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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis

COA No.: 890017002
REGS:
Product Name Estrone Batch No. 82001702002
A % S 7 A it
Batch Quantity o Package Size 1. 0OKg/bag/tin/box
’ g 3 At
fit &= B2 A% 1. OKg/43/Wr /48
Mfg. Date Feb. 19, 2017 Retest Date Feb. 18, 2020
A7 L 1A 201702 A 19 H R 2020 £ 02 H 18 H
Basis of
Report Date Sep. 30, 2017 USP39
5 13 2017 4F 09 A 30 H standards £EZ 39
= &%= . 2 B
FRUEAK IS
Items Specifications Results |
5 H FRAEAE RBSE R
Whit tallifies |
Description White to almost white crystalline powder e Cri: a4 %_iisg
. o s powder £ 41T
PER H AR E O SR £ . N St
e .45 B Rk
Specific rotation AN
+158° — +165° +163° s
W fe ff o
A : TheinfraredSpectrwnofthetestpreparation \
. ) Conforms
should be consistent with reference standard. N
ar _ Vi b
As 2R IR LT AN RN B B 550 iR 1 R — 3 2
Identification B: The max ultraviolet absorption wavelength and
K5 minimum absorption wavelength of test
; . ) Conforms
preparation should be consistent with reference B
standard. wE
B: A (19 22 S0 6 R AN B /NR S s H 5 36 Ry — B
Clarity of solution The solution should be clear. Conforms
IR R s
Residue on ignition
. <0. 5% 0. 09%
oL i '
Loss on drying
i <0. 5% 0.17%
FlpkE i '
Residual solvents Ethanol<5000ppm
s 2491ppm
BRI Z.EE <5000ppm
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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis

COA No.: 890017002
&GS
Product Name Estrone Batch No.
82001702002
il % IHE TS fits
Batch Quantity 84 ESE Package Size 1. 0OKg/bag/tin/box
. 53Kg ] .
it =& @esed 1. 0Kg/48 /W /48
Mfg. Date Feb. 19, 2017 Retest Date Feb. 18, 2020
7= 1 HA 2017402 A 19 H B3 2020 02 A 18 H
Report Date Sep. 30, 2017 Basis of standards USP39
s 1 HA 2017 ££ 09 A 30 H PRt AR HE EE 25 39 i
Items Specifications Results
T H FRERLE KIS R
Impurity A <1.0%
0. 45%
KA <1.0%
Impurity B <1.0%
0.33%
d B <1.0%
Ordi -
. g H_liljy Limit of equilenin and equilin <1.0% No Detectabl‘é%
impurities i
5 DM DM <1. 0% KA oz
e )i — 2B
Any other single impurity <c0.10% <. 05% l,\, i
HALEANFTE  <0.10% g
Total impurities <2.0% - &-
RIFISR <2, O ’ ,,4/'
Assay 97. 0%—103. 0% (calculate qn, @«Pféﬁed‘b‘a&sm)
A~ 7l /\ 0 98. 3%
SR BTRAE, SpEIR. 010
Conclusion ézhewodgggﬁ;onfq;ﬁs o USP39.
e 125 i %Mnnﬁ?%’ USPIG 4l 11 i
Remarks 1A 4=
& i %\ F>i£«14ﬂ;fff

Storage Condition

Preserve in tight, light- resf‘f’é’ﬁ”ﬁ’?ontamers Store at 25°C, excursions
permitted between 15°C and 30°C.

et M. B, WIRRE 25C, AYEHRE 15CE 30C,
Address No. 10, Longhai Road, Economic & Technological Development Zone, Qinhuangdao,
1 7 i Hebei P.R.China
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