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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis

COA No. :

820016004
G
Product Name Estrone Bkl e 82001609002
B4 WA 2
Batch Quantity 24 49K Package Size 1. 0Kg/bag/tin/box
R e s 1. OKe/4%/W7 /%
Mfg. Date Sep. 22, 2016 Retest Date Sep. 21,2019 -
AFEEM 2016 409 A 22 H B H 20194£09 A 21 H
Basi f L
Report Date Nov. 11, 2016 S::;dsa:ds USP38
& B 2016 4£ 11 A 11 H -, EE 24 38 R
a FLUA P ,
Ttems Specifications Results (
5 H AL iR\ | A
Whit tallind\ V4
Description White to almost white crystalline powder ! epcryds: mé\\w& Y’fi
owde
LE2TN B Ek A g MR ) e —
R B g RN
Specific rotation
+158° — +165° +163°
Eb B
A : The infrared Spectrum of the test preparation
. ) Conforms
should be consistent with reference standard. "o
Ae 7 LT AR L R 5 0 L B R — B B
Identification B: The max ultraviolet absorption wavelength and
%51 minimum absorption wavelength of test
. . ) Conforms
preparation should be consistent with reference TN
standard. ' h
B: 7 & 58 SN B R B /NE B K S R R — B *
Clarity of solution The solution should be clear. Conforms
BIEEE N E
Residue on ignition <0. 5% 0. 07%
ST = '
Loss on drying
- <0. 5% 0.17%
FRARE
Residual solvents Ethanol<5000ppm 2065
5 m
BRI Z,88<5000ppm bp
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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.
Certificate of analysis

COA No.: 820016004

REGT -
Product Name Estrone Batch No. 82001609002
Mmoo A MY R 5
Batch Quantity 34. 49Kg Package Size 1. 0Kg/bag/tin/box
it = ' AFEIE 1. 0Kg/48/Wr /%8
Mfg. Date Sep. 22, 2016 Retest Date Sep. 21, 2019
e aal =Ll 2016 42 09 A 22 H SR 2019409 H 21 H
Report Date | Nov. 11, 2016 Basis of standards ~ USP38
W& H Y 20164 11 H 11 H FRHERR IR EEZM 38K
Items Specifications Results
m B PRAERLE MR
Impurity A <1.0%
A <1.0% 0 Bk
Impurity B <1.0%
_ ZEB <1.0% 0. 474
12;3:::; Limit of equilenin and equi<lin <1.0% No Detectable
. LL il AL i <<1. W
G Any o?lffﬁfrfl?}?mﬂffity 13;) 10% s
- <0.05%
HibpANRmE  <0.10%
Total impurities <2.0% i i
AR B \)Wﬁ??x
Assay 97. 0%—103. 0% (calculated 6n 98. 0%
HE BTRHUE, SHERA '
Conclusion The p
g nuﬁ U}
Remarks z‘} ‘
5w X
L. Preserve in tight, 1ight—resistMainerS. Store at 25°C, excursions
Storage Condition .
BRI permitted between 15°C and 30°C.
W, FEELE, BFEEHE25C, AFRE I5CE0C.
Address No. 10, Longhai Road, Economic & Technological Development Zone,
e Qinhuangdao, Hebei P.R.China
hEFALEREESTAFEAFRX HIEE 105
Reported by/ Date QC Supervisor/ Date
wEN/ B é@—\-mjeug.“‘n QC E&/BHH J}.&rlb” /)
QA / Date ’ | ’ Qualified Person/ Date
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