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Dissolution of diazepam tablets (77N)

“— Primojel®$¢

Primellose®$E

l

5% mg / §& % W/W
T ENL
Diazepam 2.00 2.00
SuperTab® 14SD 118.40 118.40
Pharmatose® 100M 118.40 118.40
Primojel® 10.00 | -----
Primellose® |  ----- 10.00
2T T Y VERMg 1.25 1.25
Total 250 250

Blending & compression to 80N (target).
Dissolution in 3 media

> water

> 0.1M HCl

> 0.1M HCl + NaCl (3.5g / L)
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5 HIRFIEE1% HIRFIEE2% HIRFIEE4%

d RiE | 50:50 | 4% | R | 50:50 | 44K | RE | 50:50 | #hiE
o4H027x+%9Na 250| 25.0| 25.0| 250| 25.0| 250| 250| 25.0| 25.0
?}fjﬂ)’ﬁg*%:m 190.0| 190.0| 190.0| 187.5| 187.5| 187.5| 182.5| 182.5[182.5

W& | @#8+t/)10—2 101 250| 250| 250| 25.0| 250| 250| 250| 250| 250
RER>25 5.0 5.0 5.0 5.0 5.0 5.0 5.0 50 5.0
Primojel® /Primellose® 25 1.25 5.0 25 10.0 5.0
Primojel® /Primellose® 1.25 2.5 2.5 5.0 5.0| 10.0

s i
ATTVUEEMG 2.5 2.5 2.5 2.5 2.5 2.5 2.5 25| 25

Total 250.0 [ 250.0 [250.0 [250.0 |250.0 |250.0 |[250.0 |250.0 |250.0
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Tablet disintegration (Primojel / DCP) Tablet disintegration (Primellose / DCP)
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Note USP apparatus 2 had to be operated at 100rpm to disperse the DCP.

Dissolution: DCP / 1% Primellose Dissolution: DCP / 2% Primellose Dissolution: DCP / 4% Primellose
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