CKAEFER 0127H 28
FH-23 % 1A 27 H

%ﬁﬁﬂ%ﬁé££%(ﬁwﬁ B

EHHEERRRREETERS

mmyBﬁ4b74/_%o<$ﬁ%ﬁﬁii( mwﬁﬁfﬁ%&)uowf

- A%, BXEBUE Eﬁcnuﬁﬁwﬁn@%x% (ICH) =BT, TICHQ4B HA KT A
(FRE214E 5 7 26 BT EERBETEE 0526001 BEAEHEE EERE QHEETEE
B ] OBEMBEXEL LT, %%@kk@%ﬁ@ﬁﬁfﬁﬁﬁgowf st
COBXE CUT IRXE] 2WwH,) RNevEebohE Lt@T,TnE COWTHT
«ﬂ@i ﬁMT%ﬁ%%#uﬁbfﬂﬂﬁ@ﬁﬁ%biT

k=

ﬂ@ﬁﬁﬁﬁ%&@@ﬁwf_
, BZIK%)%?? (BR). XEZEFBF (USP) &UEKJII%)%’?? (EP) U f_ffﬁﬁ%)%ﬁj
BV KRESH TV B EAIOBERERRECEL T, AXEOH 2 BRI
”é%ﬁm%w\mHﬂﬁmﬁmeEﬂmﬁﬂ%&%@fhﬁ Eo |

2. AICEICES ERSNERGAR @m&wx | :

(1) AXEITESE, mﬁﬂﬁﬁﬁ_eénf ﬁ%ﬁﬁ@%ﬁ@ﬁﬁ&ﬁ%&%
WA 25E1k, AREFBECHRSEFR, USP 2EHFEHUL BP — AR

Db, w#mm@a%&%%%bt%@ﬁéﬁﬁb ﬁ%ﬁ&&@ﬁ%@/%
EEEERERT S L, - L

(&%) R ‘ N B
AR XXEE LY, (QOBEEH - OORRIE). LV RBEITH L&, HE
BOBELVRUTOHE, BELT5H. BEBLVERVHEEL S L X1k, BIC
ﬁ%%z@@bﬁbfﬁb 3l@ﬁﬁkkﬁé$ﬂggﬁw§@ V%LU T D%

A EELTA. |

_ (2) E%uuiLﬁﬁjuﬂnuatp FBE%%H*&’LK%B@?E)J B%naﬁbfﬁ; =h

TVBEEIZONT, AXECESEBBT5RBRIEE (USP BEHHICL S

Xﬁ:mp—&%%& Iéla@%%ﬂﬁuﬁﬁTéﬁéK%ofﬁ\ik\‘

.)




Eﬁ%%kﬁ USP 2&1EH T EP —RRES 4 Xﬁﬁbf% énfmé.
fm B \-“Dll‘wf ‘i%ﬁﬁff%wﬁﬁné &< SRR A uw%?é IZH- Tk
Vf&bf%?&%l#ﬁ%9@@ﬂﬁh%ﬂ<% ?E@—%TE% #F LT
TR L)) SUIEREEE 14 R 10 BOREICES CRBEEDBER
_ﬁE %5@&(%?f§ﬁfﬁﬁﬁj&MO)%ﬁvzgﬁﬁmﬁ\%&®ﬁ
I & 0 RBMOEE P SERBEITIE — 5 B EEUTBRREE G H OB i
T, SHEEOLOBMERBIET ) I LR L,
(3) ABHFERICIL, ER (1) ORMEToLBEETH-Th, Tl LR Bk
I & A RBRIE R BRI B - Lo Vi R L@(z)m%ﬁﬁ %Lﬁ%m
ﬁ‘ﬁ%*"{’@ﬁ i%uiab\

3. | ' | :
Kﬁ%ﬂi :FE}ZZ%IEI ﬂ27 BJ:D@H?H‘% s




(IR

Q4B EIEEIJ4¢E§E% (ANNEX) 9
%Eﬁr#xb%mﬂﬂﬁkkwfmﬁﬂmf6LW®ﬁﬁ&U@&

SRR DBEHERBYE

D H &

B1E F i SO eenesenies S eeeeseesenensnaenns e 2
BE2EE QUB FIRE IR oo e 2
2.1 BB e, ettt e ent s e s bbb s b s ettt st saenaen s D
22 HUE M E I S S e 2
o= i R SOOI~
AT TSI S TOBEIE oo 2
4l AREREE.. e s s e e e vt 2
42 KE (FDA) OBEB oo SR i 2
43 BU DEFE wovsicnsmssresisssissnsssss e ssisessssssissrsininss 2
44 BE (BEREHE) OB R S 2
5% Q4BIECAVZBBER e et ST 3
511mGﬁﬁI£(HBJWuﬁ6B E%ZI )OO

L 52 _ﬁﬁﬁﬁpkﬁéﬁﬁéﬂ .................. e 3




% 1 B FX
ALEN, J“%E%l ®F*Téfa”?ﬁ{£h.0b T Q4B %F?%VE%ﬁfixfnﬂﬁﬁéﬂtF%%r Lt'
HOTHD, Z’Sﬁ‘?ﬁ{_ﬁ _L’E%Eﬁ@ﬁxm (PDG) 7> BTEtHéﬂﬁ_i)O)Té?)é

‘%25 Q4B FHE LR
L ORBOFE - o
ICH 1 E.% 213, Q4B EMFIEREM OFMAICE I T, BINERITIRED 2.9.7

Friability of Uncoated Tablets. H FERFTRHDOLE R 12: §E %’J@WETEFF AEBRIE GERERR

¥ 26. Tablet Friability Test) | &U*@%ﬁﬁ INE D <1216> Tablet Fr1ab111ty 23 ICH ﬂﬁﬁ?ﬂ
IFOW’C*E—_FL%U%'C X5b0E LTEIET S,

'zz'ﬁ%ﬁ/wﬁgﬁ - . o -
BUCRET 5 bOOEN, 1 ERBRICBT 3 EERDIL L0%U T Ths, %3 ER
%&%mLk%é%\ﬂmﬁiﬁé%wwﬁﬂ\ﬁﬂgiﬁ&mUmﬂTﬁkéo

& 3 = ﬁ(ﬁﬁﬁ#ﬁﬁ , ' ’
RSB ODﬁaﬁ%lJﬂﬂﬁﬂZTﬁaﬁ ST RER (ICH AT 7° 5) T, éu?%ﬂﬂiﬁzf ERTTRE &
BB, mﬁﬁ%igwﬁrﬁﬁé BENH D,

EAE FATICY o COREFE |
41 BEREE  REONTE, BEIRIERE S, RERTDF % Q4B HFIFIEE
| ERATHELAATEOS 21 BLBRINTVAEREET A MOERT B8,
VR BEE (R, HiE &U/Xi%wﬂﬁ@?h%% ERHIEORERS
@aﬁzm_réaﬁmm&m qiéao

':42'x@(nm)@%@:Lﬁ@@%mgd%\%ufxxxgm%ént%wt%m\
#21 EICBBSNTVBERFT* 2 MIEEAATE 5, LHLAENL, POK
RF & AVD P BT, RIESEIR L R EMERIO & B IR L CEA
TEBNESDBFERD DHAD D B, o

|43 BUOHBA BONEATIE BHLRE, LEOREAAOEECESE, A3HC
‘ %éné%@t%w\&M%%ﬁﬂﬁ@2&nﬁmemmmmwmmm@ﬁA@@

BERMEHELTWA L LT, RRRRBEH, B LERHCROTALED
%5 2.1 E'C?%Bﬁéﬂfb\éfwm%ﬁjiTi\"x N EFIET S &% FARDZ LA
T3, |

44 Bﬁ(EE%@%)®%é:$i%®%21ﬁh%%éﬁfmé%ﬁﬁ?%xFm\
L OAXBER IR, MERARTER GO L LTHET 2D LB TE B,

;2,




.

HTOBRC VT, ACER AT BRI L VB SN S,

%5% Q4B IV SRR . o
5.1 PDG FFI3CE (PDG ;<7~»—~‘/ 5B ABEBAXE):BAERF 7 4+—F A Vol 14,7No.‘
1 (200543 ARAT)

52 SHERFICRTLIBRER
52.1. ERMERRF - Supplement 6.6 2010 4F 1:A %%h
Fr1ab111ty of Uncoated Tablets. (reference 01/2010: 20907)

522 BAERF : $HEKE EMK%ETJ (2006 £ 3 A 31 BE&%@%‘%/%%Q% =) |
BEHEW 12. GEAI OB RBRE | |
 (ZBARIE 26. Tablet Friability Test) - _, |

| WEEIRERE (0084F 11 A5 B) 1 KWIBFBA v —% v b
F— A=A SN TS, | |
http://www.std.pmda.go ]p/JpPUB/Data/ENG/_)pdata/H201 105 _]p15 errat
a.pdf

5.03. KEKRFS USP32 20094 5 A 1 HEY
‘ ' <1216> Tablet Friability =~




