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ABSTRACT

Objective : To formulate the compounding preparation, conjugated estrogen vaginal cream that
is stable under suitabie storage conditions. And to assess the satisfaction of obstetrician-gynecologist
on the effectiveness of formula in order to hormone replacement for obstetric gynecological
diseases.

Method : It was a research and development of conjugated estrogen vaginal cream formulation
from tablets. It was studied in an-ionic and non-ionic cream base and studied physical and biological
stability in 3 storage conditions; 2-8, not more than 25 and more than 25 degrees celsius. And the
satisfaction of the obstetrician-gynecologist on the effectiveness of the formula was assessed by the
satisfaction assessment form.

Result : Conjugated estrogen vaginal cream that formulated from tablets and non-ionic cream
base provided 90 days of physical and biological stability in all storage conditions. Mahasarakham
Hospital obstetrician-gynecologist’s satisfaction was found that, the overall doctor’s satisfaction were
100% in very satisfied. 83.33% were very satisfied in postmenopausal atrophic vaginitis, imperforate
hymen and fusion of labia-labial adhesion.

Conclusion : Conjugated estrogen vaginal cream that formulated from tablets and non-ionic cream

base provided 90 days of physical and biological stability. And obstetricians-gynecologist were satisfied

on the effectiveness of hormone replacement therapy.

Keywords : conjugated estrogen, vaginal cream, compounding preparation, cream base
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(Conjugase ™ 0.625, Elder pharmaceutical LTD),
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M19199 1 uansnsiuTeuimieudunanlugnsisuveeImukuy Premarin vaginal cream™ fuATUNNYR4
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Conjugated estrogen  Conjugated estrogen
Premarin vaginal

creamm™ @ vaginal in vaginal in non-ionic wﬁﬁﬁ“luqmﬁ'l%'u 6o
an-ionic cream base cream base"
mixture of conjugated  conjugated estrogen conjugated estrogen  active ingredient
estrogen tablet tablet
sodium lauryl sulfate sodium lauryl sulfate 1° an-ionic emulsifier
glyceryl monostearate auxiliary non-ionic
emulsifier & stabilizer
propylene glycol auxiliary non-ionic
monostearate emulsifier & stabilizer
Cetomacrogol 1000  1° non-ionic emulsifier
cetyl alcohol cetyl alcohol stiffening agent
cetyl ester wax stiffening agent
methyl stearate stabilizer
stearyl alcohol stearyl alcohol stiffening agent
white wax (white vaseline)  white vaseline stiffening agent
mineral ail (liquid paraffin)  liquid paraffin liquid paraffin oil phase solvent
water water water water phase solvent
glycerin glycerin humectant, emollient
Propylene slycol humectant
benzyl alcohol preservative

paraben concentrated paraben concentrated  preservative

“Ysgend an-ionic cream base 3NNFYHISU cold cream TsaneTuIaNMIAITANY

“Yszgnd non-ionic cream base NMIRALITITUlatUTIER TasinsiavdSygundseansiudin augndvaans
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ﬂfémﬁuﬁﬁﬁmﬂizﬂu i1 sodium lauryl sulfate ¥wihil
Hu 10 an-ionic emulsifier shlvidorduiiuszaay
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ﬂ%ﬁJﬁu%ﬁmwﬁUi%} i Cetomacrogol 1000 18y 1°

non-ionic emulsifier vilviilea3ulaifiuseq daans
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(an-ionic cream base)®

szasi 1-2

seasi 3-4

(non-ionic cream base)®”

conjugated estrogen 0.625 mg 100 tablets 100 tablets
tablet

sodium lauryl sulfate 05¢

cetomacrogol 1000 30¢
cetyl alcohol 12¢ 50¢
stearyl alcohol 34¢ 70¢
white vaseline 10.0 ¢

liquid paraffin 20.0 ml 5.0 ml
sterile water for injection 68.0 ml 69.0 ml
paraben concentrate ” 1.0 mt 1.0 ml
glycerin 3.0 ml

propylene glycol 10.0 ¢

qmil,l,u'wlmim%'sm paraben concentrate 100 ml”

1. methyl paraben 10.0 ¢
2. propyl paraben 20¢
3. propylene glycol gs. 100 ml
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Usinnsiagldldasiu beaker shludsun hot plate
Ti5ou

2. 1Ay methyl paraben wag propyl paraben
aslu propylene lycol 7i5eu aulwavans snasain
hot plate

3. USuusumsliinsusme propylene glycol AU
Thdnduilodeatu vdesliasazaedusias
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1. uAing conjugated estrogen 0.625 mg
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and female climacteric states ; ICD 10 — N951),
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atrophic vaginitis ; ICD 10 — N952), ansfiduius
Alun1suNAUIE I LA URAUNR (state associated with
artificial menopause ; ICD 10 — N953), ungniutes

AaDANEDU (uterovaginal prolapse, unspecified ;
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ICD 10 - N814 and complete uterovaginal prolapse N819), Hensnuasldde (imperforate hymen ;
; ICD 10 - N813), msvidouvasadesduiugans  ICD 10 - Q523) uay wauAAfu (fusion of labia, labia
(female genital prolapse, unspecified ; ICD 10 — adhesion ; ICD 10 - Q525)° Hafawandlunnsed 4
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oy Uu N
GaN ﬁqﬂ
an1rnsruaUsyInnouLay N951 0 0 16.67 50.00 16.67 16.67
Sunuauszsniou
Yo3Aaondntdulonasisun  N952 0 0 0 83.33 0 16.67
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an3
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LANGANY Q525 0 0 0 83.33 16.67 0
AnuisnelalagnInsw - 0 0 0 100.00 0 0
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