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Purpose of the Work

Methodology

The pumpose of this work was to ev aluate
new bioadhesive film called Patch
Fam aceutica Serono,

invitothe transdemal deliv ery of progesterone
-non-Patch ® (PnP),in com parison with Crinone 8 ®
Itay ), acomm ercial of the drug .

from a

Permeation Experiments
(Industria

HPLC Analysis ofProgesterone
form ulation

PnP is asingle layer film — bioadhesv e ony

(). PnP

inthe presence ofwater — thin transparent and

films were prepared by mixing afilm -fomingpoly mer
of PVA), anadhesve (aqueous solution of PVP K90 and PEG 400)and a w/o
my ristate -based microem ulsion in which progesterone

spread on siliconized paper

m echanically resistant

(aqueous
solution

isopropy |
was solubilized .The mixturewas then
and oven-died at80 °Cfor 30 minutes .

F ranz ty pe df usion cells

0.63cm 2)
Bamier : Rabbit ear skin
Receptor : saline solution
containing  0.4% of HP $-CD

Column Nova-pak ™ C18 (Waters)
Mobile phase :CH 3CN:H ,0 (62:38 viv )

Flow rate: 1ImI/min

Uv detection: 241 nm

Results and Discussion

Table 1. Drugloading of the formulations tested

and

Table 2. Composition ofthe films PnP1and PhP 2
relative amount of progesterone  delivered after24 hours (% wwondry basis)
) Drug Progesterone . *The total amount of progesterone added in the
Formuiation SN pemeacd aterz4 Composition PnP1 PnP2 preparation of the filmPnP1  exeeded the solubility of
¢ the dug inthe ME, leading to a supersatured
. PVA 42 15 sytem. Optical microscopyexamination in the
Crinone © 8 0.8 2510 +294 presence of polarized light showed the presence of
Adhesiv e 30 40 several crystals of progesterone in PnP1 (figure 2),
PnP 1 0.12 2396 + 263 vhile few crystals were observed  in PnP 2 (figure 3).
Microemulsion 26 43,5
PnP 2 0.12 4943 + 643 Progesterone™ 2 1,5

The amounts of progesterone delveredfrom  PnP 1and from Crinone ® 8 were com parable

after24 hours ,
while PnP 2 showed a higher permm eation prof ile . This behav iour probably

depends on twofactors :

1. The higher content of microemulsion inPnP 2, because isopropy Imy ristate —the maincomponent  of
microemulsion  — is known to be

a perm eation enhancer 2).

Figure 2. PnP1

Figure 1. Pemm eation profiles  of progest erone
the films and from the commercial gel

Figure 3. PnP2
Crystals of progesterone  observed inthe filimsby
2.The absence of crystals inPnP 2, because precipitation of progesterone determines  a reduction  inthe optical microscopy inthe presence of polarized light
pemeation of the dmuugacross  the skin .
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