwf,%ﬁ%ﬁm R, U B @@ﬁﬁ@&U&@
mm\ﬁ%%%@RMﬁﬁﬁﬁﬁgrémm;ao |

i%ﬁwwmm&%ﬁfu/bétb@%L@ﬁﬂnW“uﬁm%A %m
,&amﬁmrwm&w@%wo%9ﬁwﬁfbhwq$%ﬁwtwhﬂﬁfé;_
'/50 ’ ' : ' : -

22 HUBE W R
ﬁ%ﬁ/%m%@i @%ﬁﬁfﬁ@éhfw

.%3% AT - - a
i%ﬁ®ﬁ%ﬂ&fﬁﬁéntﬁﬁ(mHz7/7s)T é ﬂﬁrﬁ%?
. 2:72,@?:; ﬁﬁﬁrﬂ*ﬂ;’% i%-i&fﬁfﬁfié%Aﬁ>%6 -

3.$4$ T étoT®%“%ﬁ , o o
41 SRR Kﬁ%@ﬁﬁ%\& EIRFEBEN, %ﬁ@ﬁ&%@m%ﬁ%@,

-%W“ﬂ#ﬁbtKK%@%21ﬁLﬁ%éhfwa%%%T#x%Lwﬁﬂé%w;

LB VDR AEE. (i, #E). &U‘/ﬁl%ﬂ:@ﬁufé‘(; @?f;u%% %%ﬁ%iiﬂg@@
'%ﬁﬁ@&Ek%%éﬁ&wtg . -

42'%Iﬂmmaﬂ hﬁ@@ﬁkﬁO% %LT:KX%_Wéht%%Q%w

T2 BRBBENTVWAERET XA MIMERATES, LBLREL, YO
CEBRFERAVAERCELE LT, SRR ULRRFENMENOR B LOE
%T%é#&?@&%%ib%%A#%é ' :

'43£U@w &méATmI&ME%%®%%%@%?5%%#%5 9% B
EROREFAOE gos Kﬁ%gﬁéﬂé%ﬁuﬁw mm&&xm@w

2



2.6.1. Sterility DS 1 B 5 #g@tbrmf&uc BREEATMEE, EH. T
E$mhkwrmy£@%z1%r%%knfwéﬁm

LRFT R R b %ﬂm¢5
:a%mﬁxn7vkmf%5w ,

44 W&W&ﬁ@éﬁﬁ%?KX£W%QEEL§%éHTM6?%ﬁI#XP

?ﬁﬁl = »_ﬂ'“‘é%’b%gﬁ’“%{ﬁlw TRV, FERANEEER GO LTRIAT ST LBTE Z)c

BT ORIV T, ALER T T BRI E S L VB SRS

%5% Q4BnTﬁ§Mﬂ%‘t B?f'%?}a?

51 PDGﬁ?HK% (PDG szvSB A‘%ﬁﬁé&iﬁ %) E#%%ﬁ?ﬁ%éavol.;s -
No4(2Nﬂ4¥12E§§ﬁ) i L o I

52 gmﬁﬁﬁ ot B BRIEH

VAN &MEH% Supplement 6.3 2000 &1 F%3)

~ Stexility (refcrence 01/2009:20601)

522, Eﬁﬁﬁﬁ %+£&Eﬂﬁﬁﬁﬁ~%&m{ww@nﬁ3lﬁ Fi%@é
o ERE 190 B) |

~%%%$ Mm%%%%&

A '5.2.3, %@%}%f Pharmacopelal Forum Vol 34 No. ‘?%%Zéi’b"fb\é jInterim- |

Qmwﬁmﬁla%ﬁdmw%‘

: ' ~ Revigion Announcement No. 6
“ SH 1A% .
- <71> Sterility Tests”



