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Taizhou Creating Bio-pharm Co. ,Ltd.

ADD: 715 Room,Unit A.Junyue Building, Taizhou ,Zhejiang,China

TEL:0086-576-88827176
FAX:0086-576-88822496
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CERTIFICATE OF ANALYSIS

Product name: Dydrogesterone b i %1/ 152-62-5

it

Batch no.

5:20221025

Quantity %%

H#:30KGS

Manuf. date 7= H #: 2022/10/21

Expiry date 7 2%

#H: 2024/10/20

ANALYSIS TEST SPECIFICATIONS RESULTS
g H % R
Appearance i White or almost white,crystalline powder Conforms
F B L A 45 IR R FrE e
Identification(IR) The IR spectrum of the sample corresponds | Conforms
AR g3 to the spectrum of reference standard. FEE
A B LA 6 IR ST 3 500k B — 3
Specific optical rotation FLjiEf | -469° ~ -485° -474°
ImpurityA NMT0.3%
)it A<0.3% <0.05%
ImpurityB NMT0.15% ND
Z& )i B<0.15%
Related Substances ImpurityC NMTO0.3% ND
AR ZJfi C<0.3%
Unspecified impurities NMT0.10% ND
AR 5E 4% 1 <0.10%
Total impurities NMT0.5%
SR <0.5% <0.05%
Lose on drying )&% 5 <0.5% 0.07%
Sulfated ash & #h /K 73 <0.1% 0.01%
Ethyl acetate <0.50% 0.09%
Residual Solvents(by GC) Dichloromethane <0.06% ND
Tk B Methanol <<0.3% ND
Acetone<<0.5% ND
Assay (dried substance)
TR GBS 98.0%~102.0% 100.0%

Storage fii 7 %14

Preserve in well-closed containers. 5% 351 45 25 {517

CONCLUSION: The results conform to Ph.Eur.10.0
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& Ph.Eur.10.0

H ¥ N Checker:

LEIN

Analyst:




