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g Product Dexamethasone FManufacturing date 2018.11.27 T
'$ /| Batch No, NUD 181201 Report date 2018.12,21
* B Criteria Current EP Retest date 2020.11.27
IS | | FHE
S Specification Batch result
. | Appearance White or almost white, crystalline powder Whitgo?’%‘gf“me
L e '
// \i"‘r'//\ Identification First: B, C Conforms
f230pa e =, | Specific optical -
Eggggg J ﬁf 555 | rotation +86 ~ +02 +69
tH ?3 i -’;Efs Total impurities < 0.5% Total: 0.22%
;ggg_ ;EE Ei Impurity G: < 0.3% =0.05%
s g5QE 'E?E : Impurity B: < 0.15% <0.05%
i ;g EE Related substances flmpurity F:<0.15% <0.05%
? mpurity J: < 0.15% <0.05%
| Impurity K: < 0.15% <0.05%
Unspecified impurities < 0.10% Max: 0.08%
{ Loss on drying <0.5% 0.14%
; Assay* 97.0% ~ 103.0% 99.3%
Methanol < 3000ppm 114 ppm
! Residual solvent Chloroform < 60ppm ND
| N, N-Dimethylformamide < 880ppm ND
Particle size Bgygr{?ti :fggcﬁge Conforms
Batch size 55 kg
Quantity 5 kg
Conclusion The above product conforms to current EP J

*Storage conditions: Protected frorh tight
*Calculated on the dried basis
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No. 19, XIME 9th Street, West Avea of Yianjin Heonomic-Technological evelopment Ares, Tianjin, 300462, China
B (Telephone) : 86 22 66321554 HE (FAX) : 86 22 66321556




