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Bulk Solution

Diffusion Layer

Scheme 1. Dissolution of drug particles according to diffusion laver model.

DDDDDDDDDDDDDDD

DDDDDDDDDDDDDDD

DDDDDDDDDDDDDDD

DDDDDDDDDDDDDDD

DDDDDDDDDDDDDDD

DDDDDDDDDDDDDDD

DDDDDDDDDD

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

]]]]]]]]]]



1900

[ [ [ [ i [T |

A. NHzy y SNJ S &

S g LI LI UL UL LI LU UL LU UL LIy L U UL UL U LI Ly L LI L L L L]
OO OoooOoOD|0000ooo00o0ooooon| 0000000o0oo0ooo|0000000ooooooon| 000000ooooooooo [=]

¢c2fft 20112

i. Al 2yeéNiet (1T K23& | {1 A;:
fizikai] SYA Il A Gdzf F 2R2y at 3t i
K! YSNASTESGa!t FNIIYS]



1904

[ ] |

AbSNyaiG sSa

i ANoyeg KA Gy Se

S g LI LI UL UL LI LU UL LU UL LIy L U UL UL U LI Ly L LI L L L L]
OO OoooOoOD|0000ooo00o0ooooon| 0000000o0oo0ooo|0000000ooooooon| 000000ooooooooo [E[==[=]=]
—
@

NﬂNVSNJ
| ISTN33$

NE$Ye$u AY
JjT Asa +ffl yl



S g LI LI UL UL LI LU UL LU UL LIy L U UL UL U LI Ly L LI L L L L]
OO OooOoO0|000o0ooo00o0ooooon|0000000o0oooooo|0000000o0oooooon| 00000000 ooooood 000 0o00ooooooooo| 0ooooooooooodod

IVIVC



DDDDDDDDDDDDD

DDDDDDDDDDDDDDD

>

PHARMACOPOEA
HELVETICA

EDITIO QUINTA

LIANA

EDIZIONE ITA

-‘,

1934

BERNA

STAEMPFLI & CIA, TIPOGRAFIA EDITRICE

DDDDDDDDDDDDDDD

DDDDDDDDDDDDDDD

DDDDDDDDDDDDDDD

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

DDDDDDDDDDDDDDD

DDDDDDDDDD

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

]]]]]]]]]]]]]]]

]]]]]]]]]]



8

ANTIHORITY OF THE MEDKCAL BOCTRTIES AXD COLLDORS,
BONTON
PRINTES BY WHLAS AFS Auar,
FoA eManies pwen, so. B), conmamia.
[T

PHARMACOP(EIA
UNITED STATES OF AMERICA.
1380,

vr = Ur
RSP
va*AI
<{ XY —~
o<

COooooooooooo) 0| ooooooooooooood [Doooooooooo0oood |[Doooodoo0oo0Oood [DDo00o0oooooood 0000000000000 oo [O00O00 o OO O o

Il nanneEennn

e e A | | P A e e




[ [ [ [ i [T |

S g LI LI UL UL LI LU UL LU UL LIy L U UL UL U LI Ly L LI L L L L]
OO OoooOoOD|0000o0o0o0oooooo|000o0000o0oooooo|00000o00ooooooon| 000000oooooooog ooooooQo

e Sa

yolil ! 3&t NI
BRINI 1 bR Y€
2StSyda! a |

S
|
N

|
|
1



100%

©

: -
@ 73
- ]
2| Mechanical Lag 5
a + 5
2 Wetting

/

Deaggregation
* Disintegration

0%

iRV



11



Solubility (g per 100g water)

Solubility vs.Temperature
for a variety of salts
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Stomach Jejunum lleum Colon

pH 1.4-21 4.4-66 68-86 5-8 fasting
3-7 5.2-6.2 6.8-80 5-8 fed
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Fig. 2: Dissolution profiles of ibuprofen (IBP) suspension at 25 rpm.
IBP release patterns at pH 7.2 (=), pH 6.8 (—¢-), pH 4.5 (—s—) and
pH 1.2 (--A-)
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2019 Scheme I. Dissolution of drug particles according to diffusion laver model.
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Table 1: Apparatus used for Novel/Special Dosage Forms

Type of Dosage Form Release Method

Solid Oral Dosage Forms Basket, Paddle, Reciprocating Cylinder or Flow Through Cell

(conventional)

Oral Suspensions Paddle

Oral disintegrating Tablets Paddle

Chewable Tablets Basket Paddle or Reciprocating Cylinder with glass beads

Transdermals - Patches Paddle Over Disk

Topicals - Semisolids Franz Cell Diffusion System

Suppositories Paddle, modified Basket or Dual Chamber Flow Through Cell
*Chewing Gum Special apparatus (Ph.Eur.)

Powders and Granules Flow Through Cell (powder/granule sample cell)

Microparticulate Formulations Modified Flow Through Cell

Implants Modified Flow Through Cell
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Figyelem! A dezintegracios vizsgalatok nem
nydjtanak idében dinamikus tajékoztatast a
hatoanyag kioldo kézegben tortend
megjelenéseérol!

A szétesesvizsgalatok célja a
gyogyszerkeészitmeény dezintegracios idejének
meghatarozasa, tekintet nélkiil annak
hatoanyagara!
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