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Product Triamcinolone Atefon \ 2020.03.28
Batch No. NET200401 p ate {04.0!
Test criteria EP9/ USP42 Expiry date 2025.03 2

Specifications (EP9) Result Specifications | USIP42d) Result

: - . ; White to cream-colore White

White or almost white White crystalline ; . -
Appearance ; g crystalline powder, havin crystalline
o crystalline powder powder noY more than a SIight-OngiT pyowder
Tdentification A IR; ©: HPLC Conforms AR,  B:UV Conforms

Specific optical o o o ° o

B el ]+110t - +:)1;/ +113° +118° ~130 +122

Uty B = .2 70 0.08%
Impurity C < 0.15% 0 06%

Related substances

Unspecif{)gc% ci)rg}lqpurities < Conform s - ——
Total impurities < 0.5% Total: 0.14%

Chromatographic

Anylimpurity < 0.3% Max: 0.08%

purity Total impurities = 0.8% Total: 0.19%
Water £2.0% 02%. 17 @ e
Lossondrying | = - e = 1.5% 0.1%
Assay* 97.5% ~ 102.0% 99.3% 97.0% ~ 102.0% 99.0%
Chloroform = 60;33m ND Chloroform = ES()Fc)iprrj< ND
Bedidualcohvent Dlmethgggrmaml e< 106ppm Dmethglsfgrmaml es 106ppm
peii 59ppm Pe 59ppm
Methanol = 3000ppm N Methano! = 3000ppm
Batch size 55kg
Quantity 10kg
Conclusion The above product conforms to EP9 and USP42.

*Storage conditions: Preserve in well-closed containers, protected from light.

*Calculated on the dried basis.
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