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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis

COA No. = 890017001
RERS:
Product Name Estrone Batchcyo. 82001701002
Al % DME By A =5
Batch Quantity 25 99K Package Size 1. OKg/bag/tin/box
T o8 LI 1. OKg/4%/% /48
Mfg. Date Jan. 12, 2017 Retest Date Jan. 11, 2020
A= HIA 2017 401 A 12 H B 2020 £ 01 A 11 H
Basis of
Report Date Mar. 23, 2017 standards USP39
s B 2017 4 03 A 23 H - £ [E 258 39 i
- FRUERIR
Ttems Specifications Results
I H FrRUERLE HMIGLE R
.. ) . . White crystalline
Description White to almost white crystalline powder P o
owde e
R BEZE A GRS R R
t ’U( E &WE DEET *ﬁj{ E@%%'I‘é%% j,(!x%:‘;}‘
Specific rotation S
. +158° — +165° +158° £ 18
Eb e 1 10
A : The infrared Spectrum of the test preparation N
] i Conforms Yol oy
should be consistent with reference standard. G %h ﬁi
e 75 AT A6 R i L 7 5 R PR — B o ",
Identification B: The max ultraviolet absorption wavelength and
%50 minimum absorption wavelength of test
. . ) Conforms
preparation should be consistent with reference -
Fa
standard.
B: 7k 5 48 A B N /N TR iR K S et B — B
Clarity of solution The solution should be clear. Conforms
AL BLE e
Residue on ignition
. <0. 5% 0. 08%
IS " :
Loss on drying
. <0. 5% 0. 02%
FlpkE ’
Residual solvents Ethanol<<5000ppm 1841
B E Z,EE<5000ppm =t
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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis

COA No.: 890017001
WERS:
Product Name Estrone BatchDNo. 82001701002
Hh % MERR ER b=
Batch Quantity 35, 29K Package Size 1. 0Kg/bag/tin/box
A e 2 B 1. OKe/%8/7 /46
Mfg. Date Jan. 12, 2017 Retest Date Jan. 11, 2020
A 7= H 2017401 A 12 H F1HA 2020401 A 11 H
Report Date Mar. 23, 2017 Basis of standards USP39
5 H# 2017 #£ 03 A 23 H FRUERYE EEZHH 39 K
Ttems Specifications Results
I B FRUERLTE ISR
Impurity A =<1.0%
0. 45%
R A <1.0% ’
Impurity B <1.0%
0.22%
ordi ZFEB <1.0%
) ' 1?a?y Limit of equilenin and equilin <1.0% No. Detectable
impurities DR <1 0% Sk
AR = : , -
Any other single impurity <0. 10% <0, 05%
HihgAZpmE  <O0.10% 4
Total impurities <2.0% 0. 67%
ZFEE <2.0% '
Assay 97. 0%—103. 0% (calculated on the dried basis) 97. 9%
4B STRAE, SUEBEN 97. Q=TTg 05 '
Conclusion The prod é%gg&ﬁi&ﬁﬂ?g%}ﬁs.39. -
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o ol 6T
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Storage Condition

p . P _ 5 RS i o o
Preserve in tight, light resf§&2:t¥ggpggl @;sé/g%ore at 25°C,
3

permitted be»wggn§3573 ,

excursions

0°C.

e o Sougen 5 C ;
W6, HEIRTE, WIERE 25C, A¥HmE 15CE 307C.
Address No. 10, Longhai Road, Economic & Technological Development Zone, Qinhuangdao,
* Hebei P.R.Chi
2 FE b Ak ebei P.R.China

chEIL A RS BT AN EARTF R X RIEE 10 5

Reported by/ Date
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