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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis

COA No. :

‘ 827018003
Product Name Estrone Batch No. 8970
3 1
B4 T B e 501001
Batch Quantity 26. 13Kg Package Size 1. 0Kg/bag/tin/box
it & o e 1. OKg/ 45 /1 /4
Mfg. Date Jan. 22,2018 Retest Date Jan. 21, 2021 )
. T 2018 77 01 f 22 | R I6 1 2021 F 01 A 21 L
Report Date Jan. 30, 2018 Standard USP40)
fhe 55 L1 2018 £ 01 A 30 L rAEA S SEEZHH 40 )
3 Ttems Acceptance Criteria Results
T5 H PRAEIL T oL 4 4k SR
White stalli
Description White to almost white crystalline powder Crif el
e e . powder
AR H S 1 (25 an tER A , )
. 7 " H (L 4h da A K
bpe(:lflc‘./«r‘(‘).Lathn +158° ~ +165° +162°
L fig Je
A: The infrared Spectrum of the test preparation
. . . Conforms
should be consistent with reference standard. g
- ) P - 5 /
Ao A A LE A S0 L 36 157 5 500 HR 5 1 D i — 35 B /
[dentification =
| B: The max ultraviolet absorption wavelength and i
minimum absorption wavelength of test preparation Conforms \& e
should be consistent with reference standard. iR k
B AN 1504 B3 K S5 /NS 4K 5 0 IR — 3
Clarity of solution The solution should be clear. Conforms
VTR Y N E Ci(Eay
Residue on‘ighjtlon <0. 5% 0. 07%
BRI
Loss on drying <0, 5% 0. 16%
e e i o ~ V. JN . 0
Tl g I
Residual solvents Ethanol<<5000ppm
e 4258ppm
BRI 2B <5000ppm
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QINHUANGDAO ZIZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis,

COA No.: 897018003
) I 45
Product Name Estrone Batch No.
o y Y B it 82701801001
Batch Quantity 26. 13Kg Package Size 1. OKg/bag/tin/box
it oy ' BTN S 1. OKg/ 48 /Wy /48
Mfg. Date Jan. 22,2018 Retest Date Jan. 21, 2021
e | 2018 %7 01 A 22 | 2563 2021 401 A 21 I
Report Date Jan. 30, 2018 Standard USP40
i LA 2018 4F 01 A 30 L PR ALK S 3% E 258 40 iR
r Ttems Acceptance Criteria Results
Tii H FrRALFL T F o &t
Impurity A <1.0%
- 0. 16%
A <I1.0%
Impurity B <<1.0%
T 0.23%
BB <L1.0%
Ordinary impurities Limit of equilenin and equilin <1.0% No Detectable
GESZUH CZE MR AD AR <1 0% AT
Any other single impurity  <<0.10% ~
g ; <0. 05%
HAb AR <0.10%
Total 1mpur1t1es <2.0%
0. 39%
/J‘sﬁ <2 OO/
Assay 97.0%~103. 0% (calculated on the dried] : o5, 4
o e +ﬁ,AMMQﬁ97o~m&;} o

Conclusion

ik ¢F%mé%9m4‘
Remarks TR~ >
% I B

Storage Condition

light-resistant conta}negs,vSfore at 25°C, excursions

permitted between 15°C and 30°C.

Preserve in tight,

Vet WS BEIE, RERE 25C, YR 15CE 30C.

ai No. 10, Longhai Road, Economic & Technological Development Zone, Qinhuangdao,
eeress Hebei P.R.China
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Reported by/ Date
WE N/ L

QA / Date
/LI

QC Supervisor/ Date
Fo%1f100/8 - ol 30 QC 45/ 3B 3008 0/.30
' {
7“7\/147/0:30/;0 iR m Y018 .0].%0

BN/ LY

Qualified Person/ Date
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