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V' 0.1 moULAKEELF F Y & ABEDiHR A(mL)

BABE 5n  HERBOOBEHERIZ> %, 30+1.0 CT
REEZITOLE, 1 mS-emlFTHSD, L, BERE
(P<ppelsi AN

BREE 04 15.0%LLTF(5g, 105, 1685ME).

WEVRE (1.05) AR gy, RIFRMEMEMKONE



EMI10% CFU, BEBHONFELMILII02 CFUTHS, &

e, KIBERCHFLERS 2BOR,

Rpik
Bk BRCRE LT TREFETS.
‘5B KEEN..



Bk 2

SEHR WEBR

FEME . Toftt BIARELGERBSIZHI76E
BERI-XENL S,

B+HARTEBARERASIZH T 2ERHAN

BMER : 20124118 (Corr. 1)

E3s ik 2 BHAUESEERS (B |&%
EERFO—MELET S
& (PR 25 EMESBEE
SR 190 8) iC & BIE)
Gelatin (Gelling Grado) YS5F2
Definition P18 B BAERFT
i, BRIR
THLAELD
RERICEE
fzun,
Identification A LB (1)
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..... pH . pH
Conductivity ygs
Sulphur dioxide WX (T) (LA A0
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B (FR 2B EMESBHE TR 190%) 12LD
XIE)
Uniformity of Dosage Units 6.02 RAYH— T RWEL
(Introduction) (&) BAXRDHIZEREIH :
AN L CTHRESA
BB ST VBN REH
Content uniformity .. SRY—{tRHB
Solid dosage forms (i JERNA
Liquid or Semi-Solid dosage forms (i )R R IL R E RN
Calculation of acceptance value L1, HEEOIHK
Mass variation . 2. REBERS AAERFEARKEN :

AR BRENY—THDZ LERIE

Uncoated or film-coated tablets

(I)BEXRTANAI—F 4 I2

Hard capsules (i )iE A 7K

SoR capsules (58K 7 ARl

Solid dosage forms other than tablets and  |(iv)EEH & & 7t AR DB RRF)

capsules

Liquid dosage forms (v )i "in conditions of normal use. If necessary,
compute the equivalent volume after
determining the density.” % #I6%

Calculation of acceptance value 2.1. HEHOHK

Criteria 3. HEXM®

Solid, Semi-Solid and Liquid dosage forms

CDEBNRE, FEENF, RUEN

Table 1 Application of content uniformity
(CU) and mass variation (MV) test for dosage

forms
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