'6.09 Disintegration Test

C’ﬁange to read following part under Apparatus:

Disks-The use of disks is permitted only where specified or allowed. Each tube is provided
with a cylindrical disk 9.520.15 mm thick and 20.70.15 mm in diameter. The disk is made
of a suitable, transparent plastic material having a specific gravity of between 1.18 and 1.20.
Five parallel 2:+0.1 mm holes extend between the ends of the cylinder. One of the holes is
centered on the cylindrical axis. The other holes are centered 6+0.2 mm from the axis on
imaginary lines perpendicular to the axis and parallel to each other Four identical
trapezoidal-shaped planes are cut the wall of the cylinder, nearly perpendicular to the ends of
the cylinder. The trapezoidal shape is symmetrical; its parallel sides coincide with the ends of
the cylinder and are parallel to'an imaginary line connecting the centers of two adjacent holes
6 mm from the cylindrical axis. The parallel side of the trapezoid on the bottom of the cylinder
" has a length of 1.60.1 mm, and its bottom edges lie at a depth of 1.51.8 mm from the.
cylinder’s circumference. The parallel side of the trapezoid on the top of the cylinder has a
length of 9.410.2 mm, and its center Hes at a depth of 2.630.1 mm from the cylinder’s
circumference. All surfaces of the disk are smooth. If the use of disks is specified, and a desk
to each tube, and operate the apparatus as directed under Procedure. The disks conform fo
dimensions found in Fig.6.09-1. The use of automatic detection employing medified disks is
permitted where the use of disks is specified or allowed. Such disks must’ comply with the
requirements for density and dimension given in this chapter.
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6.10 Dissolution Test

Change to read follo ng part under Procedure for Basket or Padd]e
Methods-:

IMMEDIATE-RELEASE DOSAGE FORMS

Procedure—Place the stated volume of the dissolution medinm (:1:1%) in the vessel of the
specified apparatus, assemble the apparatus, equilibrate the dissolution medinm to 37+0.5°C,
and remove the thermometer. Place 1 dosage unit in the apparatus, taking care to exclude air
bubbles from the surface of the dosage unit, and immediately operate the apparaius at the
specified rate. Within the time interval specified, or at each of the times stated, withdraw a
specimen from a zone midway between the surface of the Dissolution Medium and the top of
the rotating basket or blade, not less than 10 mm from the vessel wall. [NOTE - Where
multiple sampling times are specified, replace the aliquots withdrawn for analysis with equal
volumes of fresh Dissolution Medium at 37°C or, where it can be shown that replacement of
the mediwm is not necessary, correct for the volume change in the calenlation. Keep the vessel
covered for the durdtion of the test, and verify the temperature of the mixture under test at
suitable times.] Perform the analysis using an indicated assay method.*? Repeaf the test with
additional dosage units. _

If automated equipment is used for sampling or the apparatus is otherwise modified,
verification that the modified apparatus will produce results equivalent to those obtamed
with the standard apparatus described in this chapter, is necessary.

Dissolution Medium-A specified dissolution medium is used. The volume specified refers to
measurements made between 20°C and 25°C. If the dissolution medium is a buffered solution,
adjust the solution se that its pH is within 0.05 unit of the specified pH. {NOTE -Dissolved
gases can cause bubbles to form, which may change the results of the test. If dissolved gases
influence the dissolution results, remove dissolved gases prior testing.*]

Time-—Where a single time spemﬁcatlon is given, the test may be coacluded in a shorter
period if the requirement for minimum amount dissclved is met. Specunens are to be
Wlthdrawn only at the stated times, within & tolerance of +2%.
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CHEERAL, b7 =T LT by,

=l MU o Ve 3

EFF BT by 200g
ot A SV LN o 14g
WREEA VA 100g
ERIIF 03g
AT 136g
7K ' 1000 mi.
ﬁ)-Tz}/ 10.0 mL

RORERB LML C15FERTS. M%&Dpﬁb%tf 0~74kﬁ6£9%¢ﬁ%ﬁ%?6 e X
hic¥ 4 7 L CBERSEE 5.
oy b B h T

A AR R . 50g

BT F v 50g
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#4.05-0-1 HEHDRE R, SEIRBOENRE

- i | P HEBRER
BRI Y 7 A R , .
E.coli
e = :
E=-ENMENEEEE T 4 3 5 REiEt P.aeruginosa
' EIR S.cureus
SAFVy by F-BHE- 7 . N E.coli & TXP.aeruginosa
mEn
KIBE R
1o FEEIRE Ecoli
AV E— i
MG uE EBR S.aureus
= I Sl v B iy - s EHRERTERY | Eecoli
FAERT R
Selmonella enterica subsp, enterica serovar
CFAR k- AVYTUR - FERE zy?hlmt.;mm I .
LT R T R aimoneila  enterica  subsp.esferica serovar
. Abony
BEiR S.aureus
Salmonella enterica subsp.enterica serovar
XLD (FIm—A - YPw - Fye | . oy - | LyPhimurivm XL _
oo UERY BT R EREER R Salmonella  enterica  subsp.enterica  serovar
, - Abony
FR A B BB ,
wfes N ,
T I e ?%ﬁ{ﬁlﬁ VP.aerugmosa
ER : | Ecoli
FET FORERR -
' e FHERERUEN | Saeus
S . ~ . _"i
7=y b B T - Fook
gaA Rl oTEE
ks e X P U PTHEH EEE Cl.sporogenes
2 u T BT R FHEEIEE Cl sporogenes
B PE - TAEH AR
FF PN ER R HEE C.albicans
TR PR T | BEREEUEN | Calbicans

F 405-I-2 BHREOHE

S OERICHT AER B 1 g Xk 1ml %9 D o
00 g XiE0.lmL | 0.01 g X% 0.01 ml | 0.001 g X1 0.001 mi. i DHEREE
+ + + 160 X b REWN
+ A — 103J:ij\é_<, Wk kewn
T 7 _

100 L 0hEL, 10 XD kEN

10 X O AEw
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4.06 FEESIERE
FRRWIL, ZERF TOBNEECESERELLRRETH 5.

MERRER, SETHIILARD LA TV EEXBEARBRANS . FRRICEAO T4 ERAR
ERTH, %hﬁéhﬁﬁﬁ%ﬁ??ﬁntﬁﬁ$kﬁ%%&%mﬁﬁéh&#oh_&%mbfwétﬁ
THB.

1,%&%5%kﬁ?é$%%% : - :
ﬁ%ﬁ%ﬁﬁa%ﬁ?rﬁbna.:@t&,%ﬁﬁﬁm%ﬁaﬁwimtﬁbt%@ftﬁnﬁ&aﬁ
V. BREBTSEDCLELNATHRER, ARRTRHEN I VW R ARERBICLEBE 52 T
bV, FEREoBEEhRET = a)/ﬁﬁuﬁmﬁﬁﬁﬁmﬁ%wxﬁr;oi ﬁ%%m%m&
#ﬁ%r%é EEEMBICERTS.

z.%ﬁﬁag%ﬁg

2.1 —BEH ‘ - - ' : - S
B, RO X KHET S, NHBEEERBRCEA T S RAZONREH L EHETE 5. S

HEALLCEL WA EBBEROERY THE. MRFA7 ) = — L EEHIT, BElEmEosssTa
BELTWaSE, SRERELRECES. YA -2 ¥ - F%vizbﬁﬂﬁ E%&Uﬂﬁ%
MEOERICHLTND

22.%&?#7U1fw§$ﬂ
FORTAZ ) o= VR

L-2AF o 0.5¢
BT 0.75g
BT rU oA 2.5g
7 FuE (—Af/EK) . 5.5/5.0g
BEX R GREE) 5.0g
HEA BT b 15.0g
FFIFY a—Ag@IT Y T A S 0.5
CXEFZ LY 0.3mL
LAY B (1--1000) , AREE  1.0mL
i d 1000mL

(BB OpH7.140.2)

L RFw, BrFy, BEFRY 7oA, 7F¢ﬁ BT % R (REM) RUHF A V8T Rk
&? AL, MEALTHEMLEE, FAS)a—VEBT Y TAXNFF 7Y D—ABEMZCEML, KHE
&EMK@m%FDﬁﬁﬁm%mi,mﬁﬁmﬁMWJﬂntﬁélam%%¢5;ﬁgﬁgﬁLﬁﬁ@ﬁ
BLAVIIRNAL, BERVOHEELERELSBEACTSATS. VFAD VBK (1—1000) 0z,
IR EMLAR, RN TR MOBRRAHAR L2 TIcEFEs L5 REEELEESOLELOR
BUUFERTOHEL, N 7P FENLEETCRETS. BHREEFE T ALNERHZEA T EL LMD
- DREEBTANLTHEEAL, 2~25CTCRETS. HBBL0 EHIBEFBIZ THEBLE-LBEE, 70
RFBAEET 5 ECHHIEARP KBRIREERZT TNEAL, EBP~OBERISGOEBALHEET N
AEITHHTS 2 kTiEiHEﬁT%% AYF—rENEHBERAC, BELESHPFALCIIA
BAnvs.

m%?ﬁﬁ)ﬂﬁwﬁﬂﬂu F0~35CTHERETD. A7 707 40— HERATERVKASEROB

BAZE0EAHE LT, BBEERBRICEATIRD, YAV - 1%y - FA TR NEROL
bbLW&%iﬁ)naw@%%%mw W~BTTHRETHLERTES, '

AlCBET B4, kokike %Lt%?ﬁ-’fiﬁ)nwﬂ/mﬁi%i{ﬁ&ﬁ%b\é ERTES, fJ/T./k
VD BB (1-21000) 2ERE, BRFATY a— @ E R CES CHEB L, SUF—Lahirs
HETTRETS. BEROPHA7.IH021C02 3 LY K%L, ﬁmﬁmkmm¢TM@Té E®RF A0

-m»mmﬂﬂﬁﬁ%#Trwwﬁcr%%?6
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CHE406-1 HHERRRE O EOBAEREICE LT\ 5 HE A mk

FFER R _ o

Staphylococcus aureus ATCC 6538, NBRCI13276, CIP 4.83, NCTC 10788, NCIMB 9518
Bacillus subtilis ATCC 6633, NBRC 3134, CIP52.62, NCIMB 8054
Prseudomonas aeruginosa 4 ATCC 9027, NBRC 13275, NCIMB 8626, CIP 82.118
BeRHHRE ' :

Clositridium sporogenes- ATCC 19404, NBRC 14293, CIP79.3, NCTC 332, ATCC 11437
=X} '

Candida albicans : ATCC 10231, NBRC 1594, TP48.7Z, NCPF3179

Aspergillys niger ATCC 16404, NBR{ 9455, TP 1431.83, IMI 145007

4 FHOBEERE :
&mﬁ&a%ﬁﬁ&%ﬁ,fi"%@%%ﬁﬁJ@%m%Lkﬁ%&,ﬁ%mﬁﬁﬁ&vﬁ&%”i
AITSU T L8 —% - ‘
PRI SN EERONEY 5B LY, RREOESRICHRRAEAL 100CRUBTME - & 0% 5

BE5. ' '

%53 ‘ .
HRICE SR ERONEN LIS 7%, WRMERI0CFUL T 7 08 BB+ 5.
E%B@%ﬁﬁ&tﬁwfﬁ,Iﬂﬁﬁ%,ﬁ%@%&wﬁ%w%?%%ﬁﬁﬁaﬁj@@?%Lt%%

ZBAWS. BB L CESMEERBTTS. Bz ST~ TOFRIRAE0EECRES D ka1t
3. R .
%%%,%ﬁﬁ%m@ﬁ?%ﬁﬁ%m%ﬁ&ﬁﬁﬁ%%hhﬁ,%ﬁﬁ%ﬁﬁﬁﬁ%#?ﬁﬁ%%ﬁ%%

.t&w#,Rﬁﬁ%%%ﬁ+ﬁt@£éht%@k#&¢.%ﬁ$&ﬁﬁ%?%b,%ﬁ%#%%ﬁf5%
B AR,
%ﬁﬁ%@#&?ﬁ%ﬁ%ﬁmﬁm?é%ﬁ%w%ﬁ&%ﬁﬁ%&hﬁﬁnﬁ,ﬁﬁ@%ﬂ%ﬁaﬁ%#
T?H+ﬁ%%f%£wﬁ%ﬁﬁ%ﬁbfwé.:®%ﬁ,ﬁ%%ﬁ%%i?étbm%%%ﬁifiﬁ®
WAERBRE &V BT . :
?%@ﬁ%ﬁﬁ%%ﬁ5@ﬁ,%Lw%&hﬁ%%ﬁ%ﬁﬁ%%&ﬁ%ﬁ@%ﬁ%#ﬁ%ﬁﬁ%ot%ﬁ

THH. ‘ ‘ ‘
FHROFEAERBNEREEOEERBELRREFS 2 b TE 5.

5. 8 0EERR

5.1. —fEE#H ' o
ﬁﬁﬁ%Vf?V?JWﬁHEKmE%EﬂioTﬁbhé.ﬁ&tmﬁ@&@ﬁﬁﬁ%ﬁ(:&,xy

7?&74»ﬁ~%ﬁ,Bﬁﬂ%@ﬂ%mﬁmié.wiﬁ,Bﬁﬂﬁﬁmﬁ,?w:~wﬁxﬁmﬁ@ﬂ'

i R OARREHT TRENZH L2V AEN MO BRI BRIE L BT 38R L TR WA,

5.2, ATG T4 B~k : - .
AVITZUTANE R, BEHOBEDEEEIIN TV EATAERAS  mE FOL DS Fns.
Wiﬁ,mﬁﬁ,ﬂﬁlm@%ﬁm7»n~wﬁﬁﬁmﬁﬁmu—z+4Lv—ﬁ7xwaw%ﬁw,%%,
E@?m:—wﬁﬁﬁﬁﬁt»n~z?t?~%74»5-%%“6.ﬁé%ﬁ®$5&&%%mw,%%
WPl T N -BAEREALHS.
&m%f%%m,E@%ﬂmejyi§y74w¥—®ﬁm%ﬁﬁbrwé,%LE&%E%@?4»
&H%Ew5%%tmy%%&w%ﬁﬁ®§%m%nmmur%%?&%f%é.%ﬁ%@%vf§y74
»&—mﬁ@&ﬁ%fﬁ%?%.5ﬁ%ﬁm,%%%ﬁ?v%ﬁﬁwéﬁx-%@ﬁ%,xyfﬁyvfm
&u@%ﬁ%ﬁbﬁfb&%ﬁm@%ﬁﬁﬁ%é#,Xﬂéﬁ%%@%@ﬁ%ﬂ%%if%éf%@&ﬁ#
LHE5EREER TV RTLER BV , _
i3 .
mm@ﬁ@ﬂﬁﬁ%%yﬂ&TFV$ﬁ(ﬁﬂhﬂl)@l5@%%%ﬁ%®&%%%ﬂﬁ¢@ﬁyf§_
YIZAAF— PR EXELET S, FWEKE, FATHEBE P BRBRAROBEI, B2 BTE-CRE
{LHZMELB B TESD. ' .
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i&@ﬁA@%%L%wrﬁmfaé &m&%&ntﬁ%&%mﬂ%ﬁ%&%%mwzt(Wiﬁ
10g/LR U Y i— | 80) BEHEHWS.
HEHRVIY—L

mm%@x&ﬁt4/®mka¢&fﬁmi9&%@&%%%%&*? %ﬁéhtﬁk%r%k#%
CSEILEDWLIOERRT S, CoBFRMEACAETELVERICIBETS. .

B LRI AR SR T 5. SR ERHM P CRESETS. MRS ESHE%LE R
NCES. EEL, EMEORHO 2D q&«lﬁﬁ‘*n‘ﬁszzv&f&i&%%b\ru\éi@%ﬁﬂ WREE
F157DiiRE SRESREMRICES.

6. BEEERONE
HEYM PR OEKRIK, P%LWW%&&E%@%%#%%%&?#%&&% B SN E 1RB
S, WEDRAOTREARDICAZICHECETRVBATI, HRMAHE? L I4H %10 SHE ho—0
(ImLELE) 2RCHBBOFLREBIBL, TOBMEBELASRORE 248 ML LEET 5.
BAEMORIFBE SN RVEAE, #REGNEERRICES T 5. MEDOHRMARES N BAR,
SEHRERTRBERRBC LV XRPAED Tho e L PR ER CE 2T A, RE S R E
BEBE L2V, BTORKFOI S DU L2 HE L BA0L SRRRIEN LE2 005,

a) WMERBREROBMEBFHE=F ) /7 -2 CHEXRD LRSS

b) EHEBRPICAHNEARFERHEE LEER, MEARD LRSS

o) BHEMERICHMEDORIERED ShERE

d) AUEERRIOSE SN EREDOREE, _wﬁﬁwﬁﬁm%@%$%ﬁ$hmmtﬁﬂ
BUFHENRTOVTAMCHEER S Ao h M S 554
REFEDCTHLZ LAAALEDL, HERRLACEORRE AWTERELTS . ﬁﬁ%kkwfﬁ
EMORBARES VRS, BRESIEERBICESTS. RRBICBY TR DRSS
NEBEITE, EREELTEEERICES L.

7. ﬁ%ﬁﬁmwﬁAﬁEﬁéhéxﬁﬁ&Uﬁﬁ%ﬂ RIBHEOETHA~ORBOBH

AVI I T A EF—EERODBRAE, TERZLVOCHERADOLESLHND. L, #F4.06-20C
RTELEFRAWS. ﬁ%&%ﬁm&%@x&ﬁﬁ4/i«fb/?%%MWID&ﬁwﬁﬁ%ﬁﬁT%
eomiicie 2 L 5 #%|W+ 3,

EFEEERAVSBAE, MICHESh TORTARRI62CTFTELZAVS. WA KO LB
WTHBERCERICH T 2ERRREITS . 1&%@@@@%#%&%%%5@& TakBax, Bies
BHCEET 5 01 2@%ML®W@%&Ew5 '

8. BOBEEN | )
BOBRERE, @y b4 OBBEKIE LT, 240630 KT EEER NS
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6.09 HREERERE
%ﬁ@f@#ﬁﬁ#ﬁﬁ’m;ﬁfz&@&
= E
|
i
: | S '

HaBhag ﬁ%ﬁm,%%K%@&%ﬁﬁﬁéhwa%%t@&,%ﬁ?x%tanﬁmféé.%ﬁﬁﬁ,%
éaﬁﬂwmm,E%mJiMSmmwﬂﬁﬁ?,&ﬁLm-mn®E%&7§x%y&mgm5_ﬁ%ﬁwm,
BoO PTERECE CEE 2401 mm OLATEOBFICENCR Y, DB PO, OSSR 6
£0.2 mm OREICTN-TNERBICHENTWS, BIRoNEIC L, BE L IZEEAK, E— &R0 VAL R
4 2ERRIDS. REIINTETT, LFOETEIL, BoLEhb 6 mmic HOBELE 2 o0 B EES L BT
.ﬁﬁbfwé.ﬁ%@%ﬁﬁ@?ﬁ%ﬁ&éL&MJmmeE%ma%é;5~4£Mn®&§m%0,Lﬁ%mﬁ

égumzmmf%éz¢mimm®&%m%é.ﬁ%%mmaw—lmﬁ%mﬁﬁ?a%@T,fﬁmT&Tﬁg
PNTHE. ROBROEAFAESNTOLERNL, TNThOH T 2AH\ | FHOBBEE A, B 2 ST
. 0B, MRE ARMICRNT S AT, ML LSS REL RV S8e TORBEOILE, $4 LBk
mﬁﬁ?@%mv&ﬁhﬁﬁ%&m.it.%nﬁﬁﬁf%émﬁ%%fﬁiéhfbé%ﬁﬂﬁ&ﬂé.

EED

#_1.6 =81

BN o £
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6.10 EHEBE

BEEOHE DI EE DR RE D LS -Fdd 5.
B % .
FER ARy bR R U AR
1y - : ' . :

B RESWIEABCRESNIAE (21%) ORBIREAN, BBITEy M5, REBEEITT0S5CREL,
BEEERDERC. SHOREICDARHPRNL S CER LARBEERICREEAN, EbIEE S h i B
ECEBREDHEES. SESNERBTXSEES PR, BB O B & ElE AR 4w bR Fa-oig:
HOLEE OPMTEBREND 10 mm BB AE S, RBRAPERTS. (% HHEE ORBIE O E
ENTVLRB T, BRENEELSELVEREDITCORBELS BT 5 PIUTRBROBERLELVIES
FETH L EARBEERETS. BRBRT, BRI L, HERRR TARNORBROBELERTS. )
R ENTSIEE A O TER LB DR B2 IET 2. MoREHz T FIRDBIERT 5.
HEEORE R B BE S N B L v 3 b3 LS RBERBICFEMATEETIHSIE, b OB 8 — R,
BRBREN TV A EEN2EB 2 AV TB AR L FEOBERELNE = & 1R Lairhidiabizu, ,
PR ETRRBE T A0S MESNIREL, 20 ~ STTOHEEICEY T2 . REBRIEPREROBS,
- pHEREMED =005 LIRNERD L5 ICHETS. (F . S8 EFEL TV ARERSHEOER A D 2 R8E Y,
PBRERICEERPELID IR HD. BELTHS AAEPBEHRERRCERL LT TSI, RBoMIc RS
5%) ,

AREM - 1 BRATORERBEEShTVA L&, e NEEHECE LIRS T, FORMI D B
ERTTHIERTES. Thilbhcir, AESheBERoE1% DN CRRES ST
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