Physical specifications required for different dosage forms
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Dosage Form 71!

Physical Specifications Required ¥R () 55K

Capsule ik 351

Filling variation % & 7 &

Water content ¥ 7K &

Disintegration fif fift i B2

Granules ki 5]

Filling/filling variation (for single dose packing) & &/ &% F (H

7R AL AR )

Water content %7 7K &

Granules size variation i Ff

Dispersibility &4

Liquid (Mixture) &7

Filling/filling variation (for single dose packing) %% &/3 &% 5 (H
AR AL R D

pH

Relative density #H X} %5 &

Sucrose content (where applicable) &#i& (WHEH)

Preservatives (where applicable) B & & & (WRA)

Liquid (Syrup) 5 5

Filling/filling variation (for single dose packing) % &/3: &7 7 (H
TR D

pH

Relative density #H X} %5 &

Sucrose content (where applicable) &##& (WH4H)

Preservatives (where applicable) BiJE & & (WRAH)

Liquid (Tincture) AT 7

Filling/filling variation (for single dose packing) %% &/3 &7 5 (H
AL D

Determination of ethanol 2.5 &

Determination of methanol FFfiE & & (IR A)

Pills .5

Filling/filling variation (for single dose packing) %t &/3 &%= 5 (H
B LR ) D

Weight variation = &7 7

Water content ¥ 7K &

Disintegration ¥ Hii iR

Powder Ei57

Filling/filling variation (for single dose packing) % & /3 &7 5 (H
TR LG ) 7 D

Water content & /K&

Uniformity 4551

Particle size variation $ &

Suppository 127

Weight variation = &7 7

Disintegration fili A% i R




Weight variation = &% 7

3
Tablet /77 Disintegration jif f# i} i
Filling/filling variation (for single dose packing) &/ & Z R (H
FE AL D
‘ Water content & /K &
Tea %557 o

Weight variation (for tea lumps only) &% 5 (V&M FHARED

Dispersibility (for sugar containing tea lumps only ) ¥4k (1 3&
TEREHURED

Please note that for all dosage forms, in addition to the above, the following must be
specified: iHFEE, ArEFIA, BRUAEESRAN, B 0FH:

i. unitweight ¥.{ B &

ii. minimum fill (for multiple dose product) H&{&3E (ZHEEERZM)




