Hubei Gedian Humanwell Pharmaceutical Co., Ltd.
Address:No.25 Juxian Road,Gedian Fconomic Development District,F-rhow 436070, Hubei Province, China

CERTIFICATE OF ANALYSIS

Product :  Finasteride Micronized Batch Mo, :  ELU-FTD200801M
Quantity : kg Specification: EP10

Mify. date:  2020.08.06 Retest date:  2025.08.05

CEFP No.: RI-CEP 2013-238-Rev (M)

Item Specifications Results
Deseription White ar almast white erystalline poveder Almost white crystalline powder
Identification IR:Comparison:finastcride CRS, i“::l“nﬁ E‘I::';Lf;;:;;d
Specific optical rotation FI20F~ + 14,0 (n dried substanes) +12.5°
Loss an drying =05 % 01 0%

Impurity A=i.3% 0.002%,

Impurity C=0.3% 0.13%
Related substances

Any nther unknown impurity =0, |0 % 0.04%

Tivial impuriies =0.5% 0.23%

Metannl = 30 0pgm Mt detected

Ethanol = 5000ppm S15ppm
Residual Solvenrs Methvlene chloride=600ppm Mot detegned

lsopropyl acctate << 5000 ppm Mot detected

Toluens = &90ppm Mot detected
Pd = 10ppm Mot detected
ARERY 98.0 ~ 102.0 %{On dricd substanee) 101.3%
Purticle Sire OS2 pum Conform

Conclasion: Complies with the requirements of EP10

Q.C. director: %} QF: r@@r

Date:

Soda b owd Date: S jr.0d



