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CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN DUQC DIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

FLUOCINOLON ACETONID

VILAS 087

CaHj30F>04
SKS: 0299049
I.  Muc dich sir dung: Chuan Duoc dién Viét Nam Fluocinolon aceta 0299049
duge st dung cho cac phép thir dinh tinh va dinh luong bang phuong pk ¢h hoa
ly.
Intended use: The Vietnamese Pharmacopoeia R@ren Substance_ofFluocinolone
acetonide control No.0299049 is intended to be ustgnin physicoc emical analysis for

assay and identifications.

II. M5 ta: Bot két tinh mau trang.
Description: A white, crystalline powder.

III. Két qua phan tich: Ddi chiéu voi ¢ ‘ acetonid EPCRS 16 5.0, ¢6 ham
luong 99,1 % C,4H;30F>04, tinh theo n

Analytical data: The Fluocinolone acetonia RS batch 5.0 was used as Standard and
regarded as 99.1 % C»4H;30F>0, calculated-on

1. Pho hong n@
IR

Concordant with the infrared absorption spectrum of
Fluocinolone acetonide RS.

: +105,6° (dung dich 1% kl/tt trong methanol, do & 20 °C)
£105.6° (1% kl/tt solution in methanol, measured at 20 °C)

3. Mat khéieéng do lam kho @ 0,7 %
Loss on drying

4. Tap chét lién quan (HPL.C) : Tumg tap < 0,55 %, trong d6 01 tap > 0.5 %
Related substances Tong tap: 1,25 %
Individual impurity: <0.55 %; in which, one imputity > 0.5 %
Total impurities: 1.25 %

5. Dinh lugng (HPLC) : 98,0 % CayH30F>Og. tinh theo nguyén trang.
Assay 98.0 % Cr1H;0F504, calculated on the “as is " basis.
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IV. Huéng din sir dung: Khong sdy truge khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhiét do 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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