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QINHUANGDAO ZI1ZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis

REGT -

820015006
COA Code:
Product Name Estrone Batch No.
— 5 82001509002
TR =4 ) A fits
Batch Quantity Package Size 1kg/bag/tin/box
o 23.02kg " ‘ )
it S o HE A% 1kg/8 VT
Mfg. Date Sep.13,2015 Retest Date Sep.12,2017
R 2015409 [ 13 [ gLl 2017 %09 312 H
AL
Report Date Nov.30,2015 Basis of Standards USP36
W 114 2015411 A 30 H kR JEEZ5 4 36 Wit
ltems Speéifications Results
I 5| PRt E K gt 4h #
Description White or almost white crystalline powder White crystalline powder
FEIR A F A G A g B R ERCERETTICR i3
Specific rotation
o +158° — +165° +164°
LU e
A : The infrared Spectrum of the test preparation should 3
d Conforms
be consistent with reference standard. N
. A A L U S 1 50 5 1 1 — 5 :
Identification : :
e B: The max ultraviolet absorption wavelength and
U7
J minimum absorption wavelength of test preparation Conforms
should be consistent with reference standard. HE
B AN AU S KRR/ NI K 5 0 R — 5
Clarity of solution The solution should be clear. Conforms
O 1 JR%eR (e e
Residue on ignition
- <0.5% 0.12%
SRR 5k
Loss on drying
<0.5% 0.07%

THRRE

Limit of equilenin and equilin

T 5 M 0 0 A

The color of test solution should not be redder than
reference standard solution.
R AT L+ 3 PR

No Detectable
KA
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QINHUANGDAO ZI1ZHU PHARMACEUTICAL CO., LTD.

Certificate of analysis

MEHT: 820015006

COA Code:
Product Name Estrone Batch No.
St . 82001509002
il % S 1A
Batch Quantity Package Size 1kg/bag/tin/box
, 23.02kg o o
it o1y (RSN 1kg/88 /44
Mfg. Date Sep.13,2015 Retest Date Sep.12,2017
A= 20154 09 A 13 [ =Ll 2017 %09 A 12 [
Report Date Nov.30,2015 |- Basis of Standards USP36
He L 20154 11 A30 H b L. ARIEKIE 2 36 1K
Items Specifications Results
@ H REE ks R
Impurity A £1.0%
PR ° 0.41%
HIFEA $1.0%
Impurity B £1.0%
T jpid ° 0.38%
Ordinary impurities v®B <21.0%
A kW) 5t Any other single impurity ~ <0.10% No Detectabléﬁf f;/ Ay
JAL AR <0.10% KAt o
Total impurities  <2.0% ;fﬁ
4 o 0.8% Fr
AN E <2.0% LAY,
Purity by HPLC 97.0%~103.0%, calculated on the dried basis. i Kﬁgk,ﬁ
98.1% Aff;f?: f
G FeF B, BB 97.0%~103.0% g S
Residual solvents Ethanol<5000ppm .
AT Z]<5000ppm g b 1209ppm
% s ) PO 4 S TR
! PP S R O
Vae 47 E
Conclusion The product co %9% USP36 éi‘”gd_
4 I ]

Storage Condition

e b “W@ ) @j
WEH mJ%ﬁ,Mﬁm) #mi,tﬁsmx
Ailiisre: No.10, Longhai Road, Economic & TechnologicaFDé"veTo’pment Zone, Qinhuangdao, Hebei
—— P.R.China
WHLE % 2 B TITA B RA T R X EEHE 10 5
Reported by/ Date QC Supervisor/ Date
s N/ ['&X) WolS, %O QC E&/141] 192@ 2ol> . (1.%°
QA/ Date Qualified Person/ Date TN
Qa/l1i ]&?N% b1k 30 R ONIEE Zﬂgfégwyuev

202-709-00107-0
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