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PROGEST

100 mg or 200 mg
Soft Gelatin Capsules

For Oral or Vaginal Use

Progesterons  micronized ) 100 mg or 200 m

Inactive ngrodlonts : Peanul O, Soyalcitin.

Sl For progost 100 m Glycer

benzoate, Titanum di nchmea\ Ted, FD & C yellow.
g : Gelaiin, Giycerol,

indications : Oral
odto pmguumn- deficiency, in particular :

Therapeu
Disorders r
« Pre- menstrual synd
« Menstrual wrsgulalmss ' cysowaton o anovulation,
« Benign mastopat

tering progesterone would be to delay the ajection of the dead egg ( or the nterruption of &
non-progressive pregnancy ).

~Treatment n the conditions of use, s not a contraceptive.
Theuse of Progest (100 & 200 ma) sauld ony [ used npregnarcy during th st imester and by
vaginal use. Progest ( 100 & 200 mg ) is not a traatment of preter

¥ Gases ot hepatecolular or taron and i coses o cholbtac

T pregnancy were exceptionally re-
pregna

other drugs and other forms of interacti
Not applicable.

Pregnancy and nmu feeding : Numerous epidermiological studies involving more than & thousand
patients did not find ar d fetal

Efocts on abilty to 0rvo and use machines  Progest (100 & 200 mg) may cause dowsinoss or
dizziness. Therefore, when taken this medicine

Sideeffects :
Oral:
- Drowsiness or ransient dizziness, occurring 1-3 hours after intake of the product. In that case, dacrease
the dose, or change the timing of administration.

(for exarmple, 200 mg / day, take 200 mg at bedtime in a single dose, away from time of meals ) or take
the medine by aglra .

- Shor
I oottt wemment o o ycl (6. sarfom 19*cay of the cycle nstead of 17°).
ts oceur more often with an overd

burning, itching, or greasy flow ) was observed during the various clinical studies.

« Premenopal
 Replacerment ‘therapy for menopause (in addition to estrogen therapy ).
Vaginally : Vaginaly
P o (oocyte
onation ).

. tho WF).
- Supplementation of the luteal phase during spontaneous or induced cycles, in case of hypofertilty of
primary or secondary sterilty, in particular by ysovulation.

. In caso of throatonod aborton or provention of ropeated abortions duo to luteal insuffciency until tho
2% week of pregnancy.

~ No common side emecl , espocaly drousines o czzinees, have been tepartd n clionl s ai
the recommended dosa
Pharmacological ropertes

Pharmacodynami rogestarone.
Properties of Proge
in particular : gestagen, antiesirogen, low antiandrogen,

- Inall other indications, f side effects
due to progesterone ( drowsingss after oral absorption ).

Dosage and method of administration : In all therapeutic indications, it is important to strictly follow
he racommended dosages.

Wnatverhe inicaionand rout o aministaion (oralor vgial ), the s shld ot excesd 200

i use - 1 defcenciosof progesterone, the average dose is 200 to 300 mg of micronized proges-

terone per day.

it

n'the uteal insufficioncy - ( pemonsial &yndromo, bemgn mastopathies, menstrual rregularitss,
300

mgin2 doses, 10 days per cycle, usually from 177 fo 26" day.

andametial hyporplasta)  ad progostiono a 200 mg daly I wo doses of 100 g aach. al bodima
for 1210 14 deys pr month, o the est 2 weeks ofsech herspautosequencs,
therapy for about one week, during

which 11 usuel o bserve a deprvellon in homorhage,
of side effects

due to progastarone ( somnolenca after oral absorption ).
gl :

gina.
complete

- Prog
deficits ovary deprived women ( oocyte donations ) :
addition t is as follows :

100 13 of Micionzad progesterone per day rom the day 195 and 14 day of tre ranser cycle hen
200 img of micronized progesterana per day from the 15" to 25" day of the cycle, dividad into two doses
per day and from 267 day of the cycle and in case of early pregnancy, this dose may be up to 600 mg/
divided into 3 doses.
- Tis dosape w e contuad urthe 607y, and ) he 129wk pregnercy:
- Supplementation of the luteal phase during’ IVF cy

he recommended dosage is 400 10 600 mg per day, hken i o o tree doses per day, starting from
the day of HCG injection until the 12th week of pregnancy.

ral use :

ption
Mronized nmgeslevone i shacsbel i the digestive ac. Tha e in progatarn bagies from he
ples

To i oul I vaoeors showed it atter o Srulaneous mgesnon oo capmies o 100 mg
progesterons, progesterone in blood ranges from 0.13 ng / mi to 4.25 ng / ml after 1 hour, 11.75 ng / mi
a2 hours, 837 ng / ml &l 4 hours, 2 ng /! al 6 hours and 1.64 ng / ml at 8 hours. Taking inio account
ihe tissue refention time of the hormone, it is necessary to divide the dose into two applications, about
ther, in order to achieve impragnation throughout all day. There are sensitive
Indiidul vaiation, howovor i samo indivdual i th samo phamacokinali heracort o

Metabolism: In plasi A4
oy excrelon s 95% n he (o o gyeurocoriigata maapolios - o main of which 33 6.5 f -
regnandiol ). These plasma and urnary metabolies ae Identical to those found in the
physiological secration of the ovarian corpus luteurn.
/aginally :
Absorption : After vaginal insertion, the absorption of progesterone by the vaginal mucosa is rapid,
since high plasma levals of progesterone are observad within the first hour after application. The max.
imum plasme concentration of progesterone is reached wihin 2 — er the applcation and is
maintained at a 24 - hour mean concentration of 9.7 ng / ml after administration of 100 mg morning
and avering. Tio averge econmanisd dosege Ursatore Indutss physklagcal and sabls plasma
g the luteal phase of mensirual cycle. The
Eralintr-incvidee vaiaions n rogesterons levls o poss\lﬂe 1o precisely predict the expected
lfec wih  standard cosage,
At doses higher than 200 mg / day, the pmges«mne concentrations obtained are Comparabe to those
described during the first imestr of pragna

in the form of 3 @, 5 - pregnanediol ( pregnandiol ) as evidenced by the progressive. increase of i
concentraion (up o the maximum conceniration of 142 ng/ mi at the 6 hour).
ackin

. d cycles, in cases of hyp For rogast : i " o 12 5oft
prim parii i an inner parphiet.
Dot ey, tom. 17 dayof o eyl for 10 days. Tha atront Shoudboquicly reeaadin e absarce o PVC) sirps, each of 15 soft
of amenorrian and diagnosis ofpregnancy uni 1o 121 wedk of gleincapsiesandan ner pamic
e ot :.;::‘m 12" wask of pragnancy.  Store at temparatura not excaoding 30°C, n a dry place. )
P liver funcion.

Special Warnings and preclullnns :

Niers s el of arly spontanus aborions are due o ganotic complcatons. In o, nfectous

Keep out of the reach of children. PH ARCO —)
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