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Quality of Clotrimazole in various dosage forms

U200 AUnNBAUUN* §N19A §5ANA* AU FNUGIUT* WASININTTU |FEFNIR*

*AUNLAZINYLANRA NTNINLVANFATNITHNNE

UNUA NANITILATIZIA

InalmsunTna Wuenswaesnguaianlaa lnadnalnniseangns
MR HUNLT AR [UALTA Y agf Ty Te ManUweas T n way
NARAgiENNuatsliLL andayanisdisaanuninelaa laau

Taagduuvenmsa Tutlsuilssunn 2551 A11QU 66 At WL

ﬁqm’wﬁwmmgﬁﬁmmgm LAZENALAR MU T AR MU T LT

ARDA MIUNUUTENITY 2554 A1UIU 49 FQRU1NNUI1 4 et 19He

NIMTFIUIITRNTTNTTANLAILBAL AL TUAT AN AN UANDUDIAIE VUG
azvidag dufueniaalnsunlaaginiuniniauenluipadnsnanninin
ennnnau atuniseisrdannine Tutlsutlszannd 2561 411inen

Lardnguanan lhd1mannunineiiaa lasunlaaanuau 3 suuuy 1aun

2174 (Cream) LN AN AL LEN (Topical Solution) LAZLNLIA
ANFLUTLTaIAaan (Vaginal Inserts) Iasidufnasin9aInlaansnung
FTUATE AN TINNNILUULAIUIN 176 FAaeing 1uATN 65 Aaating
NENMFUNINNE AN 6 FI8E1 waTEE A FLWTLTeIAaen

Q11U 105 A28 TUN19471793 AN INEN LAEINBIIT RATNIATTU

ANHNANIIENBILUTENAANTFELNTNT 21TUT 40 NiAALTUNNINIUADL

I—V—P—\

15LATIZANBUNINITATIANLATIZT

IUszEIA

A :
NBRANIATUNTINEN Clotrimazole

UNIUAN ARDULATNIATFIU

NIATATU
a9

NINDNAFDL

Cream Topical Solution Vaginal Inserts

Assay 90.0-110.0% la. 90.0-115.0% la. 90.0-110.0% la.

- Imidazole < 0.5%

- Clotrimazole related cpd A < 0.5%

- Imidazole < 0.5%
_ . - Clotrimazole related cpd A < 0.5%
Organic Impurities o
- Any unspecified impurities < 0.2%

- Total Impurities < 2.0%

- Any unspecified impurities < 0.2%
- Total Impurities < 2.0%

Uniformity of Dosage

Unit

Acceptance value (AV) < 15.0

Disintegration Not more than 20 mins

- Total aerobic microbial count - Total aerobic microbial count
< 2x10% CFU/m < 2x10° CFU/m|
- Total combined yeasts and moulds - Total combined yeasts and moulds

Microbial count € 2x10% CFU/ml count € 2x102 CFU/m

- Staphylococcus aureus: - Staphylococcus aureus:

Examination

Faslunu/mi Faglunu/mi

- Pseudomonas aeruginosa:. - Pseudomonas aeruginosa:.

Faslunu/mi

Faslunu/mi

PRERR

ANTUIUAIDEN ANUIUNSLLEUFITUEN
Cream 65 24 23
Topical Solution 6 4 4
Vaginal Inserts 105 38 260
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1. United States Pharmacopeia National Formulary. 40" ed. Pioglitazone Tablets. Rockville, MD. The United States

Pharmacopeial Convention, Inc. 2017 : 3525,3527, 3528.
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gﬂﬁ 1 LAANHANIIFTIANLATIZY Clotrimazole Cream
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Uniformity of Dosage

Assay Organic Impurities Disintegration

Units
1 Fail 0 52 0 7
i Pass 105 53 105 98
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