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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.
Certificate of analysis

COA No. = 890016003
et G
Product Name Estrone Batch No. 82001606003
A % Py R L+
Batch Quantity T Package Size 1. 0Kg/bag/tin/box
= * g N, s S i
#ft = FL2E A% 1. OKg/48/Wr /44
Mfg. Date Jun. 12, 2016 Retest Date Jun. 11, 2019
Az H I 2016 4£ 06 H 12 H 561 20194E 06 H 11 H
: Basis of
Report Date Aug. 04, 2016 tandard USP38
standards
& B W 2016 4F 08 H 04 H e £ [E 25 38 PR
- bR AR
Items Specifications Results
5 bR Ko 4
T ] . : Whit ystallin
Description White to almost white crystalline powder ¢ Cri: e
: - 5 powder
Mk H S A g m bR R
. At 4 ) R
Specific rotation +158° 1165° +160°
e
A : The infrared Spectrum of the test preparation
: . Conforms
should be consistent with reference standard. -
, L o it
A 7S (LT S A el 7 15 1 i e 33— 3 L
Identification B: The max ultraviolet absorption wavelength and
Lol minimum absorption wavelength of test
; . . Conforms
preparation should be consistent with reference _——
o=
standard.
B: A SR A S5 N R /N AR K 36 14— 3
Clarity of solution The solution should be clear. Conforms
A R e
Residue on ignition
] 7 <0. 5% 0. 09%
BT ; :
ik R, LR <0. 5% 0. 15%
TR E
Residual solvents Ethanol <<5000ppm
el 12 . 2820ppm
W5k Z.E<5000ppm
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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.
Certificate of analysis

COA No.: 890016003
&Y
Product Name Estrone Batch No. 82001606003
i e S Py W it
Batch Quantity Package Size 1. OKg/bag/tin/box
N 34. 72Kg i
it g (BTN 1. OKg/48/1r /46
Mfg. Date Jun. 12, 2016 Retest Date Jun. 11, 2019
A= H I 2016 4 06 H 12 H =K 2 2019 4£ 06 A 11 H
Report Date Aug. 04, 2016 Basis of standards USP38
i H 2016 4£ 08 H 04 B ARG 5 [H 244t 38 hix
ITtems Specifications Results
T H R W et R
Impurity A <=<1.0% o
A <1.0% S
Impurity B <1.0% T
L JFEB <1.0% S
Bl Limit of equilenin and equilin <1.0% No Detectable
impurities oSS T T MR <1 0% —_
N — SR A AH — Lt B, ~ 1. Un . N AW L
1T J 5T 3 R Bt B WL
Any other single impurity  <<0.10% _
<0. 05%
Hpb A e e <0. 10%
Total 1mpur1t1es =7. 0% e b 'é
L_ 7~ : 1. 3% ¢ '
Assay 97 0%—103. 0% (calculated on/iad? i
CE TR, S MR ¢ | A i -
Conclusion The produi M‘onf s to USPBé
% # p. N Y P38 wﬁﬂmf“
Remarks S 3 ‘f
% \{‘ji p _— - w,,‘-m'-“":mv
o Preserve in tight, light-resistant containers. Store at 25°C, excursions
Storage Condition ) L .
AR permitted between 15°C and 307C.
[FAEE S p i T . . " .
R M. BERAE, ETERE 25°C, AVHMRZE 15°CE 30C.,
S No. 10, Longhai Road, Economic & Technological Development Zone,
ﬂifjggj} Qinhuangdao, Hebei P.R.China
B FE LA 25 2 S TR SR TT R X AiEE 10 5
Reported by/ Date QC Supervisor/ Date
5 A/ B Eﬁf@ ol 6.08.04 ac L4/ B £ 2ollp.oX N
QA / Date Qualified Person/ Date | - ' é ¢
QA/ 1Y W >oth. v§ 9% e YNEEE @% %/}k >0t6.08-7Y

QZ02-J09-00107-0
Page 2 of 2
%2J\ /\2ﬁ



