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Table 6 PDGQG Process

Table8 Q4B& i

Stage 1 Identification
Stage2  Investigation
Stage3  Proposal for Expert Committee
Review
Stage4  Official Inquiry

Stage 5A Provisional Consensus
Stage 5B Sign-off
-sign-off ends PDG process -
Stage 6  Regional Adoption &
Implementation
Q4B Evaluation
Stage 7  Inter-Regional Acceptance

Table 7 PDGIC X 5 BH Mmoo R

PDG ¢ “Wh&hi=" RBRETHIICLEADL
7, SERBENUBIZE Y RITAR LRV,
<Pt - BH>
o JEEMPANSH B0, KRS CELN
$»3. (PDG TOFMOBRK)
o PMENERRLETHDLABER/E LI
- BAREA TV,
o HRFONMS, Hdkv At 3BTeRA:

5. u
XS, BRIALRFFRBRIESICOVTH
HRE RO AhEIRETS & 5 EY

1.6 PDG [CXBR/RSEMOME (Table 7)
PDG THAMEh-RRILETHIIZLMHLY,

ZBRENMBIZRZTARSNIEWBEAHD £

B U Ll &5 - SR T CRIBL N SR E 0k
HOMESHHBOETE, MBDI > TOER
FRHGBLWSANSVET. 25027, B

ML RELEY. 0B MBS

E > THREGADTERWZ ) F ¢ HNILbOHIE

IPMNEREE LV ET.

1.7 Q4B &[& (Table 8)

Q4B Cit. BREMEN-BIRRESZ=EED
BUHMRIPZITIANDI T ENTE BN EINE QB
HAFF L ICESWTIITAEIIC-THE
7.

2. ERNERLEEIARERREONRTE

2] FEREHOEEBEMAER (Table 9)

EBIERNNL 1995 EITthE Y, THEOEAERD
L T 2002 41= PDG CHAFDIhE L= Wk

Evaluation and Recommendation of
Pharmacopoeial Texts for Use in the ICH:
Regions ,
o ERWMMENBHRBIES S 3 BEOREY
BBRZTAND Z L2 RIET D - LA AN
e Q4B TRREBRM SN A RBESE 35
DOFFERBBRRITAND Z LN T 30T
L, E0EREHE
Q4B HA FF7 4 v : IMEDEHi%BLE
Q4B Annex : 3#fi L 7= FRBEIZ VT, Q4B
HGESACET LORTIWEAS L T L0 b
/p]

Table 9 EHRBRE:OEMEL

Jun 1995: Stage 4 draft (1t draft from EP)
Feb 1996: Barcerona Congress

Mar 1996: Stage 5A draft

Sep 1996: Stage 5B draft

Dec 1996: Stage 5B (Version 2) draft

Jun 1997: Stage 5B (Final draft)

Oct 1998: Stage 5B (New Version)

Mar 2000: Stage 5B (Public inquiry for sign-off)
Sep 2002: Sign-off

Nov 2003: Q4B was established

Jun 2004: 1st Q4B meeting

May 2005: 3rd Q4B meeting

Q4B Evaluation “No Interchangeability”
Eleven residual differences

Sep 2006: (Rev.]) Stage 4 draft
Jan 2007: (Rev.1) Stage 5A draft
May 2007: (Rev.1) Stage 5A2 draft
Sep 2007: (Rev.1) Stage 5B draft
Oct 2007: (Rev.1) Sign-off

MG E - 1-HUZIL, FNITESHE~ “Unification”
Tidle<, B ETHHEE AL L vizBR
“Harmonization™ SR TWNRIEEWE D ETHEE
ERELE L. ZONd), MRMIE N HHok
WA EZRLTCOBAITLEL, 4B PDG &
LCiiigkvwe pgimcL . v

PDG THEEBREREOMRPMEAIZhABEIC ICH
QBAREL. HEREAMIN-EHRRELIME
LR ZBosiumRARTIIKHANhS &
BEsfeE fFmah, c4£BRz KL THERR

AERETI LS L n@grilishE Ll 22T

MEEHAREEZ MG L 2007 4212 PDG & LTl

ERARDY. ThASHIE Q4B TOFTAEE
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v E. BsL T2, BRIE I Unification > Har-
monization DESWVAEL ITEN T
22 RARBRREOES
RERRESBNIZD THAI N -0IL 1932
EREHER )i (BP) TUL7. USPIZiZ 1936 442,
AENCIZ 1951 EEICBASNE L. BENDEA
1END 195048 1 /125 B (A4 BERB 20 7) &2
i1, SPFORASRCBAZRE L
23 BB NRERS%) OEES® (Table 10)
EHRBEATA NI 1951 EFOEBERRY Y
s, ESRIERKE REEMKD 2RKBOATL
72", 1961 SEDIE” TEERBREDEARNTE, M
HE NERREICAITTRAS N, MERINIIK
RFA 7Y o0 —VERKSE, WMERILIZE T FoE.
N7 b ASENREERE L. ERRFF 7Y
C o — WESEROMEERIRD RS U T SREE i
prABREAERENE L. 1971 SEE” T,
EHRROKRERErREI N, BIGRRILKER
T OMREERRBTITO &IV ELL. CRINE
EWR 2V RFOIEEZIGLTEVZLL
1976 SE" TRBERFF 7)) o — VBB T A
FAXN, 198] FEHIE” T2 100mL LA LBROE

Table 10 AR NEERRIE) OHES

1951 (6) : BiHTLRIE, EHHEAKRUMGHE
fk

1961 (7) : 40 & MRS/ TRIE, MR
RICIZHIRF 4 7 Y 2 —ABRHEHL, TLHRE
ISIZ7 FUBl - R7 b s e i, HeRliR
RUEHBRbIRR, BURFA Y a— Rk
Motk & UC, RS & it
SR A IE

1971 (8) : |HRRUMERL L LT, EB|ERANI
RN IR

1976 (9) : iR FF 7 VY a—ABIEH T ZHA,
REMGEAB & 15 d TR ER ] 2 3 U MERBIRTR IR
[P 3 Y S 8

1981 (10) s MF ¥+ HA (RFRIITFR I
100mL S LD b 0ISEH) , REpERF D
L8032

1994 (12) : £HXKIE, GP % SCD L
W, SERINMNE MF &, Sdtie bic14H
MELEICEW, sgintefERS A k%2 USP .
&bk, BAEHBWHLEEHTIORS
RUREFELZEA, REFELAR

1999 4E, 2004 £E, 2009 ‘¢

WRRIZ MF LS BREND LS I E L

1994 SED LTBUE” H SR/ EHM Yz e, 1994 4
DOHRETRTRLBRY USPil-abeE Ll ME
RILA T F o8l o X b vt % SCD ket 46
L. MFEOERBEIO 1 8M%E 288w L,

etk M e SRR LELE:. 20
&, 1999 4 & 2004 SE" IZLBEE L E L7- 2000

3E 3 BICi3 S+ Tl E B AR )5 5 A B EIpR Y

MEhE L-EERREN I EY

24 RERRZOEERANERNS

HRGE RIHEA MBY, BINICHV E LE=H 08N
REBEOWFGE BR@ICANRE L, SH0EERE
ez, BAERYS, LYFHNRERNRCDAR
EPIMTERDERIZNREN T EERRIETT
MR LA, BRREDHERDEIZH
Fiz@AAEnE LD T, EYraimtions
MRS RN REERBIIC T A Hic, R
HHERAECOLETFOLRALETL .

25 mEREmEE |
EERWE L, REXNIRIEXEREDHEIZ-
WT, REShiRENWT HREhchEE
E-THRPLIE &, REINBHIkTHEH
WmEN3@BEHB RSN EIDERHRHR%
TY.

Table 1112 S ifMBES Y B 92 RIT T 9THEHE
DHHUNERLET, BRERRETIE. Zhbo
BRE~BICBHTNET. LT, BEEZE
ANEBRINTZ DI ED LD 0 bANELEA.
B ETYH - RON—NVTOEHIEZBRHRRT
+. o
Table 12 IZI5HEERIBERLET. %4 10

Table 11 £ZFHRRERICKITTHEA

Fo=F1xF2x F3x F4 X F5 X F6 X F7

Fo: EERBREE R

FL#Roy oY 7Y o IhHiELY
vy XAk

F2: 4 7Y 7 LI-BEBM S~
Rt

F3: 5 (MF i, #HiEE)

F4: Bt '

F5: 53R IRAE

F6: 3

F7: {b
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Table 12 FHRERHP
P=1-(1~-XNW
P : i5luiRikmHER
X: B (vy b) ok
N:RERYEEK (2075%R)

oy hDEGRE ERR RS
(%) (%)
10 87.84
1.0 18.20
0.1 , 198

SOBER (Tv b)) SORIFEICOBTBERD
HLT SERRERELLELTD, HHREIC
MAT+HERIF18%ICLIrEEFZHEA. Lirde
FeEfl., 1 ACLREYMNFET S LRINTE
BEWSLRETOHATT, HOWWEET AL,
10% DB NHFRBIZH 1D ST, 80%LL kit
ERRTRIHTERNE NS Z L TT. KERRIC
LABFRERBIIERICEREOBVWLOT, RED
& ICEEE L REEARIEZ W THWAERRBSIC
- BWTUL VB ERAS L ULIMEZOLR
BEDLNRET

28 11 OFFBMTFRELDL S ICRRLIOM
FEBMYHODIZE (FTEARBEL L TH
MTEah-707] LBbh3b0LH500A
nEdih TELZOEIHSEBR->TWELLE R
CREFINOTROBABSNRIWieb DD H -1
SHLBAET. ERHAMGNBRMIIEDLS
- ERREREODIEOWTRLET

26.1 #1:ERSESbofER (Table 13)
EERRMENE LT, BRFA 7Y o—)VERE
& SCD Eloibic, EibiEERRE /) F—
s YRRICAS T3 25100 LERTEED

Table13 #1: (Alternative media)

The following culture media have been found
to be suitable for the test for sterility. Fluid
thioglycollate medium is primarily intended for
the eculture of anaerobie bacteria; however, it
will also detect aerobic bacteria. Soya-bean
casein digest medium is suitable for the culture
of both fungi and aerobic bacteria.

Other media may be used provided that they
pass the growth promotion and the validation
tests.[1]

[17 9P and USP will not include this sentence,

EPRZBIZXNLT. BBE USPIE, L7z Y=-F
APELTHEBIRNTWARERREEZHMIZTS
LDTHBLOBRIZLY. hokioEAIZKH
LEL 2007 £HAAETIE. BRAE USPox:
B, hoBiXERLAEWCEickyELE

262 #2:BRFF7)I-NEIEBEDTD

3N Y7 VOERE (Table 14)

BRF A7) 30— VEISBIZ I RIE 241545
iz, hFoR075gL BEICIBRTHE
T. TOHVFVDFBENISBLUTFTEENTH
FLLA, BRI O T ERVHL
TZDSREXNRETHZEETELRVDT, 15%
BBREZRIB XS5KDE L. BRMICIIRY
Bbhihg Lizh, Zhizh v 7o Thy, &
TLLRD B LS LYRATREI s TeOMLBNE
HA.

263 #3, 4:EROTHME (Table 15)

EP » 61513 /N ) F— P A MEHEBTHS
EDORENRDVE LA, RCIHEEBEE-> T
T RAXET L, GHEBICA - LSbOBE,
N ORMRE., AXITRANKIELHSEREGDH
PHANECA. ThLRETTOT. EHEBIC
AT DA, 3MA LIS Kbl
YHEOHE, BRI FRIIED. EBHEBICA
> 150 2 BIN T L1257 S St ERRLIFE D
WA BABEHE LTIV E LN, 20074
OBAETE TR F—- b En-Mit%E e E
L.

Table 14 #2: (Moisture content agar)

Fluid thioglycollate medium ‘
I-Cystine 06¢g
Agar, granulated (moisture content not in
excess of 15 per cent)[1] © 07g
Sodium chloride 25¢g

Glucose monohydrate/anhydrous 5.5/5.0 g
Yeast extract (water-soluble) 50¢g

Pancreatic digest of casein 150¢
Sodium thioglycollate or 05¢g
Thioglycollic acid 0.3 ml
Resazurin sodium solution (1 g/l of resazurin
sodium), freshly prepared 1.0ml
Water R ’ 1,000 ml

pH after sterilisation 7.1 * 0.2

{1} JP will not specify the moisture content of
the agar, granulated.
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Table 15 #3: (Shelf-life of media)

Table 17 Brewer®ZH (19404E)

Do not use the medium for a longer storage
period than has been validated.[1]

If prepared media are stored in unsealed
containers, they can be used for one month,
provided that they are tested for growth

. promotion within two weeks of the time of use
and that color indicator requirements are met.
If stored in tight containers, the media can be
used for one year, provided that they are tested
for growth promotion within 3 months of the
time of use and that the color indicator

requirements are met.[2]
[li JP and USP will not include this sentence.

{2] EP will not include these two sentences.

264 #5: KBROHBAEZAVEE[ICIHT I
3t (Table 16)

T2 F iz, BHE LTKBUIBRTHSF
AO0Y—=NEFLLOLHVET, PTHT Y an
YEFEBATWARANI MF EXEX ZWWHDD
HVET. WHRLALSCBNICHE=>DREBER
BT ARICH—THHIcd, MFEEMEX 2V
F A oY= VIRMT 2 F viZik SCD bbby
ZHRRFA 7Y o—- BRI EZRVWTIEREBIEE
SCDIEERMUICTAZEEERLTEE LA,
RETR7 27 ot 5 RERRITEDERK
(CFR) KHEXNTEY., FAOY—NEMT 2
F 213 SCD ROV ICHRFA 7Y 3 -
Bighs@ERERTHWET. 2007 EPAEST T
BROBRIEY, KMEHEFIT ISR LTI
HIRRIZLIIRFF 7Y o - VIS ERWA I L
Lk,

265 BRF+7Y a-NEEROES
HBRFA 7Y a—IVERISBIL, 1940 4E1Z Brewer
ARBSR L Asisitadi 3z e » TV ET (Table 17).

Table 16 #5: (Products containing Hg
preservatives)

- Fluid thioglycollate medium is to be incubated
at 30-35°C. For products containing a
mercurial preservative that cannot be tested by
the membrane-filtration method, fluid
thioglycollate medium incubated at 20-25°C

may be used instead of soya-bean casein digest
medium.[1]

[1TEP and USP will not include this sentence.
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« Pork infusion solid 1%

» Peptone (thio) 1%

» Scdium chloride 0.5%
» Sodium thioglycollate 0.1%
e Agar 0.05%
« Water

FAZYVa—~NEEF M) — LI 4R X TV
TRTOEDRA PIBEUMLE) cBimHe L
TEENTWAEF A o — N ERRTAENISY,
M ORWOERICH O THILEFEORTLTEEY
FTLTHRLIEBDTY. 2Dk, KENHO '
Pittman B BREDHIKIZE X, T 1947 £
USP VIl icHrA & h, Lk KEAKRRISHWE LT
HERFDORIIZERUW XN B L5z E L.

266 #6: bt ERBRORESRE (Table 18)
USP & HEIZ M%), iTIROBESBIZOVWTR
AR SSLEERT 2TV, ZTORIIBYH L
ML LTIt o » P ZEiCiSbiiERRE G
ILUBREL, AF»TFAPDEZEZZGALTDH
BOWHTIREERLTCEE LA, 2007 ‘EFFES
ETiShoMic XS IXCEMo » B
ADy b ZEITRSUERRRE TS I Lk
20 '

267 #7:MF BB T55kPEIZE (Table 19)
REIERDH 2 E 58 L84, MFIZBRH
L7 HEEIEEDRERIPIRFIC & > THRETHL8
AHVET. TORORPRAE FPEHIL, 200
mL C5@ETO®RNPRGETLLEN, BRIEZ74 M
¥ —1HH7=D 100mL ZERL, BRGIZIZBS
DEBENZFANSNELL.

268 #8: BN S OBHM (Table 20)
EMLARINC & » TidisiARBL, SR80

Table 18 #6: (Growth promotion test frequency)

Test each batch of ready-prepared medium
and each batch of medium prepared either from
dehydrated medium[1) or from ingredients.
Suitable strains of micro-organisms are
indicated in Table 2.6.1.-1.

[11JP and USP will state that, in appropriate
cases, pericdic testing of the different
batches prepared from the same batch of
dehydrated medium is acceptable.
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Table 19 #7: (Washing volume)

Table 21 #9: (Invalidity of the test)

If the product has antimicrobial properties,
wash the membrane not less than three times
by filtering through it each time the volume of
the chosen sterile diluent used in the validation
test. Do not exceed a washing cycle of 5 times
200 ml{1], even if during validation it has been
demonstrated that such a cycle does not fully
eliminate the antimicrobial activity.

. [1] JP will epecify “5 times 100 ml per filter”.

Table 20 #8: (Transfer volume)

If the material being tested renders the
medium turbid so that the presence or absence
of microbial growth cannot be readily
determined by visual examination, 14 days after
the beginning of incubation transfer portions
(each not less than 1 ml{1]) of the medium to
fresh vessels of the same medium and then
incubate the original and transfer vessels for
not less than 4 days.

(1] JP will indicate “transfer suitable portions”
and omit “(each not less than 1 ml)".

W E ERHNTERLWI EAHVBET. 22T,

BRSSO —BEE% 14 HECHEHNEMICBHAL
T4 AL EE%L ST, BRIWICOWTEP L
USPiZ ImL LA L%, BREBHARZERLELL

b LiIGHREOMAEN 5546, PROBHTLT2

T, WEMIC EPUSP 0% x £ ZFAN, B
Mifitid | mL I EE 20 & L,

269 #9: RPDAFHSE (Table 21)
BRORT [BERBRS] TOUER, (L ko
RROBR. WORAEEbINE &2, RERR
CEALTE. BORWHFBHONILEE, AE

ERIETS. iEL, RBRCBL-REBE BRI,

 EERREAGCHEND - LTSNS

Ficik, BRRAETIILHTES. HRROKE,

HAORTABDONENE &2, BRRRICHLL
T3, BOREHFBHONI-E &I, THLAET
B.) Elt-oTnEYT, BRERBAGICHNELAS -
T EMMEENAWEY, BRRIIFTLARWIE
C2->TWETH, RERSICARD EPUSP #E
LBl BFOLSIzvE Ll
BAEHOWHAAB I NILWBEIS, BRBSI
EERRIIFETS. REHOMAIBEINIY
A3, BYHBRUKIC KSR LFERIZ X VRERNE

— 147~

The test may be considered invalid only if one

or more of the following conditions are fulfilled:

a) the data of the microbiological monitoring
of the sterility testing facility show a fault:

b) a review of the testing procedure used
during the test in question reveals a fault;

¢) microbial growth is found in the negative
controls;

d) after determination of the identity of the
micro-organisms isolated from the test, the
growth of this species or these species may
be ascribed unequivocally to faults with
respect to the material and/or the technique
used in conducting the sterility test

‘procedure.[1] '

[1] JP will not include this sentence (“The test
may be ... sterility test procedure.”).

WTH-1 T L EWRICENTE £TNIL. By
T EERBRICES LW BUTok#tDH b—
BLLZ#k LB E04A 4BRRIEHEEL BN
3.
a) EHIARIEROREDFENTE=Y YV /T~
FHRRBAEIRLIBE
b) WERRBIZHWLRRGEEZHE L SR
REBHRENLBE |
o) BT Ic D ORRAEBH BNIBE
d) LUEHERBRIrSPEINBREDOMER. '
Z (h5) NEOMMLRFERRIE DI
WM RO/ HEHEIZ T 5 X EI
mESNILE. '
26.10 #10: 0o P4V OIKZIRY @S
(Table 22) .

BREEUSPR Moy PYMEVOKERVERI R
EF¥ 2 bOFRTRLTWETN, EP XS Y
ELTHAT VRIZLEWEDZ ETLE:. BRI
IZIZEP HER, USPREE (o» b4-noiks
BB BF*2 bRy EICkDE LR

2611 #11: ¥REFK10mL L Lo kBHNA

DikET B

HEE USPIZ 10BB%, EPIZ 208 B2 TEL
F L7 BREMIZIE, EP AN TAARYUFDE
ERVBEHILI10EBICKHVE L.

2.7 Bkt ELTEEICE- 1B

WA NFA LB NETORWVARIEE
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Table 22 RBRic V3 R/RBRERIK (82.6.1.-3.)

oy M7y RSN

fiicHEENTWRVIRY, ThENORE

#1257 9 DO/ NRBIMIK

EHH

100 fALLF 10%Xi3 4 O I BBV

101 8L 1 500 fBLLF 1058

501 R E 2% X1t 20 FF (KREMMAN, 105

B/) 0550 80E

IRRFAROCLBASOIFERS .

200 fHLLTF 5% it 2 B8R0 I LIV

201 {ELL L 10 5%

B ANGORSIT, EHAICL

EERYPEETS :
BARR VI E OO FEH:% 2% X1 6 BN I LIV, BK20E5H
B2 We

ABBET BIANIES

5 ZBLLL 50 FHRLUF 20% it 4 BROH HBWE

51 &Ll L 2%XIL 10 BEBDHI BBV

PlcaBEhE Lo exmLET.
271 £V ORDIRBHRRI (Table 23)
2002 SEFAERRREEZME X TER LLERG
niE IEERRE] TR, RO TRiEX
123 Y RF /B4 TaC VTRt DIROEESR]

SUREERIL, oFEE, MRMERTCHEL S LY,

EEbIEREINRTWEYT. RATIE ATCC EkIZ
BY74 25 NBRCHZIBELTWET. WMBARL

THENLS EERTE FEA.
273 Kehupefiedl (Table 25)

DRBHHVET. FkM L ERADT. HKZ
Reb, 2007 AT ¥ X bAHSRNMBIhE LL.
272 RHMEH (Table 24)
B DEEERBRCIAE DB BT I NV B3R

BRFA 7Y 2—VEEEHIZIL, Clostridium
sporogenes, Pseudomonas aeruginosa, Staphylo-
coccus aureus %, SCD B{MiZ i Aspergillus niger,
Bacillus subtilis, Candida albicans Z{iH¥ 3 =

Table 23 &HEHIN 7= ) DRDRIHRII (32.6.1-2)

EROAFI

fBicBlEESNRTWARWRY ZhThoiE

MICHERRY 5 /b R
252
1 mL i E L] :
1mLEAE40mLUTF Yk, 7L 1mLEALE
40 mL 48 100 mL LLF 20 mL :
100 mL &8 10%, 727U 20mL LLE
RAHE GR) 1 mL .
AT O RIS,
BRI L THWBIEKEBHRER N
B, 7 — AR REKER 200 mg B.1
BEA) .
60 mg R 2
50 mg LAk 300 mg #il B8, L 60mgLll
300mgLLESg AT 150 mg
500 mg

5§§. ‘
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Table 24 MBARE (£2.6.1.-1)

§F5 MRS
Staphylococcus aureus

Bacillus subtilis

ATCC 6538, NBRC13276, CIP 4.83, NCTC 10788,
NCIMB 9518
ATCC 6633, NBRC 3134, CIP 52.62, NCIMB 8054

Pseudomonas aeruginosa ATCC 9027, NBRC 13275, NCIMB 8626, CIP 82.118

& ﬁﬁﬂiffﬁﬁ
Clostridium sporogenes

P
Candida albicans
Aspergillus niger*

ATCC 19404, CIP 79.3, NCTC 532, Xi% ATCC 11437,
NBRC 14293

'ATCC 10231, NBRC 1504, IP 48.72, NCPF 3179
ATCC 16404, NBRC 9455, IP 1431.83, IMI 149007

* {4 Hs Aspergillus brasiliensis |2 &£ %

Table 26 hpinf:AgMER

ERF AT Y a— BN
Clostridium sporogenes, Pseudomonas
aeruginosa, Staphylococcus aureus
VA= e AL s ¥4 D A I
Aspergillus niger, Bacillus subtilis, Candida
albicans.

MEOBAIE3 HEL, LEOEAILS AEE
VT 5.

LichknELE AEOSHAIR3 HIE, MEOBS
(25 HIBLAWIZ - R REGEZRE LIThid D £4
A

274 v—Fos by ZAFL.

ML T 29— —Foy b HOBHEREUNASK
ZHZ WX ICRTFERTALUERHV E T
275 EERRILED/$) F—2 a v (Table 26)
RRLEONYF— a vid [Fiko#aRRA)
EREANEDYFE L. M. £RTEMGS. 8
. H1AR. MF EoBBISGE-THWE LN &
AT ISR NI 100 B, ESISIRNIIANESAT 3
HR. EEA 5 HR) HEASEMITARE L - MF
O%HENIL 100mL TSENC N FE L. FiED

BOERBREZNET 5DiE, OFLWIEHRRICEN
RBRETHIBE, QRBORBRHICELELH -1
BATHY. KRR HREEL OEERRE iy
IZTFH 2N CEET

276 UL AT S BHER

1996 EIZMRI NI BHERRIETIE (Table 27),
MEiERRRIE, B, WPRIE FICMEhi: 7
FZ2ADEERHE VR PEZHWT, WhHo
EiHREECERINA ERTOLNL: FTiThhb)
EHVELL.

Lo L. 2007 &R (Table 28) Tl l%ﬁi%‘%m

ERAETTIrOh A, 0%, KBRREIEE

REBORGIZE L= DTl st il
BT A0 E SNE TN, ARBTHR
ENBREVWDRIAMEMICLBREYS X UL S
BV FEREOEGY V7Y v 7 RUEY K
HOURBIZE - T, ARBEIRY 50 LRI 2 %
YNcERTAH) e E L. GMP #AICHm
FFeE, YL-FANIY—=rXrER> b 2d
BLTWAREAZ L= FBIZ>Thiehv&ih
BT3E8RELAVETE JV—vrarlRy +O)
DZAMBELZ 2 LV, BEEEOEWBERRT
BREARILENETE, EANIZo Y FTYME

Table 26 ZEHRBILHOARYF— a3

____H '
R SR MF i Bl
B (1999) 10~100f4 | 7 EIMIELVS 100mL X 5 &
USP_(2000) 100 fALLF | 7 BIEIA 500mL X 5@
EP (1996) - #1100 4 7 HILAR
[ipRAAM (2007) | 100{8LAF | #8643 BH, 146 BN 100mL % 5[
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Table 27 #a:¥iGYeis x4 % FREIKI (1996)

"Table 29 IZHOBEE

The test for sterility is carried out under
conditions equivalent with those required for
g_.gegtnc mggg[gcture of ghg p_:oductsdesagned—&e

duaag—tes% usmg, for example, a class A
sterile laminar-air-flow cabinet located within

a clean-rogg environment.

Table 28 kA58 x4 S FHifilR (2007)

BERRIBNERETCITHONRD. Z0kY,
RREFIIEHRBORMBICH L= LOTRITH
I b2y, BREBITHIHICE GRD TPl
i3, ARBCRHERDIREWM2DERAEMIC
LICRBEE A TR SRV, {ERKROBGILY
7Y VRUBDRFIROEEICE >T, &R
RERETHERREABUICERT .

LigithifeD E4ADT, ZDV R 7 %BEHTS

=HIRES LESRWALEWHELNT, REMY

PRI AFRBRREZEX HXEEBNET.
2.7.7 oW (Table 29) .

1996 SERR T3, 120CTC 20 FROMBE 2> Tl

FLIA 20k NUF—FENRETTRIN
THERVEL.

278 EWERBEE (Table 30)

1996 SERRIZIX, BPRREWUMICH L TRAT «
P2 20 )= 2bFBVETHSEDERLEDHN
F LA BERRE SEHRFETRINIWRMIC
DHFTHURRTHEHEV->THET. BRREGE
ESICHENICESROLVWVRERRZAA LTS
ORMEIEBWE7. HEUFENN 6 HTHL/NF
AN 2 2 =23FELTWET. BRRNE
FERHIcHBRERRETHALTVWD A = —i37THELR
v, KF5AMY 9 2 ) ) —-2BRO—~BEERITZE
BLTWEREEWERNET,

3. B

BRFEENBE - LEHIZHNFEN LRSS 5 0MB
BEN12ES5I2BRETH, QB ITEREhEL
1 HAORAAMREENHE WS KVIERRED
H—) ZBETLDOERT LI LD >R &SI
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Sterilise by heating using s validated system
M&-&lﬁ&lm—a&-l—%—%—fer—%-ma .Store at a

temperature between 2 °C and 25 °C. If
necessary regenerate the medium just before
use by heating in a water-bath for 20 min and
cooling quickly.

Table 30 #ZE@B LT (1996)

In the case of products sterilised in their final
sealed containers, physical proofs, biologically
based and automatically documented, showing
correct treatment throughout the batch during
sterilisation are of greater assurance than the
sterility test. Hence a validated parametric
release of these products is acceptable.

The sterility test is the only analytical
method available for products prepared under
aseptic conditions and furthermore it is, in all
cases, the only analytical method available to
the authorities who have to examine any
product for sterility.

WLTENET.

IRERERE DR WEFIERIZE VT, USP 0 Roger
Dabbah 4:%k, EP @) Peter Castle &4 &I RES S
ATHEFEANEZIYTWEEEELE BTAL

NBWHRBRELVWLORHIETH, RELEE
Hi D Peter Castle A4 4E (2008 ) b & h ¥
LIz &RRETNELA.
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