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APHARM ubei Zhuxi Humanwell Pharmaceutical Co., Ltd. ﬂ
Sorvesengs) 0 ot + ey dvoger Industrial park, Zhuxi County, Shiyan 442300, Hubei, P. R. China
TEL: +86-719-2738828 FAX: +86-719-2738828 ARER
Hitp//:www.zxhumanwell.com, E-mail: market@renfu.com.cn
CERTIFICATE OF ANALYSIS
Product(s %) Testosterone Batch No.(#4%): GT220804
Quantity( £ ¥): 164.02kg Specification(#.€): EP10.1
Mfg. date(/* 8 #): 2022.08.20 Retest date( L% 5 #): 2025.08.19 \
N
Item (5 H) Specifications (#77#) Results (#%)
TDrescription White or almost white erystalline powder, : &
(i 4k) or colourless or yellowish-white crystals Wite co=gji powier
Identification IR:Comply with the reference spectrum Conform
(& 3P
Mielfioy puimt 153°C ~ 157°C 154.5°C ~155.0
CHiE 5) T ~157 54.5°C 07
Loss on drying = 0.16%
{%ﬂii} ml.[ﬂ"ﬁ -'5‘1]
Specific optical rotation P & 5
(&R 106 114 +111.1
Impurity K=0.15% 0.04%
Impurity C=0.3% \ 0.04%
Related substances :
v 12
Chr £ 80 ) Impurity [£02%, 0.01%
Any qth;__r_ii];pu:it}fé.ﬂ. 10% 0.05%
Total impurities =< 0.6% 0.14%
M&Ihm‘iﬁl =3000ppm Mot deteeted
Ethanol =5000ppm Mot detected
Residual solvent X e
(& @) Ethyl formate = 5000ppm Mot detected
Erhyl acelate=5000ppm 397ppm
pyridine=<200ppm Mot detected
Assay :
(25—102.0% g
(A, 98.0%—102.0% 100.6%

Conclusion: Complies with the requiri!_m'énts of EP10.1
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